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Chairman: E: Approval letter for Expedited Review Study
Dr. Thiagarajan. Toenp || No.outward/SMVMCH-ECO/ALZ 92 /2020 Date: 22.07.2020
Founder & CEQ, I
TIDES Institute of Health & ¥

Medical Science '+ To

Dr. Pugazhendhi. S

Member Secretary: :
Dept. of Radiodiagnosis.

Dr. R. N. Kagne

Deputy Director & Dean

Emat QMEM@MH The study no. EC/ 40/2020 entitled, “Multidetector computed

Members: i ; : ; > e
! tomographic evaluation of normal variants of hepatic artery and portal vein in

Dr. D. Rajagovindan ; :

(Basic Medical Scientisty ' Puducherry population”.

Dr. Bupathy. A i -

(Clinician) " Dear Dr. Pugazhendhi. S,

?Crlﬁ:i';:;m Roy ' The following documents of the above mentioned project were reviewed and

b gl Desigre ; approved through an expedited review process.

(Clinician) | * Research Proposal

Dr. Girija.S :

(Clinician) \ It is understood that this is record based retrospective study as per the submitted

(%l'-l m‘: ;i'::l;*k“m’“' . protocol. The Ethics Committee approves the above mentioned study. This

. approval is valid for the entire duration of the study.
Dr. T. Mahalakshmy . * :

(Clinician)

Dr. Sandhiya. S - Before starting this study, the investigator must get approval from concerned
(Basic Medical Scientist) f St Rz irat
. authorities for access to the records and must maintain the confidentiality of the

Dr. Vimal. M f i - . o i
(Basic Medical Scientisty ' documents. Also the investigator must get the permission from the authorities for

Dr. Nishanthi. A ' publicizing his / her work.
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Malar. R
(Social Scientist)

Mr. G. Saravanan ;
(Lay Person) 5
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Phone: 0413 — 2643030, Mobile: 9486748348
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Dr. Thiagarajan. T, ph.p
Founder & CEO.

TIDES Institute of Health &
Medical Science '
Member Secretary:

1y
Dr. R. N. Kagne L
Deputy Director & Dean h
E mail:dvdirector@smvmeh.ac.in

Members: b

Dr. D. Rajagovindan
(Basic Medical Scientist)

Dr. Bupathy. A

(Clinician)

Dr. Gautam Roy "
(Clinician) h
Dr.Amol Dongre
(Clinician)

Dr. Girija.S
(Clinician)

Dr. P. Ravikumar it
(Clinician) 1
Dr. T. Mahalakshmy }
(Clinician) ¥

Dr. Sandhiya. S

Dr. Vimal. M i
(Basic Medical Scientist)

Dr. Nishanthi. A I
(Basic Medical Scientist) 4

Mr. A. Karunamoorthy |
(Legal Expert)

Mrs, Malar. R
(Social Scientist)

Mr. G. Saravanan It
(Lay Person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03 2018)

Sri Manakula Vinajagar Medical College and Hospital,
Pondicherry - 605 107

No deviations from or changes of the protocol should be initiated without prior
written approval by the Ethics Committee of an appropriate amendment. The
Ethics Committee expects that the investigator should promptly report to the
Ethics Committee any deviations or changes of the protocol to eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of

the institute.

For studies which will continue for more than a year, a continuing review report
needs to be submitted (within 1 month of the due date i.e. 11 months from the
date of approval) on or before 21.06.2021.

A copy of the final completion report should be submitted to Ethics Committee
for review.

- Member Secretary
(Basic Medical Scientist) SMVMCH Ethics Committee

e A

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348
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- Deputy Director & Dean’ _ y
- E mail: &_m@mmz&-__t_u
—Members S s

Dr D. Rajagovmdan Sy
-~ (Basic Medical Scneﬂtxst) 2

Dr. Bupathy.A g Do,
; (Clim'ciém)— ST Ly

(Basic MedncalScxennst) it

Dr. lehantlu A S
(Basic Medical’ Smentlst)_,: Sl

Mr. A. Karunamoorthy ~  |;

(Lay Person)

Dr Gautam Roy o :- %
i (Clmman) !
: ¥ b
Dr.AmolDongre
(Clinician) 1 )
) It
Dr. Girija.S S AEe
(Clinigian)
- X i }
Dr.P.Ravikumar 0
_(Clinician) 5 = 1
Dr. T. Mahala]shmy Sne
(Chmclan) : 3 :;
I
s Sandhlya 5 ' 4
- (Basic Medical Scnentlst}, Laant
D VAl M o

- (Legal Expert) e :':
Mrs.Malar. R -~ {
(Social Sclentlst) el
Mr. G. Saravanan e

Apjifoval letter for Expedtted Review Study

Nozoutward/SMYMCH-ECO/AL/ 09, /2020 Date: 06.03:2020

b0 R
Dr. S. Divya o
Dept. of General Medicine. -
The study no. EC/ 01/2020 entitled, “A study of correlation between
platelet count and severity of esophageal varices in patients with chronic liver

disease”,

Dear Dr; S DW}a, -'
The following doc'uments.of the above mentioned 'pr'oj ect were ‘rév:i"ewed‘and'
approved through an expedited review process

¢ Research Promsal : :

e Data Collection form

It is understood that this is record based retrospective study as per the submitted
protocdl. The Ethics Committee approves the above mentioned study. This
approval is valid for the entire _duration' 6fﬂ;e study.

Before starting this study, the mvestlgator must get approval from concerned
authonnes for access to the records a.nd must mamtam the conffdenhahty of the
documents Also the mvestlgator must get the pemussmn from thc authorities for

pubhclzmg lus / her work.

re fauy, SMVMCH - Ethics Commrm
: _643030 Moblle, 9486748348
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Chairman: %
Dr. Thiagarajan. T, ph.p No deviations from or changes of the protocol should be initiated without prior

. F & CEO, h ; 2 ; :

N T{;gg;mﬁ?umm & ) written approval by the Ethics Committee of an appropriate amendment. The
Mol ience. - oo ;% Ethics Committee expects that the investigator should prompily report to the
Member Secretary: :E Ethics Committee any deviations or ‘changes of the protocol to eliminate
g;ug'gwmgm :i immediate hazards to the research participants and about any new information

[ MM——E"-‘EM that may affect adversely the safety of the research participants or reputation of
Members: . 3 = : -

£ the institute. :
. Dr. D. Rajagovindan Iy
ic Medical Scientist ¥ ; S : = e
‘ '(;as: eﬂ:caA e ! For studies which will continue for more than a year, a continuing review report
r. Bupathy. h 3 :
(Clinician) | needs to be submitted (within 1 month of the due date i.c. 11 months from the
Dr. Gautam Roy ! date of approval) on or before 05.02.2020.
(Clinician) ::
Gk U copy of the final completion report should be submitted to Ethics Committee
(Cfinician) g S review.
L
Dr. Girija.S ' t
(Clinician) 4
o
Dr. P. Ravikumar +
(Clinician) 2%

Dr.T. Maha!akshmy B
(Clinician) 5

isEemb S cretary
(Basic Medical Scientist) SMVIMCH Ethich Committee

Dr. Sandhiya. §

Dr. Vimal. M It
(Basic Medical Scientist) 1,

Dr. Nishanthi. A ™
(Basic Medical Scientist) I

Mr. A. Karunamoorthy 1
(Legal -Expert)- ¥
Mrs. Malar. R Sy,
(Social Scientist) 1)

Mr., G. Saravanan 1
(Lay Person) ¥ = -
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o _Sr1 Manakula Vmayagar Mechcal College and Hospital,

Pondlc_herryf 605 -1_07
A ppro val.: letter
* No:outward/SMVMCH-ECO/AL/ Q.8 /2020 Date: 01.06.2020
-TQ : :
Dr. Meenakshi
De;pt.- of Pharmaoology.

. The study no. EC/ 14/2020 enutled “A Cross sectional study of prescription
2 lpattem audit at a teachmg hospxtal in -South India using World Health

Orgamzatlon core prescribing indicators”.

* Dear Dr. Meenakshi,

The following documents of the above mentioned project were reviewed and

approved through an exemption from review process.

s Research Proposal

e Data Collection Form 7

It is understood that this is rccord based retrospective study as per the submitted
.protocol The Ethlcs Comrmttee approves the above mentioned study. This
approval is valid for the entire duration of the study.

Before starting this study, the investigator must get approval from concerned
authorities: for access to the records and must maintain the confidentiality of the
: documen_ts_. Also the investigator must get the permission from the authorities for

publicizing his / her work.

‘No de@iations from or changes Qf_ 'ﬂ_le_ protocol should be initiated Without prior
::'wﬂtte‘n;--appfoval' by the Ethics Commxttee of an appropriate amendment. The
‘Ethics Comm:lttee expects that the mvesngator should promptly report to the

5 Eth1cs Commxttee any deviations or changes of the protocol to eliminate ;

TRUL’, Lo PY Amﬁﬂ-smq, SMVMCH - Ethics Committee
. Phone. 0413 2643030, Mobﬂe= 9486748348

" KALITHEERTHANAUPPAM,
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- Chginmante s
% Dr. Thlagarajan "I’; ph.p . immediate hazards to the research participants and about any new information
© R CEO, e s : 5 et : 2
: T;Jl;lé(fusa [i.n o Ochaml & .- that may affect adversely the safety of the research participants or reputation of
| “Medical Science o SR 5
: SR the institute.
- Member Secretag_v_,’ TS
S DERENGRagme. - 5 Rar sidies wwhich: wﬂl continue for more than a year, a continuing review report

DeputyDuecmr&Dean Tl
% ‘-EMQMM:. ~ needs to be sub:mtted (w1thm a2 month of the due date i.e. 11 months from the

| Members: .':l date of approval) on or before 30 04.2021

L D. Rajagovmdan- e, :
P N el gt
; (Basic Medical scf‘_”.“—@ i Acopy of the final comple’uon report should be submitted o Ethics Committee
Dr. Bupathy. A v for review.
(Clinician) - = = - <}
3 iy
Dr Gau(am Ruy Rt : :
, o .
Dr.Amol Don‘gr‘e- B i
(Clinician) ey
BECRIRE ! M mben\Secret
(Clinician) el r. RN ! l{hﬂa%
: nEEas T h'h-z*'l’“b&-.l' Gﬁ:diai’y :
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Dr.T. Mahnlakshmy SR P S
'(Clxmman) o : :'r i oy i
xR i ¥
FBES Sandh:ya.s i
: (Basm McdlcaISclmnst) SEae
" e
(Basic Medxcal Sclentlst)ﬂ S
S
Dr.Nishanthi.A

: (Baslc Medlcal SclemIst) arsa
“Mr. A. ,Karunamoorthy iy

~(Legal Bxpert) - -

Mrs.Malar.R R _‘_ By
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-'(LayPerson) o - : e

ME_THCAL G E & HQSP!TAL
KALITHEER' KUPPAM,
HADAGADKPET PUDUCHERRY-G0S5 107,



= Chairman'

- E mail: ggd:reaog@gnvmch ac iu

P,\LU LA 174‘_

L)

N e g/

F'd
’fouege arﬁ“&

* SRI Ay
q"‘s

=D Thlagarajan. Tk D
Founder&CEO - i
TIDES Institute of Health & ;'

:MedlcaISmenee Salle e R

Member Secretarv- '
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Members.
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Appmval letter

No:outward/ SMVMCH;ECOIAL/ 2.9 /2020 ~Date: 01.06.2020

: B Lot A
‘Dr. Nishanthi, A
- Dept. of Phannaeology
~ The study no. EC/ 15/2020 entltled “Impact of educauonal mtervenuon on
the knowledge, attitude and practlce of phannacowgllance among interns in a

tertiary care hospital in South Indla”

Dear Dr. .sthantha A

The followmg documents of the. above mennoned pro_;ect were rev;ewed and
~approved through an exemptmn from review process.
e Research Proposal
. __D'é;tai‘ Collection Form

__(Clm:c:an) e R

" Dr.P. vankumar LR 0

(Clmlclan) : iy

Dr.T. Mahalakshmy %
(Cllmcxan) e s

=D, Sandhlya S st

tis understood that this is recerd based retrospective study as per the submitted
protocol. The Etlucs Committee approves the above mentioned stud} This
approval is valid for the enttre duration of the study..

- Before startmg this study, thc mvestlgator must get approval from concerned

- (Basac Medtcal Smentlst) i

.FDr,lehanthJ A '_ ot

(Basn: Medical Sclennst) s

MrA: Ksrunamoorthyt :
--E(I.zgalExpert) I

Mrs. Malar. R oo
-(Sec‘ia! S'eielitlst) AL

Mr. G. Saravanan = it

(Lay Person) - et

e v authonnes for access to the. records and must mamtam the conﬁdentiahty of the
'Dr VunalM RS
~ (Basic Medlcal Sclentlst)_ R

documents. Also the i mvesﬂgator must get the penmssmn from the authorities for

' publ:clzmg his / her work.

i

No devxanons from or changes of the protocol should be mltlated without prior
written approval by the Ethlcs Comnuttee of an appropnate amendment The

: Ethlcs Commmee ‘expects that the investigator should promptly report to the

e Ethlcs Committee any dewat:ons or changes of the protocol to ehmmate

; : ; Tlte MemberSecremry, SMVMCH Ethics Committee
; muc Co_ A\ mepgne. 0415~ 2643050, Mobile, 9486748348

CcSan
STMAN AR UL A VINAYAGAR
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Chairman: ; Approval letter for Expedited Review Study
Dr. Thiagarajan. T, g p j_: ; ; 2) = : e 7
Founder & CEO. . No: Outward/SMVMCH-ECO/AL/ZIT /2021 Date: 12.08.2021
TIDES Institute of Health &
Medical Science  To
' Vi rthy. V
Member Secretary: K- Ve
Dr. VimaL M 1 Department of Community Medicine.
E mail:smsmehec@smmeh. ac.in
drvimalmiagmail.com ;
Meabics : ; The study no. EC/100/2021 entitled, “Evaluation of workshop on
D Aol Deugie ! research methods to first year postgraduates: The Participant’s perspective™.
(Clinician) !
'+ Dear Dr. Vinayagamoorthy. V,
Dr. Bupathy. A
(Clinician) : A ; :
The following documents of the above mentioned project were reviewed and
Dr. Girija. S r : .
(élinicia]n‘;. .. approved through an expedited review process.
Dr. K. N. Viswanathan : * Research Proposal
e e Proforma
Dr. P. Ravikumar
(Clinician)

It is understood that this is record based retrospective study as per the submitted
protocol. The Ethics Committee approves the above mentioned study. This
approval is valid for the entire duration of the study.

Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)
Dr. Ganesh. R . Before starting this study, the investigator must get approval from concerned
(Basic Medical Scientist) _ ng 4 B g

authorities for access to the records and must maintain the confidentiality of the

Dr. Nishanthi. A : '
(Basic Medical Scientist) ' documents. Also the investigator must get the permission from the authorities for

Dr. Sandhiya. S . publicizing his / her work.
(Basic Medical Scientist) 5

Mr. A. Karunamoorthy
(Legal Expert)

Myrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

TRUEThE Hebrdidr (58 @i, SMVMCH - Ethics Committee
Phongr 0413 — 2643030, Mobile: 9486748348

DEA
SRI MANARKULA VIRRYAGAR
MEDICAL COLLEGE &

KALITHEERT AM,
MADAGADIPET, PUDUC RY-605 107.




SMVMCH - ETHICS COMMITTEE

w LA ‘% (ECR/1088/SMVMCH/Inst/PY72013/Re-registration-2017 DT 28.03.2018)
(') Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107
Chalrman.
Dr. Thiagarajan. T, py p ' No deviations from or changes of the protocol should be initiated without prior
Founder & CEO, Iy : * : :
TIDES Institute of Health & " written approval by the Ethics Committee of an appropriate amendment. The
e Ethics Committee expects that the investigator should promptly report to the
Member Secretary: Ethics Committee any deviations or changes of the protocol to eliminate
Dr. Vimal. M

E mail-snsmchec@pmemck o ;i‘ immediate hazards to the research participants and about any new information
drvimalm(@gmail.com ' that may affect adversely the safety of the research participants or reputation of
Members: ! the institute.

Dr. Amol R Dongre

(Clinician) ' For studies which will continue for more than a year, a continuing review report
Dr. Bupathy. A needs to be submitted (within 1 month of the due date i.e. 11 months from the
(Clinician)

date of approval) on or before 1 1.07.2022.
Dr. Girija. S ‘
(Clinician) ' A copy of the final completion report should be submitted to Ethics Committee

for review.
Dr. K. N. Viswanathan

(Clinician)

Dr. P. Ravikumar

(Clinician) Sincerely yours

Dr. Suresh Kumar. S
(Clinician) f W0 JMQAS\’/,;/% i
Dr. T. Mahalakshmy I Member Sec
(Clinician) ; Dr. VIMAL.M

. Member Secretary
Dr. h. R ; ;
(Bas(i?:i;ica} Scientist) f§MVMCH Ethics Committes
Dr. NishanthiL A I
(Basic Medical Scientist) b
Dr. Sandhiya. S :
(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Murs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

The Member Secretary, SMVMCH -
Phone: 0413 — 2643030, Mobile: 948 48945""4"‘1‘537-50
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R i =
e = Pondicherry - 605 107
Chairman: e Approval letter for Expedited Review Study
Dr. Thiagarajan. T,pnp : & 213 +12.08.20
Founder & CEO, ; No: Outward/SMVMCH-ECO/AL/Z12 /2021 Date: 12.08.2021
TIDES Institute of Health & 1
Medical Science ' To

! . Vi oorthy. V

Member Secretary: _ Dl X nayasin Y : =5
Dr. Vimal. M Department of Community Medicine.
E mail:smymchec@smymch.ac.in..
irvimalnda gmail 3
O The study no. EC/101/2021 entitled, “Predictors of University
e ‘ R ; . P
e o ik Bsaare . examination score of first year undergraduates at a private medical college,
(Clinician) . Puducherry”.
Dr. Bupathy. A s
{Clinician) . Dear Dr. Vinayagamoorthy. V.
Dr. Girija. 8 : 5 : : :
(Clinician) ., The following documents of the above mentioned project were reviewed and
Dr. K. N. Viswanathan . approved through an expedited review process.
(Clinician)

¢ Research Proposal
Dr. P. Ravikumar

(Clinician) * Proforma
%ﬁ:ﬁ;’ S It is understood that this is record based retrospective study as per the submitted
Dr. T. Mahalakshmy protocol. The Ethics Committee approves the above mentioned study. This
(Clinician) ' approval is valid for the entire duration of the study.
Dr. Ganesh. R )
(Basic Medical Scientist)

Before starting this study, the investigator must get approval from concerned
Dr. Nishanthi. A s
(Basic Medical Scientist) authorities for access to the records and must maintain the confidentiality of the
Dr. Sandhiya. S ' documents. Also the investigator must get the permission from the authorities for
(Basic Medical Scientist) e e >

publicizing his / her work.
Mr. A. Karunamoorthy
(Legal Expert)
Mrs. Chitra Shah
{Social scientist)
Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 2643030, Mobile: 9486748348
TRUE CORY ATTESTED
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Chairman:

Dr. Thiagarajan. T, pn p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smmchﬂgmvmdn.acm

drvimalmiagmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8

(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)

g

- A, Karunamoorthy
Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

No deviations from or changes of the protocol should be initiated withoﬁt prior
written approval by the Ethics Committee of an appropriate amendment. The
Ethics Committee expects that the investigator should promptly report to the
Ethics Committee any deviations or changes of the protocol to eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of
the institute.

For studies which will continue for more than a year, a continuing review report
needs to be submitted (within 1 month of the due date ie. 11 months from the
date of approval) on or before 11.07.2022.

A copy of the final completion report should be submitted to Ethics Committee
for review.

Sincerely yours

W“”’L alz

Member Sé¢
Dr. VIMAL M
. Member Secretary
SMVMCH Ethics Committeg

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 264368 o
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SMVMCH - ETHICS COMMITTEE

p.*‘\'_H'A Vl’l’
5‘, ‘ % (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
% ( ) ?; Sri Manakula Vinayagar Medical College and Hospital,
1“‘-:;.,.,,9,,}«#"" Pondicherry - 605 107
Chairman: Approval letter for Expedited Review Study
Dr. Thiagarajan. T,pnn ; -
Founder & CEO. ! No: Outward/SMVMCH-ECO/AL/ IR /2022 Date: 20.01.2022
TIDES Institute of Health &
Medical Science To
Member Secretary: U5 Unaci K
Department of Forensic Medicine.

Dr. Vimal. M ?
E mail:smymchecasmvmeh.acin,
drvimalmagmail.com 4

The study no. EC/104/2021 entitled, “Graduate Medical Students
Perception about the Impact of Covid — 19 Pandemic on their Education: A Multi

Members:

Dr. Amol R Dongre

(Clinician) . Institutional Study”.

Dr. Bupathy. A %

{Clinician) ' Dear Dr. Ganesh. R,

Dr. Girija. S ' . ; : :

(Clinician) .. The following documents of the above mentioned project were reviewed and
Di K. N. Viswasinthan " approved through an expedited review process.

(Clinician)

s Research Proposal

:gh:m il:l’;;'!kllmal‘ e Questionnaire

?’mu:';':z)h Bewm. S The Ethics Committee approves the above mentioned study. This approval is

Dr. T. Mahalakshmy valid for the entire duration of the study.

(Clinician)
Dr. Ganesh. R " The investigator must maintain the confidentiality of the documents. Also the
(Basic Medical Scientist) i
investigator must get the permission from the authorities for publicizing his / her
Dr. Nishanthi. A
(Basic Medical Scientist) work.
Dr. Sandhiya. § :
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUELOPY ATTESTED
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Chairman:

Dr. Thiagmjan. ] 55 PhD

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail:smymchecasmvmch.ac.in
irvimalm@gmail ‘
Members:

Dr. Amol R Dongre

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

No deviations from or changes of the protocol should be initiated without prior
written approval by the Ethics Committee of an appropriate amendment. The
Ethics Committee expects that the investigator should promptly report to the
Ethics Committee any deviations or changes of the protocol to- eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of
the institute.

(Clinician) For studies which will continue for more than a year, a continuing review report
Dr. Bupathy. A needs to be submitted (within 1 month of the due date i.e. 11 months from the
e date of approval) on or before 19.12.2022.

Dr. Girija. S

(Clinician) A copy of the final completion report should be submitted to Ethics Committee

: for review.
Dr. K. N. Viswanathan

(Clinician)

Dr. P. Ravikumar

(Clinician) Sincerely yours

Dr. Suresh Kumar. S e
(Chniian oo (i

Member Secretary
‘Dr. VIMAL.M
Member Secretary
" SMVMCH Ethics Committee

Dr. T. Mahalakshiny
{Clinician)

Dr. Ganesh, R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mirs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p, p

Founder & CEO,

TIDES Institute of Health &

Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smyvmchecasmy. mch.ac.m
drvimalntagmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs, Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Expedited Review Study

No: Outward/SMVMCH-ECO/AL/ t1 /2022 Date: 20.01.2022

' To

Dr. A. V. Ramya
Department of General Medicine.

The study no. EC/106/2021 entitled, “Correlation of CT severity score

. and inflammatory markers with outcome and complications in COVID 19

| patients”.

Dear Dr. A. V. Ramya,

The following documents of the above mentioned project were reviewed and
approved through an expedited review process.
e Research Proposal

¢ Proforma

The Ethics Committee approves the above mentioned study. This approval is
valid for the entire duration of the study.

The investigator must maintain the confidentiality of the documents. Also the
investigator must get the permission from the authorities for publicizing his / her

work.

The Member Secretary, SMVMCH - Ethics Committee
TRUE ¢ . Tq;ﬂ%;éﬁgSO?»O, Mobile: 9486748348
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Chairman:

Uy vaﬂﬁd

Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Institute of Health &
Medical Science
Meniber Secretary:
Dr. Vimal. M

E mail: mmchggaﬁnmmh.anm

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. 8
(Clinician)

Dr. T. Malalakshimy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A, Karunamoorthy
{Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28 03 2018)

Sri Manakula Vinayagar Medical College and Hospital.
Pondicherry - 605 107

No deviations from or changes of the protocol should be initiated without prior
written approval by the Ethics Committee of an appropriate amendment. The
Ethics Committee expects that the investigator should promptly report to the
Ethics Committee any deviations or changes of the protocol to eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of

the institute.

For studies which will continue for more than a vear, a continuing review report
needs to be submitted (within 1 month of the due date i.e. 11 months from the
date of approval) on or before 19.12.2022.

A copy of the final completion report should be submitted to Ethics Committee
for review.

Sincerely yours

%,{Dwﬂ"‘g' lg}
Member Secretarv
Dr. VIMAL.M

Member Secretary

'SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: e 6748348
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Chairman:

Dr. Thiagarajan. T, g, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E MIMMMM ‘
dryvimalm@gmail.com X

Members:

Dr.Amol Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija.S

(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

{Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ € 1 /2021 Date: 17.02.2021

To

Dr. Vivekananda. K,
Dept. of Community Medicine.

The study no. EC/46/2020 entitled, “Analysing the Effectiveness of policy
implementation of Anti — Tuberculosis Drug sale information to Government
authorities at Puducherry”.

Dear Dr. Vivekananda. K,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to C)
2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Analysing the Effectiveness of
policy implementation of Anti — Tuberculosis Drug sale information to Government
authorities at Puducherry”.

It is understood that the study will be conducted under your direction, in a total
of 139 research participants, at Dept. of Community Medicine, as per the
submitted protocol.

: w SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman: ¥

Dr. Thiagarajan. T, ppp
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: somchec@smvmch.ac.in

drvimalm(@gmail.com

Members:

Dr.Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician})

Dr. Girija.S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

{Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs, Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.201%)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Date of approval of the study: 17.02.2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 16/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Ghssctss
Member Sa'cretary
Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.032018)

Sri Manakula Vinayagar Medical College and Hospital,

16,, o v 7 e
oo ™ Pondicherry - 605 107
Chairman: Approval letter for Expedited Review Study
Dr. Thiagarajan. T, pi.p = ;
Founder & CEO. No: Outward/SMVMCH-ECO/AL/ K-/ 2020 Date: 08.01 2021
TIDES Institute of Health & :
Medical Science i To

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smvmch.ac.in.

Members:

Dr.Amol Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija.S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
{Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

Mrs. Senthamil Selvi. K
Department of Physiology.

!
]

The study no. EC/57/2020 entitled, “Students’ perception on the role

. of student support system in academic activities of students in a medical college
., during Covid 19”.

| Dear Mrs. Senthamil Selvi. K,

The following documents of the above mentioned project were reviewed and
approved through an expedited review process.
L ]

Research Proposal

e (Questionnaire Form

The Ethics Committee approves the above mentioned study. This approval is
valid for the entire duration of the study. The investigator must maintain the

confidentiality of the documents. Also the investigator must get the permission
from the authorities for publicizing his / her work.

No deviations from or changes of the protocol should be initiated without
prior written approval by the Ethics Committee of an appropriate amendment.
The Ethics Committee expects that the investigator should promptly report to the
Ethics Committee any deviations or changes of the protocol to eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of
' the institute.

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348
TRUE COPY ATTESTED
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Chairman:

Dr. Thiagarajan. T, pi. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M *

E mail:smymchec@smvmch.ac.in):
e malt |

Members:

Dr.Amol Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija.§
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy e
(Clinician) h

Dr. Ganesh. R g
(Basic Medical Scientist) i

Dr. Nishanthi. A !
(Basic Medical Scientist)

Dr. Sandhiya. S '
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert) t
Mrs. Chitra Shah ¥
(Social scientist)
Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

For studies which will continue for more than a year, a continuing review report
needs to be submitted (within 1 month of the due date i.e. 11 months from the
date of approval) on or before 07.12.2021.

A copy of the final completion report should be submitted to Ethics Committee
for review.

Sincerely yours

i ]
‘@%\/

Member Secretary
Dr. VIMAL. M

Member Secretary

' SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
~
Phone: 0413 — 2643030, Mobile: 9486748348
. : TRUE COPY ATTESTED
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

*U LA y/
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Chairman: : Approval letter for Interventional Research Study
Dr. Thiagarajan. T, py » 3 No: outward/SMVMCH-ECO/AL/ 153 /2021 Date: 04.06.2021
Founder & CEO, Iy
TIDES Institute of Health& | To
e e f Dr. Kalaiselvan. G,
Member Secretary: _é Dept. of Community Medicine.
Dr. Vimal. M : % : ;
E mail:smmehec@smmeh.acin. The study no. EC/69/2021 entitled, “A randomized. double blind, placebo controlled,
drvimalm@gmail.com i multi-centric, trial to determine the therapeutic efficacy of Ayush medicine NOQ19
Members: | in treatment of symptomatic COVID-19 patients along with standard allopathic
Dr. Amol R Dongre : treatment”
(Clinician) ,

Dear Dr. Kalaiselvan. G,

Dr. Bupathy. A
(Clinician) ' The following documents of the above mentioned project were reviewed and approved
Dr. Girija. S " through an expedited review process.
(Clinician) 1

The EC has reviewed and approved the following documents submitted for the
Dr. K. N. Viswanathan

(Clinician) % above mentioned clinical study.
Dr._ P Bavilmmnr E: 1. Research Proposal
(Clinician) H

2. Data collection form / proforma

D Sireehs Kumae. 3. Consent form (Part I & I1 in English and Tamil)

(Clinician)

Dr. T. Mahalakshmy I The EC hereby approves the proposal entitled, “A randomized, double blind,
e placebo controlled, multi-centric, trial to determine the therapeutic efficacy of
Dr. Ganesh. R A : 3 2

(Bl Miokicnl Sentil} Ayush medicine NOQ19 in treatment of symptomatic COVID-19 patients along

with standard allopathic treatments”
Dr. Nishanthi. A !
Bsnc Molicsl Sciconst) . It is understood that the study will be conducted under your direction, in a total of 60

D; ; S:!;ld:d?c; sSciemist) research participants, as per the submitted protocol.

Mr. A. Karunamoorthy 1y
(Legal Expert) i

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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Chairman:

Dr. Thiagarajan. T, pi.p

Founder & CEO.

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smymch.ac.in'

drvimalma@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr, Ganesh. R
{Basic Medical Scientist)

Dr. Nishanthi. A

{Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A, Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Date of approval of the study: 04.06.2021
This approval is valid for the entire duration of the study.

It is the policy of EC that. it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from. or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 03.05.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

%Wj" /g(ﬁa,\
MEMBER SECRETARY

Dr. VIMAL.M

Member Secretary

| SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
TR AT A 050 Mibbile: 0486748348

|
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SMVMCH - ETHICS COMMITTEE

S‘*“LULA l”’b
f ‘ % (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)
! [
?m ( ) 35 Sri Manakula Vinayagar Medical College and Hospital,
R Pondicherry - 605 107
foﬂgg.ganA
Chairman:

Approval letter for Publishing Case Report
Dr. Thiagarajan. 4 v Ph D
Founder & CEO,
TIDES Institute of Health &
Medical Science

No: outward/SMVMCH-ECO/AL/ | Bb/ 2021 Date: 23.06.2021

Member Secretary: ' To

?:ai‘iim“ M e Dr. Poomalar. G. K
o &ﬂ@m B { 3
ng@‘”_@_% mm;‘ Department of Obstetrics and Gynecology
Members: The case report (EC/72/2021) entitled “Immune related Pseudo tumor of ovary
Dr. Amol R Dongre S e : 2
(Clinician) mimicking malignancy™.
' Dear Dr. Poomalar. G. K,
Dr. Bupathy. A |
(Clinician) _ :
Dr. Girija. § The following documents of the above mentioned case report were reviewed and
(Clinician) approved through an expedited review process.

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunameorthy
(Legal Expert)

Murs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

Member Secretary

| SMVMCH Ethics Committee

e Application form
e Patient consent form
¢ Abstract of the case report

It 1s understood that the patient has given her voluntary consent for publication of
the case report. Confidentiality has to be ensured by anonymizing the images /
figures and the patient identifiers should not be revealed in the pubhication.

The Ethics Committee approves the above case report for publication.

: Sincerely yours

Dr. VIMAL.M TRUE CgPy ATTESTED

Member Secretary

SR MANAK e

f: ULANINAYAGAR

MEDIEAL COTLEGE & HOSPITAL
RALITHEERTHALKUPPAM,
CABIPET, PUDUCHERRY-605 107,

The Member Secretary, SMVMCH - Ethics
Phone: 0413 — 2643030, Mobile: 9486?48*48
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Chairman;

Dr. Thiagarajan. T, py. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail:smyvmchedasmvmch.ac.in;.
drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A 1y
{Clinician)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/218 /2021 Date: 06.09.2021

To
Dr. Raja. M,
Dept. of General Medicine.

The study no. EC/96/2021 entitled, “To study the prevalence and severity of
anemia in solid malignancy patients”.
Dear Dr. Raja. M,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021. in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
[Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M. Member Secretary Affiliated

. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikamar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the followmg documents submitted for the
above mentioned clinical study. o

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & Il in English and Tamil)
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drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §

{Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. §
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Saocial scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH Ethics Committee

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “To study the prevalence and
severity of anemia in solid malignancy patients”. :

It is understood that the study will be conducted under your direction, in a total
of 50 research participants, at Dept. of General Medicine, as per the submitted
protocol.

Date of approval of the study: 06/09/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 05/08/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

st

Member Secretary
Signature & date with S

Dr. VIMAL.

Member Secretary TRUE COPY ATTESTED

DEAN

SRI MANNULA VINAYAGAR
Mr:nlan COLLTRE & HOSRITAL
ERTHELKUPPAM,
DUCHERRY-605 107,

MADAG DIPEd,

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Dr. Bupnhy. A i .

(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28 03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/£2]9 /2021 Date: 06.09.2021

To
Dr, Rangarajan. D. V,
Dept. of General Medicine.

The study no. EC/89/2021 entitled, “Correlation of Serum Uric acid and Urine
Uric acid in patients with Type 2 Diabetes Mellitus and Hypertension™.

Dear Dr. Rangarajan. D. V,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

I Name of the Member Position on EC Affiliation

. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part [ & II in English and Tamil)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE CAPY ATTESTED
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Member Secretary:
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Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Vlswmthm
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. §
(Basic Medical Scientist)

Mr. A. Karunamoorihy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

| SMVMCH Ethics Committee

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Correlation of Serum Uric acid
and Urine Uric acid in patients with Type 2 Diabetes Mellitus and Hypertension™.

It is understood that the study will be conducted under your direction, in a total
of 56 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 06/09/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be imitiated without prior written approval by the EC of an appropriate
amendment, The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue¢ for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.c. 11 months from the date of approval) on or
before 05/08/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Sy
W/_%\
M Sccroey
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary TRUE COPY ATTESTED

SRIMANA r“ll
MEDICAL :
KALITREERTENR
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The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 - 2643030, Mobile: 9486748348 -
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Medical Science
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Dr. Vimal. M iy
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drvimalmi@gmail.com '

Members:

Dr. Amol R Dongre 4
(Clinician)
Dr. Bupathy. A }
(Clinician) 't
Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar i
(Clinician)

Dr. Suresh Kumar. S »
(Clinician) )

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. 8 1
(Basic Medical Scientist)
Mr. A. Kafuﬁaoorthy T
(Legal Expert)
Mrs. Chitra Shah N
(Social scientist) 1
Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/22¥ / 2021 Date: 02.12.2021
To

Dr. Sarikonda Meghana,

Dept. of General Medicine.

The study no. EC/90/2021 entitled, “A study on the adequacy of Statin dosage
prescription in patients with type 2 diabetes mellitus™.

Dear Dr. Sarikonda Meghana,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

| Name of the Member Position on EC Affiliation
[Dr. Thiagarajan. T Chairman Not Affiliated
[Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

True dOPY ATTESTED
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SMVMCH - ETHICS COMMITTEE

%P*U LA U;,p (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)
3 (‘, % Sri Manakula Vinayagar Medical College and Hospital,
AN - Pondicherry - 605 107
"?ir pass Sugss d‘fy
¥ College o™
Chairman:
D TNl o p Z‘he EC hereb.y a.pprf)ves t.he pro;?(;]sai ent;tldeic;,be A Smdﬂ ‘on Hw adequacy of Statin
Founder & CEO, : osage prescription in patients with type tes mellitus™,
{gﬁl’m ofHeath& . 1, It is understood that the study will be conducted under your direction, in a total
of 189 research participants, at Department of General Medicine, as per the
Member Secretary: ;
) submitted protocol.
Dr. Vimal. M
E mail: s mvmd:eg@gmvnxhaczm
drvimalm@gmail.com | Date of approval of the study: 02/12/2021
Members: :
No deviations from, or changes of the protocol and Informed Consent Document
Rtrh 3;’:;)“ Dongre % should be initiated without prior written approval by the EC of an appropriate
< amendment. The EC expects that the mvestigator should promptly report to the
Dr. Bupathy. A EC any deviations from, or changes of, the protocol to eliminate immediate
(Clinician) h hazards to the research participants and about any new information that may
Dr. Girija. S affect adversely the safety of the research participants or the conduct of the trial.
(Clinictan) This approval is valid for the entire duration of the study. A copy of the final
Dr. K. N. Viswanathan i report should be submitted to the EC for review. But for studies which will
(Clinician) 7 continue for more than a year, a continuing review report needs to be submitted
DR Bkt q{ (within 1 month of the due date i.e. 11 months from the date of approval) on or
(Clinician) A before 01/11/2022.

(Cisuresh Kumar.S | The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

4 and other applicable regulatory requirements.
Dr. T. Mahalakshmy 4 2 gul N

{Clinician) y

Dr. Ganesh. R % Sincerely yours

(Basic Medical Scientist) 4

Dr. Nishanthi. A @@“"’f FAte

(Basic Medical Scientist) , . Member Secretary

Dr. Sandhiya. § Signature & date with Stamp

(Basic Medical Scientist) ‘ Dl‘ VIM AL M

Mr. A. Karunamoorthy '1 Member Secretary i
(Legal Expert) i; SMVMCH Ethics Committee TRUE COPYA: ESTED
Mrs. Chitra Shah %

(Social scientist)

CEa
SR MANAK O &

Mrs. Meenakshi MEDIC AL

(Lay person)
The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)
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(Clinician)
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(Basic Medical Scientist)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/229 /2021 Date: 02.12:2021

To
Dr. Varsha Reddy,
Dept. of General Medicine.

The study no. EC/94/2021 entitled, “A study on the role of visceral adiposity
index in correlation with glycaemic status of diabetic individuals™.

Dear Dr. Varsha Reddy.

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study. 1«

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & IT in English and Tamil)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 2486748348
TRUE COPY ATTESTED
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Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshl

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A study on the role of visceral
adiposity index in correlation with glycaemic status of diabetic individuals”.

It is understood that the study will be condueted under your direction, in a total
of 108 research participants, at Department of General Medicine, as per the
submitted protocol.

Date of approval of the study: 02/12/2021

No dewviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 01/11/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Ww‘{;& 81

Member Secretaty
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

! SMVMCH Ethics Committee

The Member Secretary, SMVMCH - E¥Ris Eomiminbe T TESTED

Phone: 0413 — 2643030, Mobile: 9486748348
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Dr. P. Ravikumar 1,
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(Clinician)
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Dr. Nishanthi. A
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(Legal Expert)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 226 /2021 Date: 10.11.2021

To
Dr. Banala Srilatha,
Dept. of General Medicine.

The study no. EC/95/2021 entitled, “A study of correlation of serum N-Terminal
pro-Brain Natriuretic Peptide levels in patients with Metabolic Syndrome™.

Dear Dr. Banala Srilatha,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

[ Name of the Member | Position on EC Affiliation
[Dr. Thiagarajan. T Chairman Not Affiliated
. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & I in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - :ﬂ Committee

Phone 041372643038

RALI THEER
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(Basic Medical Scientist)
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(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

| PSMVMCHE Rahigs U Somitities

The EC hereby approves the proposal entitled, “A study of correlation of serum
N-Terminal pro-Brain Natnurenc Peptide levels in patients with Metabolic
Syndrome™.

It 1s understood that the study will be conducted under your direction, in a total
of 52 research participants, at Dept. of General Medicine, as per the submitted
protocol.

Date of approval of the study: 10/11/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be stibmitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 09/10/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

@@4

Member Secretary
Signature & date with Stamp

iDrg. WIINVENL [

Mtember SSCrpinyy

The Member Secretary, SMVMCH - Elhawggx PuBCr
Phone: 0413 — 2643030, Mobile: 9486448348




SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMC Hl'{rtslfPYf?.GlZifRe—regisn'aﬁé}-zﬂl? DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Chairman: Approval letter for Expedited Review Study

Dr. Thiagarajan. T,pnp : :

TIDES Institute of Health & i
Medical Science ; To
Member Secretary: Dr. Vinayagamoorthy. V

Dr. Vimal. M _ Department of Community Medicine.

E mail:smymchec@smvmeh.ac.in.

Members: _ The study no. EC/99/2021 entitled, “Development of Analytic Rubric
" and estimation of its validity and inter-rater reliability for assessing reflective

Dr. Amol R Dongre ¥

(Clinician) . narrations”.

Dr. Bupathy. A 4 :

(Clinician) ' Dear Dr. Vinayagamoorthy. V,

Dr. Girija. S " . . : .

(Clinician) ! The following documents of the above mentioned project were reviewed and

Dr. K. N. Viswanathan  approved through an expedited review process.

(Clinician)

e Research Proposal

Dr. P. Ravikumar v Pk
(Clinician) e

D, Swetalk Knshar. 5 It is understood that this is record based retrospective study as per the submitted

{Clinician)
Dr. T. Mahalakshmy ¢ protocol. The Ethics Committee approves the above mentioned study. This
(Clinicisn) " approval is valid for the entire duration of the study.
Dr. Ganesh. R 5 2
(Basic Medical Scientist) : S5 ae 3

Before starting this study, the investigator must get approval from concerned
Dr. Nishanthi. A : e o
(Basic Medical Scientist) . authorities for access to the records and must maintain the confidentiality of the
Dr. Sandhiya. S | documents. Also the investigator must get the permission from the authorities for
(Basic Medical Scientist) :

publicizing his / her work.
Mr. A. Karunamoorthy
(Legal Expert)
Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

Phone: 0413 — 264303&% 748348

- The Member Secretary, summ-zi:f: Comeitice
TTESTED




Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E nm?smnﬂg@mﬂmh.min;

drvimalmia@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. §
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

{Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

No deviations from or changes of the protocol should be initiated withouf prior
written approval by the Ethics Committee of an appropriate amendment. The
Ethics Committee expects that the investigator should promptly report to the
Ethics Committee any deviations or changes of the protocol to eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of
the institute.

For studies which will continue for more than a year, a continuing review report
needs to be submitted (within 1 month of the due date i.e. 11 months from the
date of approval) on or before 11.07.2022.

A copy of the final completion report should be submitted to Ethics Committee
for review.

Sincerely yours

s
Mem%?er Segergr;;

Dr. VIMAL.M
Member Secretary

SMVMCH Ethics Committee

I

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 - 2643030, Mobile: 9486748348

TRUE CORY ATTESTED
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Chairman:

Dr. Thiagarajan. T, pup

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymched@smvmch.ac.in
1 L.com

drvimalm@gmail.com
Members:

% Dr. Amol R Dongre
- (Clinician)

& Dr. Bupathy. A
. (Clinician)

* Dr.Girija. §
| (Clinician)

" Dr. K. N. Viswanathan
(Clinician)

& Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)
~  Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

~  Dr. Nishanthi. A
- (Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mirs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

L

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ |98 /2021 Date: 05.08.2021

To

Dr. Suresh. N,
Dept. of Anatomy.

The study no. EC/98/2021 entitled, “Effectiveness of student involved
demonstrations over knowledge gain during Neuroanatomy lectures”

Dear Dr. Suresh. N,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021. in the college council hall with Dr. Thiagarajan T as Chairman. The list
of members who attended the meeting is as follows.

Name of the Member | Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated

Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English)

The EC hereby approves the proposal entitled, “Effectiveness of student involved
demonstrations over knowledge gain during Neuroanatomy lectures™

e e e e e e

The Member Secretary, SMVMCH - Ethics Committee

pﬁﬁe%ﬁp;fwsme: 0486748348




*ULA[,!
P
> e

g e
= >
= @
= >
v 'z
- \.

S »

Fo:ée i W
/Collage s

Chairman:

Dr. Thiagarajan. T, py, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmeh.ac.in

drvimalm@gmail com

Members:

- Dr. Amol R Dongre
" (Clinician)

Dr. Bupathy. A

~ (Clinician)

 Dr. Girija. S
= (Clinician)

. Dr. K. N. Viswanathan

(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah

(Social scientist)

Mrs. Meenakshi
(Lay person)

}

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
150 research participants, at Dept. of Anatomy, as per the submitted protocol.
Date of approval of the study: 05.08.2021

This approval is valid for the entire duration of the study.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 04.07.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

ol

MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committea

TRUE COPY ATTESTED

AL A VI
The Member Secretary, SMVMCH - Eth '@‘Zﬁ' MARASTE
KALITHEERTHALKUPPAM,

Phone: 0413 — 2643030, Mobile: 94R6RGRDHET, PUCUCHERRY-S05 107,




Chairman:

Dr. Thiagarajan. T, pi.p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M h
E mail:smymchecq@smvmch.ac.in;
drvimalmi@gmail. com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. $
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S P
(Basic Medical Scientist) !

Mr. A. Karunamoorthy
(Legal Expert)

~ Mbrs. Chitra Shah

(Social scientist)

Mrs. Meenakshi 4
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 195 /2021 Date: 05.08.2021

To
Dr. Sravya. N,
Dept. of General Medicine.

The study no. EC/93/2021 entitled, “Charlson comorbidity index as a predictor of
inpatient mortality in ICU patients with comorbidities™.

Dear Dr. Sravya. N,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar: P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated

. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the commitee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & I in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348
TRUE COPYATTESTED

RALIT
MADAGALIPET,




SMVMCH - ETHICS COMMITTEE

pRULA by, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
S (‘, Sri Manakula Vinayagar Medical College and Hospital,
% Pondicherry - 605 107
oz ‘/Cu Jeae ‘mﬁ“\ :
Chairman:
: g ! The EC hereby approves the proposal entitled, “Charlson comorbidity index as a
Dr. Thiagarajan. T, pp.p | s t 3 s : v A
Founder & CEO 3 predictor of inpatient mortality in ICU patients with comorbidities”.
;ﬂ%‘gﬁ;’l‘;"f Health& It is understood that the study will be conducted under your direction, in a total
t of 114 research participants, at Dept. of General Medicine, as per the submitted
Member Secretary:
) protocol.
Dr. Vimal. M
E mail: smvmchec@smvmeh.ac.in
drvimalm@gmail com i Date of approval of the study: 05/08/2021
Members: :

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
¥ amendment. The EC expects that the investigator should promptly report to the
Dr. Bupathy. A i EC any deviations from, or changes of, the protocol to eliminate immediate

Dr. Amol R Dongre
(Clinician)

(Clinician) hazards to the research participants and about any new information that may
Dr. Girija. S :f affect adversely the safety of the research participants or the conduct of the trial.
(Chseran) This approval is valid for the entire duration of the study. A copy of the final
D 1 N Vs ity report should be submitted to the EC for review. But for studies which will
(Clinician) continue for more than a year, a continuing review report needs to be submitted
et R (within 1 month of the due date i.e. 11 months from the date of approval) on or
(Clinician) before 04/07/2022.

e, o ' The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

and other applicable latory requir ts.
Dr. T. Mahalakshmy PP regulatory requirements

(Clinician)
Dr Gatesh-R 5 Sincerely yours

(Basic Medical Scientist) !

Dr. Nishanthi. A ) “‘/:.\

(Basic Medical Scientist) Member Secretary

Dr. Sandhiya. S ‘ Signature & date with Stamp

(Basic Medical Scientist) 3 Dr. VIMAL.M

N A Kirankmesttliy 3 Member Secretary

(Legal Expert) " SMVMCH Ethics Committee

Mrs. Chitra Shah !

(Social scientist) ¢ TRUE COPY RTTESTED
Mrs. Meenakshi ,

(Lay person) ‘

The Member Secretary, SMVMCH - Ethics Committee
SRI MANAKUL A VINAYAGAR
Phone: 0413 — 2643030, Mobile: 940‘6"]1%&&:-5&5&&%? (FAL
MADAGADIPET, PUDUCHERRY-G05 107,




Chairman:

Dr. Thiagarajan. T, pp.p
Founder & CEO.

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E maﬂ:smmcke@gmmhac.in;
drvima il.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ ZcD /2021 Date: 05.08.2021

To

Dr. Ravikumar. P,
Dept. of Nephrology.

The study no. EC/79/2021 entitled, “Patient education and advocacy in dialysis —a
Qualitative study™

Dear Dr. Ravikumar. P,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

26.07.2021, in the college council hall with Dr. Thiagarajan T as Chairman. The list
of members who attended the meeting is as follows.

Dr. Suresh Kumar. S
(Clinician)

‘Dr. T. Mahalakshmy

Name of the Member | Position on EC Affiliation
. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affihated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
. Meenakshi Lay Person Not Affiliated

(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

The EC hereby approves the proposal entitled, “Patient education and advocacy
in dialysis —a Qualitative study.”

s

The Member Secretary, SMVMCH,- Ethics Committee




WULA
(g S
S @

= |
3 (’) ;
o y
.%o’

ams LD

4.5,,. HVB\’

5 3 o
Y Colteae and™

Chairman:

Dr. Thiagarajan. T, py, p

Founder & CEO.
TIDES Institute of Health &
Medical Science

Member Secretary:

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
134 research participants, at Dept. of Nephrology. as per the submitted protocol.
Date of approval of the study: 05.08.2021

This approval is valid for the entire duration of the study.

No deviations from, or changes of the protocol should be initiated without prior

Dr. Vimal. M i written approval by the EC of an appropriate amendment. The EC expects that the
E mail: smvmehect@smymch.ac.in’, investigator should promptly report to the EC any deviations from, or changes of, the
drvimalm@gmail.com r protocol to eliminate immediate hazards to the research participants and about any
new information that may affect adversely the safety of the research participants or
Members: the conduct of the trial.
?(;}r::;:,:}n Doy This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
Dr. Bupathy. A more than a year, a continuing review report needs to be submitted (within 1 month
(Clinician) of the due date i.e. 11 months from the date of approval) on or before 04.07.2022.
e The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)
Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
_(Lay person)

other applicable regulatory requirements.

Sincereﬁ:pogs
%) A4
MEMBER SECRETARY

Signature & date with Stamp
Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committ
Phone: 0413 — 2643030, Mobile: 9486748348

DEAn
Med MANAKULA VinavaAKR
EE;S}%HK:EQLLEGE & Hu::'-:"i.»‘ai_
ERTHALKUPPAR )
MADAGADIPET, PUOUGHERRY. o) 107,
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Chairman:

Dr. Thiagarajan. T, p p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smyvmchec@smyvmeh.ac.in,

drvimalm(@gmail.com
Members:

% Dr. Amol R Dongre
= (Clinician)

~  Dr. Bupathy. A

= (Clinician)

" Dr. Girija. S

= (Clinician)

" Dr. K. N. Viswanathan
' (Clinician)

_ Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. §
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mirs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

Iy

SMVMCH - ETHICS COMMITTEE

{ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/Zo) /2021 Date: 05.08.2021

To
Dr. Sindhuri. R,
Dept. of Community Medicine.

The study no. EC/82/2021 entitled, “Dietary practices Nutritional assessment of
Tuberculosis patient on anti-tuberculosis treatment in Puducherry and its association
with treatment outcome”.

Dear Dr. Sindhuri. R,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & 11 in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
TRUE CGPY ATTESTED
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Chairman:

Dr. Thiagarajan. T, py, p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchecl@smvmeh.ac.in

drvimalm@gmail.com

Members:

= Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A

~ (Clinician)

¥ Dr. Girija. S

' (Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Dietary practices Nutritional
assessment of Tuberculosis patient on anti-tuberculosis treatment in Puducherry and
its association with treatment outcome”.

It is understood that the study will be conducted under your direction, in a total
of 276 research participants, at Dept. of Community Medicine, as per the
submitted protocol.

Date of approval of the study: 05/08/2021

No deviations from. or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 04/07/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

%‘D‘;’}/'%lm

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

TRUE COPY ATIESTED

The Member Secretary, SMVMCH - Ethics Commitde
Phone: 0413 — 2643030, Mobile: 9486745348

SRIMANA KULI G,
MEDICAL COLLEGE & h(‘) L*Il,t\l_
RALITHEERTHAL KUPPAWM,
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Chairman:

Dr. Thiagarajan. T, p. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail:smvmchecasmvmch.ac.in, .
drvimalmi@gmail. com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/202-/ 2021 Date: 05.08.2021

To
Dr. Nitya. S,
Dept. of Pharmacology.

The study no. EC/73/2021 entitled, “A retrospective study on drug utilization
pattern among Covid-19 Patients at a Tertiary Care Hospital in South India™.

Dear Dr. Nitya. S,

The meetmg of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

. Name of the Member Position on EC Affiliation
Dr. Thiagarajan, T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A retrospective study on drug
utilization pattern among Covid-19 Patients at a Tertiary Care Hospital in South
India”.

It is understood that the study will be conducted under your direction, at Dept. of
Pharmacology, as per the submitted protocol.

Date of approval of the study: 05/08/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 04/07/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Saob

W Ak
Member Secretary

Signature & date with Stamp

Dr. VIMAL. M

Member Secretary

' SMVMCH Ethics Committee
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Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/Z03 /2021 Date: 05.08.2021

To

Dr. Rajalakshmi. M.
Dept. of Community Medicine.

The study no. EC/91/2021 entitled, “Evaluation of the effectiveness and challenges in
implementation of SDL module in Community Medicine™

Dear Dr. Rajalakshmi. M,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan T as Chairman. The list
of members who attended the meeting is as follows.

Name of the Member | Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part [ & II in English) (if applicable)

The EC hereby approves the proposal entitled, “Evaluation of the effectiveness
and challenges in implementation of SDL module in Community Medicine”

The Member Secretary, SMVMCH - E;ln'cs Committee
Phone: 0413 — 2643030, Mobiles 9486748348
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
150 research participants, at Dept. of Community Medicine, as per the submitted
protocol.

Date of approval of the study: 05.08.2021

This approval is valid for the entire duration of the study.

No deviations from. or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 04.07.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

@J“'o&/wru

MEMBER SECRETARY

Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

'SMVNCH Ethics Committee
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The Member Secretary, SMVMCH - Ethics (3 PY ATTESTED
Phone: 0413 — 2643030, Mobile: 948674834
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(Legal Expert)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 204 / 2021 Date: 05.08.2021

To
Dr. Mangaiyarkarasi. T,
Dept. of Microbiology.

The study no. EC/80/2021 entitled, “Impact of Conducting Hand Hygiene Audit
in COVID 19 care Locations of India- A Large Scale Multicentre Study”.

Dear Dr. Mangaiyarkarasi. T.

The meeting of the SMYMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the documents submitted for the above
mentioned clinical study.

The Member Secretary, SMYMCH - Ethics Committee
Phone: 0413 — 264303?RM0blle ?86748348
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SMVMCH - ETHICS COMMITTEE

.\Q’"\LULA V""I/ (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
v @® % =
5 / (') 2 Sri Manakula Vinayagar Medical College and Hospital,
NN Pondicherry - 605 107
p%" Collece ;n;d“d'
Chairman:
. . The EC hereby approves the proposal entitled, “Impact of Conducting Hand
:) 25 Th] :%g;"an' Tomn { Hygiene Audit in COVID 19 care Locations of India- A Large Scale Multicentre
TIDES Institute of Health & ! Study™.
Medical Science ; : : T
¥ It is understood that the study will be conducted under your direction, as per the
Member Secretary: submitted protocol.
Dr. Vimal. M 5
E mail: smvmchec@smvmch.ac.in)
drvimalm@gmail.com Date of approval of the study: 05/08/2021
Members: ' No deviations from, or changes of the protocol and Informed Consent Document
Dr. Amol R Dongre should be initiated without prior written approval by the EC of an appropriate
{Shmein { amendment. The EC expects that the investigator should promptly report to the
Dr. Bupathy. A } EC any deviations from, or changes of, the protocol to eliminate immediate
(Clinician) hazards to the research participants and about any new information that may
Pr Chitia S affect adversely the safety of the research participants or the conduct of the trial.
(Clinician) { This approval is valid for the entire duration of the study. A copy of the final
Dr. K. N. Viswanathan i report should be submitted to the EC for review. But for studies which will
(Clinician) continue for more than a year, a continuing review report needs to be submitted
b s (within 1 month of the due date i.e. 11 months from the date of approval) on or
(Clinician) ) before 04/07/2022.
?Crl-i lfi';ir:;;’ Kumar. § ©  The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

and other applicable regulatory requirements.
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist) iy

Dr. Nishanthi. A I & /sg‘}ﬂ{‘
(Basic Medical Scientist) I Member Secretary

Signature & date with Stamp

Sincerely yours

Dr. Sandhiya. S
(Basic Medical Scientis)  «  Dr. VIMAL.M

Karu " Member Secretary
(Lounl Evmor 2™ 1! SMVMCH Ethics Committee

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)
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Dr. P. Ravikumar
(Clinician)
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(Clinician)
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{(Clinician)

Dr. Ganesh. R
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT_28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMYMCH-ECO/AL/20 B/ 2021 Date: 11.08.2021
To
Dr. Vivekananda. K.,
Dept. of Community Medicine.

The study no. EC/70/2021 entitled, “Barriers and solutions to referral to HIV testing
at Integrated Testing Counseling Centre: A qualitative Analysis™

Dear Dr. Vivekananda. K,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

26.07.2021, in the college council hall with Dr. Thiagarajan T as Chairman. The hist
of members who aitended the meeting is as follows.

Name of the Member | Position on EC Affiliation
|Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part | & II in English) (if applicable)

The EC hereby approves the proposal entitled, “Barriers and solutions to referral
to HIV testing at Integrated Testing Counseling Centre: A qualitative Analysis”

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman: 1

Dr. Thiagarajan. T, py, »
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TIDES Institute of Health &
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Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
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Dr. K. N. Viswanathan
(Clinician)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

{ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
54 research participants, at Dept. of Community Medicine, as per the submitted
protocol.

Date of approval of the study: 11.08.2021

This approval is valid for the entire duration of the study.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the tnal.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 10.07.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Dr. P. Ravikumar Sincerely yours
(Clinician) 2 :

; @&)v.wmsL ).
Dr. Suresh Kumar. § : /ﬂﬁ ’

ok g ' MEMBER SECRETARY
s ' Signaturc & date with Stamp
el Mawingwo.. . Dr. VIMAL.M
. Member Secretary

e s Y 'SMVMCH Ethics Committee
(Basic Medical Scientist) b
Dr. Nishanthi. A
(Basic Medical Scientist)
Dr. Sandhiya. §
(Basic Medical Scientist)

T8
The Member Secretary, SMVMCH -
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(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ 205 / 2021 Date: 11.082021

To

Dr. Ragavi. B,
Dept. of Dermatology, Venereology & Leprosy.
The stedy no. EC/77/2021 entitled, “Efficacy of topical tranexamic acid after

microneedling versus intradermal tranexamic acid for the treatment of melasma- A
split face comparative study™

Dear Dr. Ragavi. B,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan T as Chairman. The list
of members who attended the meeting is as follows.

Name of the Member | Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician. . Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Climcian Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist_ . Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part 1 & 11 in English)

The EC hereby approves the proposal entitled, “Efficacy of topical tranexamic
acid after microneedling versus intradermal tranexamic acid for the treatment of
melasma- A split face comparative study”

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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SMVMCH - ETHICS COMMITTEE

e,‘.,j.\) LA “?4, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
X /3
2 ‘6) 2 Sri Manakula Vinayagar Medical College and Hospital,
o\ Pondicherry - 605 107
."' Coltege anﬁ"‘d\’ ‘
Chairman: 2 [t is understood that the study will be conducted under your direction, in a total of
Dr. Thiagarajan. T, p, p 64 research participants, at Dept. of Dermatology, Venereology & Leprosy, as per
Founder & CEO, the submitted protocol.
&I&E;I?gﬁaf fana Date of approval of the study: 11.08.2021
Member Secretary: This approval is valid for the entire duration of the study.
gfm}:m M sy No deviations from, or changes of the protocol and Informed Consent Document
> smvmcheci@smvmch.ac.in'| Tges : : 2 ;i ;
drvimalm@gmail.com j should be initiated without prior written approval by the EC of an appropriate
_ amendment. The EC expects that the investigator should promptly report to the EC
Members: i any deviations from, or changes of, the protocol to eliminate immediate hazards to
: the research participants and about any new information that may affect adversely
?rCl- Amol R Dongre . the safety of the research participants or the conduct of the trial.
inician)

This approval is valid for the entire duration of the study. A copy of the final report

{gml::g;;hy e should be submitted to the EC for review. But for studies which will continue for

4 more than a year, a continuing review report needs to be submitted (within | month
Dr. Girija. S i of the due date i.e. 11 months from the date of approval) on or before 10.07.2022.
(Clinician)

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and

e K N Viewansinos other applicable regulatory requirements.

(Clinician) !
Dr. P. Ravikumar ' Sincerely yours
(Clinician) : wﬂj—

4 o m\
Dr<Savesh Knmar: S | MEMBER SECRETARY
(Clinician) 5 S; &t with Starsp
Dr. T. Mahalakshm I
(Clinician) v . Dr. VIMAL.M

S Member Secretary

i Sdiat Scientist) | SMVMCH Ethics Committee
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mprs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

The Member Secretary, SMVMCH -
Phone: 0413 — 2643030, Mobile: 9486748348

INAYAGAR

sri mar K s
HOSPITAL

MEDICAL COLLEGE
KALITHEERTHALWUPPAM,
MADAGADIPET, PUDUCHERRY-805 107,
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Chairman:

Dr. Thiagarajan. T, pp p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smimeh.ac.in
veil-smvmche i

drvimalmiagmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R -

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/Z0F/ 2021 Date: 11.08.2021

To

Dr. Jayapratha. S,
Dept. of Dermatology, Venereology & Leprosy.

The study no. EC/75/2021 entitled, “Serum folic acid assay in psoriatic patients
on long term methotrexate therapy- a comparative study™.

Dear Dr. Jayapratha. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

| Name of the Member Position on EC Affiliation
[Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr, Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the commitiee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study. ;

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & 1I in English and Tamil)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Moljile: 9486748348

TRUE Co TTESTED
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Chairman:

Dr. Thiagarajan. T, py, p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch. ac. m

drvimalmi@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar, S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A, Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Serum folic acid assay in
psoriatic patients on long term methotrexate therapy- a comparative study”.

It is understood that the study will be conducted under your direction, in a total
of 90 research participants, at Dept. of Dermatology, Venereology & Leprosy, as
per the submitted protocol.

Date of approval of the study: 11/08/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 10/07/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

‘9@%'

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics :
Phone: 0413 — 2643030, Mobde Mggm ‘
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Chairman: +

Dr. Thiagarajan. T, p, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

E mail:s, acin

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician) Tf
Dr. P. Ravikumar +
(Clinician) '
Dr. Suresh Kumar. 8
(Clinician)

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah

(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/207 /2021 Date: 11.08.2021

To
Dr. Anusuya. S,
Dept. of Dermatology, Venereology & Leprosy.

The study no. EC/74/2021 entitled, “A correlation between vitamin Bl12
deficiency. folate deficiency and knuckle pigmentation™

Dear Dr. Anusuya. S,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

| Name of the Member Position on EC Affiliation
[Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
{Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr, K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
rs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study. ...

-

1. Research Prﬁppszall.(Smtion AtoD)
2. Datacollection form / proforma
3. Consent form (Part I & 11 in English and Tamil)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348
TRUE COPY ATTESTED

GEAM
SRI MARAKULA VINAYAGA
MEDBICAL COL & HOSPITAL
KALITHEERTHALKUPPAM,
MADAGADIPET, PUL UCHERRY-605 07,
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Chairman:

Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Insutute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smyvmchec@smvmeh.ac.in

drvimalmi@gmail com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A, Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

. SMVMCH Ethics Committee

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A correlation between vitamin
B12 deficiency, folate deficiency and knuckle pigmentation”.

It is understood that the study will be conducted under your direction, in a total

of 90 research participants, at Dept. of Dermatology, Venereology & Leprosy, as
per the submitted protocol.

Date of approval of the study: 11/08/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 10/07/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Signature & date with Stamp

Dr. VIMAL. M
Member Secretary

The Member Secretary, SMVMCH - Ethics Conmittee
Phone: 0413 — 2643030, Mobile: 9486748348
TRUE COPY TTESTED
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO.

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M !
E mail:smymchedasmymch.ac.in.
drvimalm@gmail.com 2

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A

(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar

(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist) ¥
Dr. Sandhiya. S

(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 2.7 / 2021 Date: 11.08.2021

To
Dr. Jeyalakshmi. M. S,
Dept. of Dermatology, Venereology & Leprosy.

The study no. EC/78/2021 entitled, “Clinico morphological patterns of sweat
induced dermatitis™.
Dear Dr. Jeyalakshmi. M. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

| Name of the Member | Position on EC Affiliation
[Dr. Thiagarajan. T Chairman Not Affiliated
[Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the

above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py, p
Founder & CEOQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

, yyod®

E mail: snvmch, mvmch.ac.in ;

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
{Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28 03 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Clinico morphological patterns of
sweat induced dermatitis™.

It is understood that the study will be conducted under your direction, in a total
of 152 research participants, at Dept. of Dermatology, Venereology & Leprosy,
as per the submitted protocol.

Date of approval of the study: 11/08/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropnate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 10/07/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

= ok
fo o Ze T
Membér Secretary
Signature & date with Stamp
Dr. VIMAL.M
- Member Secretary
' SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 948674834:7«
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Chairman:

Dr. Thiagarajan. T, pn.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mmil:sJ':'nawm:heg@mwnck.ac.l‘.-rf

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ §2 /2021 Date: 26.02.2021

To

Dr. Subhasri. S,
Dept.of OBG.

The study no. EC/49/2021 entitled, “Comparative study between weekly dose of
50mg of Mifepristone and daily dose of 25mg of Mifepristone in medical
management of uterine fibroid.”

Dear Dr. Subhasri. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
IDr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Comparative study between
weekly dose of 50mg of Mifepristone and daily dose of 25mg of Mifepristone in
medical management of uterine fibroid.”

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348
TRUE cog{( ATTESTED
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Chairman:

Dr. Thiagarajan. T, pp p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchecl@smvmch.ac.in

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar L;

(Clinician)

Dr. Suresh Kumar. S

(Clinician)

Dr. T. Mahalakshmy %

(Clinician)
Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
60 research participants, at Dept. of OBG, as per the submitted protocol.
Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within | month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

%u;\ol ey

MEMBER SECRETARY
Dr. VIMAL.M

Member Secretary
gMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile. 9486748348
TRUE COPY ATTESTED
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Pondicherry - 605 107

Chairman: ¥ Approval letter for Interventional Research Study

Dr. Thiagarajan. T, pp | No:outward/SMVMCH-ECO/AL/ & /2021 Date: 26.02.2021

Founder & CEO, h To
TIDES Institute of Health &
Medical Science i

Dr. Asha Chandran. R,
Dept.of OBG.

Member Secretary: {
by The study no. EC/50/2021 entitled, “Intravenous Tranexamic acid versus vaginal

gmtﬂw S ch.ac.:‘n:j Misoprostol in the reduction of blood loss during abdominal hysterectomy: randomized
ey controlled trial”

drvimalm@gmail.com
. Dear Dr. Asha Chandran. R,
Members: %

I The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
¥ 10.02.2021 & 11.02.2021. in the college council hall with Dr. Thiagarajan T as

!
i

Dr. Amol R Dongre

(Clinician) 4 Chairman. The list of members who attended the meeting is as follows.
Dr. Bupathy. A % Name of the Member Position on EC Affiliation
(Clinician) 4 Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Girija. S i Dr. Vimal. M Member Secretary Affiliated
(Clinician) ! Dr. Amol R Dongre Clinician Affiliated
il s e ) Dr. Bupathy. A Clinician Affiliated
(Clinician) 4 Dr. Girija. S Clinician Affiliated

: . Dr. K. N. Viswanathan Clinician Affiliated
%‘igéﬁ;"““m‘" h Dr. Ravikumar, P Clinician Affiliated

¥ Dr. Suresh Kumar. S Clinician Not Affiliated

Dr. Suresh Kumar. S } Dr. Mahalakshmy. T Clinician Not Affiliated
(CHicran) ;f Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. T. Mahalakshmy :! Dr. Nishanthi. A Basic Medical Scientist Affiliated
(Clinician) Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Ganesh. R ¥

It is hereby confirmed that neither you nor any of the study team members have

(Basic Medical Scientist) o : A i !
participated in the voting/decision making procedures of the committee.

Dr. Nishanthi. A i : F
(BrasiclsM:Sic;I Scientist) % The EC has reviewed and approved the following documents submitted for the

' above mentioned clinical study.
Dr. Sandhiya. § Iy

(Basic Medical Scientist) I 1. Research Proposal (Section A to D)

i 2. Data collection form / proforma
Mr. A. Karunamoorthy $ 3. Consent form (Part I & 11 in English and Tamil) (if applicable)
(ke Expers) E: The EC hereby approves the proposal entitled, “Intravenous Tranexamic acid versus
Mrs. Chitra Shah 11 vaginal Misoprostol in the reduction of blood loss during abdominal hysterectomy:
(Social scientist) i randomized controlled trial”

Iy
Mrs. Meenakshi ¥
(Lay person) )

The Member Secretary, SMVMCH - Ethics Committee

TRUE ¢ ng\xﬁ 79: Z_ 3 - 2643030, Mobile. 9486748348
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Chairman:

Dr. Thiagarajan. T, pp.p
Founder & CEO.

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail: smvmcheci@smvmeh.ac. m

drvimalm@gmail.com

Members: t

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A I
(Clinician) {
Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician) :
Dr. T. Mahalakshmy 4
(Clinician) '
Dr. Ganesh. R L:
(Basic Medical Scientist) ¥

Dr. Nishanthi. A 3
(Basic Medical Scientist)

Dr. Sandhiya. S I
(Basic Medical Scientist)

1
Mr. A. Karunamoorthy {
(Legal Expert) i

Mrs. Chitra Shah 4
(Social scientist) 4
Mrs. Meenakshi 4
(Lay person). :

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/InstPY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
62 research participants, at Dept. of OBG, as per the submitted protocol.
Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from. or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yc;\L
uw
e

MEMBER SECRETARY

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethiics Commiittee
Phone. 0413 — 2643030, Mobile. 9486748348
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:

Dr. Vimal. M 't
E mail:smymchecdasmyvmch.ac.in;

Members:

“ Dr. Amol R Dongre
- (Clinician)
Dr. Bupathy. A
~ (Clinician)
" Dr.Girija. S
| (Clinician)
| Dr. K. N. Viswanathan
(Clinician)
- Dr. P. Ravikumar
(Clinician)
Dr. Suresh Kumar. S
" (Clinician)
Dr. T. Mahalakshmy
(Clinician)
Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A i+
(Basic Medical Scientist)

Dr. Sandhiya. S :
(Basic Medical Scientist) %
Mr. A. Karunamoorthy
(Legal Expert)

Mprs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 8§ /2021 Date: 26.02.2021

To
Dr. Nivetha. S,
Dept. of Microbiology.

The study no. EC/32/2021 entitled, “Detection of colistin Susceptibility patterns
and molecular surveillance of mcr-1 gene among Multi Drug Resistant (MDR)
clinical isolates of FEscherichia coli , Klebsiella pneumoniae and Pseudomonas
aeruginosa’.

Dear Dr. Nivetha. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
. Vimal. M Member Secretary Affiliated
. Amol R Dongre Clinician Affiliated

Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil) (if applicable)

AT M

The Member Secretary, S. CH - Etlg'tﬁ Committee
5
Phone: 0{»‘;‘3\?’2@@9& obile: 9486748348




SMVMCH - ETHICS COMMITTEE

pRULA Y, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28 .03.2018)
é o
v @ "%
> (', @ Sri Manakula Vinayagar Medical College and Hospital,
= . Pondicherry - 605 107
T, St ¥
o’}ﬂ(-o‘. f;oe = nd\*d""?
Chairman:
5 : The EC hereby approves the proposal entitled, “Detection of colistin Susceptibility
Dr. Thiagarajan. T, py, p i : 2
Founder & CEO patterns and molecular surveillance of mcr-1 gene among Multi Drug Resistant
TIDES Institute of Health & : (MDR) clinical isolates of FEscherichia coli , Kiebsiella pneumoniae and
Medical Science ‘ Pseudomonas aeruginosa”.
Member Secretary: : It is understood that the study will be conducted under your direction, in a total
Dr. Vimal. M of 124 research participants, at Dept. of Microbiology, as per the submitted

E mail: smvmcheci@smvmech.ac. in’ '

drvimalmi@gmail.com protocol.

Members: Date of approval of the study: 26/02/2021
Dr. Amol R Dongre
(Clinician) e
: No deviations from, or changes of the protocol and Informed Consent Document

Dr. Bupathy. A should be initiated without prior written approval by the EC of an appropriate
(Clinician) amendment. The EC expects that the investigator should promptly report to the
Dr. Girija. S ! EC any deviations from, or changes of, the protocol to eliminate immediate
(Clinician) ; hazards to the research participants and about any new information that may
Dr. K. N. Vissssiathan ‘ affect adversely the safety of the research participants or the conduct of the trial.
(Clinician) ! This approval is valid for the entire duration of the study. A copy of the final
Dr. P. Ravikumar : repo?t should be submitted to the EC for review. But for studies which will
(Clinician) 1 continue for more than a year, a continuing review report needs to be submitted
e : ' (within 1 month of the due date i.e. 11 months from the date of approval) on or

r. SUres umar., It
(Chicina) I before 25/01/2022.
(D(;;c ilzlna;halakshmy The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

' and other applicable regulatory requirements.

Dr. Ganesh. R
(Basic Medical Scientist) "
Dr. Nishanthi. A Sthocroly yonrs
(Basic Medical Scientist) I =
Dr. Sandhiya, S I
(Basic Medical Scientist) i Member Secretary

4 Signature & date with Stamp
Mr. A. Karunamoorthy
(Legal Expert) Dr. VIMAL.M
Mrs. Chitra Shah Member Secretary :
(Social scientist) ' gMVMCH Ethics Commitiee

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348 TED
TTES
YRUE COPY ATTE
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Chairman:
Dr. Thiagarajan. T, pn.p i

Founder & CEOQ, T
TIDES Institute of Health & h

Medical Science 1
Member Secretary: I

Dr. Vimal. M :
E mail:smvmchec@smymeh.ac.in),

drvii il.com i

Members: I

Dr. Amol R Dongre i
(Clinician) '

Dr. Bupathy. A %
(Clinician) I
Dr. Girija. S
(Clinician) i
Dr. K. N. Viswanathan f
(Clinician) >
Dr. P. Ravikumar 3
(Clinician) 3y
Dr. Suresh Kumar. S i

(Clinician) I

Dr. T. Mahalakshmy fy
(Clinician) ¥

Dr. Ganesh. R T
(Basic Medical Scientist) 4

Dr. Nishanthi. A ;'
(Basic Medical Scientist) 1

Dr. Sandhiya. S i
(Basic Medical Scientist) "
Mr. A. Karunamoorthy Iy
(Legal Expert) 5

Mrs. Chitra Shah '
(Social scientist) 1

Mrs. Meenakshi -
(Lay person) 4

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ & 12021 Date: 26.02.2021

To
Dr. Seran. A,
Dept. of Respiratory Medicine.

The study no. EC/35/2021 entitled, “Correlation of Two Minute and Six Minute
walk test with Spirometric indices in patients with severe chronic obstructive
Pulmonary disease™.

Dear Dr. Seran. A,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
IDr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
THRbit. Mobile. 9486748348
.03 ﬁfﬁos"?,EDO ile 83
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Chairman:

Dr. Thiagarajan. T, p,. p
Founder & CEO.

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in):
drvimal) mail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expent)

Mrs. Chitra Shah 3
(Social scientist) I
Mrs. Meenakshi $
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Diagnostic value of KL-6, a
serological biomarker in interstitial lung disease”.

It is understood that the study will be conducted under your direction, in a total
of 56 research participants, at Dept. of Respiratory Medicine, as per the

submitted protocol.

Date of approval of the study: 26!620021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

boniod i
Member g;!cgl;

Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMyMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman:

Dr. Thiagarajan. T, pp.p '
Founder & CEO, I

TIDES Institute of Health & %
Medical Science

Member Secretary:

Dr. Vimal. M !
E mail:s mvmche@mvmch.ac.m!

drvimal, mail.com

Members: ‘

Dr. Amol R Dongre ¥
(Clinician)

Dr. Bupathy. A 4
(Clinician)

Dr. Girija. S
(Clinician) 1
Dr. K. N. Viswanathan ;
(Clinician) )
Dr. P. Ravikumar *
(Clinician) Iy
Dr. Suresh Kumar. S
(Clinician) i
Dr. T. Mahalakshmy f
(Clinician) I

Dr. Ganesh. R *
(Basic Medical Scientist)

Dr. Nishanthi. A 4
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy iy
(Legal Expert)

Mrs. Chitra Shah 2
(Social scientist) '

Mrs. Meenakshi !
(Lay person) 2

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ §¢ /2021 Date: 26.02.2021

To
Dr. Varsha Reddy,
Dept. of General Medicine.

The study no. EC/63/2021 entitled, “A study on the role of Neurofilament light
chain marker in predicting outcomes in inpatients after stroke”.

Dear Dr. Varsha Reddy,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.
1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part [ & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone. 0413 - 58450 i RSHE DESTRER4S
\

HNRRY-605 107,
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Chairman:

Dr. Thiagarajan. T, pp.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac. m

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Correlation of Two Minute and Six
Minute walk test with Spirometric indices in patients with severe chronic obstructive
Pulmonary disease”.

It is understood that the study will be conducted under your direction, in a total
of 50 research participants, at Dept. of Respiratory Medicine, as per the

submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

PO ol -
Member gggry
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary :
SMVMCH Ethics Committee

\‘

The Member Secretary, SMVMCH - Ethics Committee
(3]
Phone. 0413 — 2643030, A%‘QWXMTESTE




Chairman:

Dr. Thiagarajan. T, pn p
Founder & CEO, T
TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
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Members:

¢ Dr.AmolR Dongre f;
- (Clinician)

Dr. Bupathy. A
(Clinician)
. Dr.Girija. 8
& (Clinician)
© Dr. K. N. Viswanathan
. (Clinician)
~ Dr. P. Ravikumar
(Clinician)
Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy !
(Clinician) ¥
Dr. Ganesh. R Iy
(Basic Medical Scientist) %
Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah ’
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/InsU/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
~ Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ & /2021 Date: 26.02.2021

To
Dr. Chrukumalli Navya,
Dept. of Respiratory Medicine.

The study no. EC/21/2021 entitled, “Diagnostic value of KL-6, a serological
biomarker in interstitial lung disease™.

Dear Dr. Cherukumalli Navya,

The meeting of the SMVMCH Ethics Committee (SMVMCH- -EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Pt ®IP¥ ARZIEE BE Tamil) (if applicable)

Phone: 0413”‘—D 2643625‘6 Moﬁiig' 0488749548
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Chairman:

Dr. Thiagarajan. T, py. p

Founder & CEO,

TIDES Institute of Heaith &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvinch.ac. m‘

drvimalm@egmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr, A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A study on the role of

Neurofilament light chain marker in predicting outcomes in inpatients after stroke™.

It is understood that the study will be conducted under your direction, in a total
of 79 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Member Secret

Signature & date with Stamp
pr. VIMAL. M
Member Secretary
gMyMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Commitfee

Phone: 0413 — 2643030, Mobile. 9486748348
TRUE COPY ATTESTED
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Chairman:

Dr. Thiagarajﬂn. T, Ph.D
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary: '

Dr. Vimal. M
E mail:smymchec@smvmch. ac.mh

drvim mail.com

Members: “*
Dr. Amol R Dongre %
(Clinician) Iy
Dr. Bupathy. A %
(Clinician)
Dr. Girija. S I
(Clinician) 1
Dr. K. N. Viswanathan iy
(Clinician) %
Dr. P. Ravikumar i
(Clinician) h
Dr. Suresh Kumar. S
(Clinician) Iy
Dr. T. Mahalakshmy I
(Clinician) N

Dr. Ganesh. R 1
(Basic Medical Scientist) o

Dr. Nishanthi. A h
(Basic Medical Scientist) Iy

Dr. Sandhiya. S {
(Basic Medical Scientist) .

Mr. A. Karunamoorthy 1
(Legal Expert) %

Mrs. Chitra Shah I
(Social scientist) ¥

Mrs. Meenakshi iy
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/ lOSS/SMVMbeInstJPY!ZOl3/Rc—rcgistration-20]7 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
- Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ & T /2021 Date: 26.02.2021

To
Dr. Kawiraj. N,
Dept. of General Medicine.

The study no. EC/61/2021 entitled, “Correlation of serum Proenkephalin (PENK)
levels with renal outcomes in patients with sepsis admitted in critical care setting in a
tertiary hospital™.

Dear Dr. Kawiraj. N,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

r. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & Il in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone. 0413 = 2648030, Mobile. 9486748348
HROFESPY Arreareo




Chairman: 4

Dr. Thiagarajan. T, pp.p
Founder & CEO,

TIDES Institute of Health &
Medical Science i

Member Secretary: .
Dr. Vimal. M h

E mail: smvmchec@smvmeh.ac.in'

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar ‘
(Clinician) f
Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R '
(Basic Medical Scientist) iy

Dr. Nishanthi. A v
(Basic Medical Scientist) 1y

Dr. Sandhiya. S I
(Basic Medical Scientist) Iy

Mr. A. Karunamoorthy !
(Legal Expert) T

Mrs. Chitra Shah
(Social scientist) T
Mrs. Meenakshi
(Lay person)

SMVYMCH - ETHICS COMMITTEE

{ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Correlation of serum
Proenkephalin (PENK) levels with renal outcomes in patients with sepsis admitted in
critical care setting in a tertiary hospital™.

It is understood that the study will be conducted under your direction, in a total
of 98 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

dpunol
4@ L)
Member Secretary
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary .
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee

Phone. 0413 — 2643030, Mobile. 9486748348
PY ATTESTED
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Chairman:

Dr. Thiagarajan. T, pp p
Founder & CEO, T

TIDES Institute of Health &
Medical Science Iy

Member Secretary: '

Dr. Vimal. M
E mail:smyvmchec@smvmch.ac. m=

drvimali mail.com

d
1)

Members: L
Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician) I
Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy i
(Clinician) iy

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S "
(Basic Medical Scientist) \

Mr. A. Karunamoorthy i
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi ¥
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
~ Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ T? /2021 Date: 26.02.2021

To
Dr. Raja. M,
Dept. of General Medicine.

The study no. EC/59/2021 entitled, “Co-relation of plasma Mid regional pro-
adrenomedullin level with severity and diuretic therapy in heart failure patients™.

Dear Dr. Raja. M,

The meeting of the SMVMCH Ethics Committee (SMVYMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348
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SMVYMCH - ETHICS COMMITTEE

pNULA Yy, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
s = . . . .
2 ( , e Sri Manakula Vinayagar Medical College and Hospital,
A Vg :
f N Pondicherry - 605 107
Q’Conm‘. 3.\6"‘
Chairman:

Dr. Thiagarajan. T, pp.p

Founder & CEO, .
TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec{@smvmch.ac.in

drvimalm{@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The EC hereby approves the proposal entitled, “Co-relation of plasma Mid regional
pro-adrenomedullin level with severity and diuretic therapy in heart failure patients”.

It is understood that the study will be conducted under your direction, in a total
of 70 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

w‘”;q( 500
Member Sectetary

Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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SMVMCH - ETHICS COMMITTEE

WOLA o,

S 6 A (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
Q) ¢ . . . .
N\ 7 Sri Manakula Vinayagar Medical College and Hospital,
et ; - ke
o Cotega ™ Pondicherry - 605 107
Chairman: } Approval letter for observational Research Study
Dr. Thiagarajan. T, pp. p ; :
Foundes & GEO. No: outward/SMVMCH-ECO/AL/ 91 /2021 Date: 26.02.2021
TIDES Institute of Health &

Medical Science g To
» Dr. Rangarajan. D. V,

ry: e
it l Dept. of General Medicine.

Dr. Vimal. M I

E mail; MHM" The study no. EC/56/2021 entitled, “Role of serum Beta 2 Microglobulin in Acute
drvim mail.com i Ischaemic Stroke outcome- A Prospective study™.

Members: . Dear Dr. Rangarajan. D. V,

Dr. Amol R Dongre , The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
(Clinician) :i 10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as

I Chairman. The list of members who attended the meeting is as follows.
Dr. Bupathy. A

(Clwicia) ;‘ Name of the Member Position on EC Affiliation
Dr-. Girija. S " IDr. Thiagarajan. T Chairman Not Affiliated
(o f Dr. Vimal. M Member Secretary Affiliated
Dr. K. N. Viswanathan i Dr. Amol R Dongre Clinician Affiliated
(Clinician) % Dr. Bupathy. A Clinician Affiliated
i A ' Dr.Girija. S Clinician Affiliated
(Clinician) I Dr. K. N. Viswanathan Clinician Affiliated
;§ Dr. Ravikumar. P Clinician Affiliated
s 3 " |Dr. Suresh Kumar. S Clinician Not Affiliated
i Dr. Mahalakshmy. T Clinician Not Affiliated
%’iﬁéﬁﬁhalamm i [r.Ganesh.R Basic Medical Scientist Affiliated
i Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Ganesh. R } Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
(Basic Medical Scientist) ,'
Dr. Nishanthi. A l It is hereby confirmed that neither you nor any of the study team members have
(Basic Medical Scientist)  « participated in the voting/decision making procedures of the committee.
Dr. Sandhiya. S 3 The EC has reviewed and approved the following documents submitted for the
(Basic Medical Scientist) | above mentioned clinical study.
Mr. A. Karunamoorthy F 1. Research Proposal (Section A to D)
(Legal Expert) . 2. Data collection form / proforma
?g;smg';:: tfs':;h 3. Consent form (Part 1 & I in English and Tamil) (if applicable)
h
Mrs. Meenakshi B

(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348




Chairman:

Dr. Thiagarajan. T, pp.p

Founder & CEQ,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac. m‘

drvimalm@email.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Me'en_a‘kshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Role of serum Beta 2

Microglobulin in Acute Ischaemic Stroke outcome- A Prospective study”.
It is understood that the study will be conducted under your direction, in a total
of 82 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours
o
b v :

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - EthidsCofam
Phone: 0413 - 2643030, Mobile: 948674834
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SR MANAKULA YINAYAGAR
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Chairman:

Dr. Thiagarajan. T, po.p
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:

Dr. Vimal. M

E mail:si mvmh@mvmck.ac.m .
drvimalni@gmail.com

Members: ,
Dr. Amol R Dongre i
(Clinician)
Dr. Bupathy. A I
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician) 1
Dr. P. Ravikumar i
(Clinician) H
Dr. Suresh Kumar. S &
(Clinician) i
Dr. T. Mahalakshmy ki

(Clinician) Iy

Dr. Ganesh. R 1
(Basic Medical Scientist) i

Dr. Nishanthi. A :
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist) 4

Mr. A. Karunamoorthy 1y
(Legal Expert) '

Mrs. Chitra Shah i
(Social scientist) i

Mrs. Meenakshi 4
(Lay person) ‘

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ T2 /2021 Date: 26.02.2021

To
Dr. Sravya. N,
Dept. of General Medicine.

The study no. EC/08/2021 entitled, “Impact of comorbidities on the spectrum of
gram negative sepsis in ICU patients™.

Dear Dr. Sravya. N,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & 11 in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone. 0413 — 2643030, Mohile. 9436748348
IRUE COPlr ATTESTED
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Chairman:

Dr. Thiagarajan. T, pp,. p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in
"

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Impact of comorbidities on the
spectrum of gram negative sepsis in ICU patients™.

It is understood that the study will be conducted under your direction, in a total
of 83 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

kol L

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile 93 SBDRSATTESTED
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Chairman:

Dr. Thiagarajan. T, pnp
Founder & CEQO, I

TIDES Institute of Health & ;
Medical Science i

Member Secretary: Iy

Dr. Vimal. M

E mail:smvmchec@smvmech. ac.m
drvimalm@gmail.com

Members:

Dr. Amol R Dongre 1y
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S :
(Clinician) it
Dr. K. N. Viswanathan 4
(Clinician) I
Dr. P. Ravikumar h
(Clinician) h
Dr. Suresh Kumar. S 1
(Clinician) Iy

Dr. T. Mahalakshmy I
(Clinician) I

Dr. Ganesh. R i
(Basic Medical Scientist) i

Dr. Nishanthi. A 1)
(Basic Medical Scientist) 1y

Dr. Sandhiya. S _
(Basic Medical Scientist) "

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

B e e o

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
* Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ ‘(’_Z /2021 Date: 26.02.2021

To
Dr. Swetha Devi Geddam.,
Dept. of General Medicine.

The study no. EC/26/2021 entitled, “Clinical spectrum and common etiological
profile of hypokalemia among patients attending tertiary care hospital at
Puducherry”.

Dear Dr. Swetha Devi Geddam,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part | & Il in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phouf,R 9;4;‘_:1 I‘é:- R%Qré\éq}:éen. 9486748348

ALITHEE LKURAPAM,
MADAGADIFLY, r'UJ\.-(,HLR Y-605 107.)



SMVMCH - ETHICS COMMITTEE

P*U LA V"’fl(
g“‘ ® 7 (ECR/1088/SMVMCH/InsUPY/2013/Re-registration-2017 DT.28.03.2018)
( [
fﬂ‘ (') 3 Sri Manakula Vinayagar Medical College and Hospital,
e Pondicherry - 605 107
eg! ar
Chairman: i Approval letter for Expedited Review Study
Dr. Thiagarajan, T, pn. o ‘ : :
Founder & CEO, i No: outward/SMVMCH-ECO/AL/ 13 ¥ 2020 Date: 30.11.2020
TIDES Institute of Health & 1
Medical Science i To

Member Secretary: Dr. Santhanakrishnan kaliavaradan

Dr. Vimal. M Dept. of ENT.

E mail:drvimalm@gmail.com

g, The study no. EC/54/2020 entitled, “To do or not Do- Is COVID-19
?Crl-irﬁ;l;:;hy' = '\ pandemic impacting the subject of choice for postgraduation course, especially
Dr.Amol Dongre . ENT among young medical graduates in Puducherry?”.

(Clinician)

| Dear Dr. Santhanakrishnan kaliavaradan,
Dr. K. N. Viswanathan 3

(Clinician) _ : ' :
The following documents of the above mentioned project were reviewed and
Dr. Girija.S ¥
(Clinician) . approved through an expedited review process.
Dr. P. Ravikumar ¢ Research Proposal
(Clinician) 5

e Questionnaire form
Dr. T. Mahalakshmy
(Clinician)
: It is understood that it is a Questionnaire based study as per the submitted
Dr. Sandhiya. S

(Basic Medical Scientist) protocol. The Ethics Committee approves the above mentioned study. This
Dr. Suguna. E . approval is valid for the entire duration of the study. The investigator must
(Basic Medical Scientist) A

;, maintain the confidentiality of the documents.
Dr. Nishanthi. A :
{Basic Medical Scientist)

Dr. Suresh Kumar. S
(Clinician)

Mr. A. Karunamoorthy |
(Legal Expert)
Mus. Chifrs Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

TRUE CLPY ATTEFREMember Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

AN
BRI MANLKLI VINAYAGAR
MEDICAL & HOSPITAL
KALITHEERTHALKUPPAM,
MADAGADIPET, PUDUCHERRY-605 107,
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Chairman:

Dr. Thiagarajan. T, py. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:drvimalm@gmail.com
Members:

Dr. Bupathy. A
(Clinician)

Dr.Amol Dongre
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. Girija.S

(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Sandhiya. 8

(Basic Medical Scientist)

Dr. Suguna. E
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Suresh Kumar. S
(Clinician)

Mr. A. Karunamoorthy

(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

No deviations from or changes of the protocol should be initiated without prior
written approval by the Ethics Committee of an appropriate amendment. The
Ethics Committee expects that the investigator should promptly report to the
Ethics Committee any deviations or changes of the protocol to eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of

the institute.

For studies which will continue for more than a year, a continuing review report
needs to be submitted (within 1 month of the due date i.e. 11 months from the
date of approval) on or before 29.10.2021. %

A copy of the final completion report should be submitted to Ethics Committee
for review.

Sincerely yours

%@ﬁo/

Member

Dr. VIEAL. M
Member Secretary

| SMVMOH Sscs Tommittee

= The Member Secretary, SMVMCH - Ethics Committee

£ A Phone: 0413 — 2643030, Mobile: 9486748348

TR.UE PY ATTESTED
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Chairman:

Dr. Thiagarajan. T, pn p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:drvimalm@gmail.com
Members:

Dr. Bupathy. A
(Clinician)

Dr.Amol Dongre
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. Girija.S

(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Sandhiya. S

(Basic Medical Scientist)

Dr. Suguna. E
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Suresh Kumar. S
(Clinician)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Expedited Review Study

No: Outward/SMVMCH-ECO/AL/ /2020 Date: 04.12.2020

Dr. Kiruthika. S
4 Department of Pharmacology.

The study no. EC/55/2020 entitled, “A questionnaire-based study to

! assess the readiness for self-directed learning among medical undergraduate

. students in a teaching institution in Puducherry”.
' Dear Dr. Kiruthika. S,

. The following documents of the above mentioned project were reviewed and
approved through an expedited review process.
e Research Proposal

e Questionnaire Form

It is understood that this is questionnaire based study as per the submitted
protocol. The Ethics Committee approves the above mentioned study. This
approval is valid for the entire duration of the study.

The investigator must maintain the confidentiality of the documents. Also the
investigator must get the permission from the authorities for publicizing his / her

 work.

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348
TRUE CORY ATTESTED 2
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Chairman:

Dr. Thiagarajan. T, py. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:drvimalmi@gmail. com
Members:

Dr. Bupathy. A
(Clinician)

Dr.Amol Dongre
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. Girija.S

(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Sandhiya. S

(Basic Medical Scientist)

Dr. Suguna. E
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Suresh Kumar. S
(Clinician)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

No deviations from or changes of the protocol should be initiated without prior
written approval by the Ethics Committee of an appropriate amendment. The
Ethics Committee expects that the investigator should promptly report to the
Ethics Committee any deviations or changes of the protocol to eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of

the institute.

For studies which will continue for more than a year, a continuing review report
needs to be submitted (within 1 month of the due date i.e. 11 months from the
date of approval) on or before 03.11.2021.

A copy of the final completion report should be submitted to Ethics Committee
for review.

Sincerely yours

ok
e
Member Secretary
Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: $fd e AR THEEp 748348

iz LK M, N
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Chairman:

Dr. Thiagarajan. T, py, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:drvimalm@gmail.com
Members:

Dr.Amol Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija.S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Expedited Review Study

No: Outward/SMVMCH-ECO/AL/ 4.2 /2020 Date: 24.12.2020

To

Dr. Poomalar. G. K
Department of Obstetrics & Gynecology.

The study no. EC/56/2020 entitled, “Teaching surgical procedures via

. E-learning for undergraduate students”.

Dear Dr. Poomalar. G. K,

The following documents of the above mentioned project were reviewed and
approved through an expedited review process.

* Research Proposal

e Feedback Form

* [nformed Consent Form

The Ethics Committee approves the above mentioned study. This approval is
valid for the entire duration of the study. The investigator must maintain the
confidentiality of the documents. Also the investigator must get the permission
from the authorities for publicizing his / her work.

No deviations from or changes of the protocol should be initiated without
prior written approval by the Ethics Committee of an appropriate amendment.
The Ethics Committee expects that the investigator should promptly report to the
Ethics Committec any deviations or changes of the protocol to eliminate
immediate hazards to the research participants and about any new information
that may affect adversely the safety of the research participants or reputation of

the institute.

The Member Secretary, SMVMCH - Ethics Committee
i Phone: 0413 — 2643030, Mobile: 9486748348
PYATTESTED




SMVMCH - ETHICS COMMITTEE

ev-“‘” LA v, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
s /3
e (‘) % Sri Manakula Vinayagar Medical College and Hospital,
N Pondicherry - 605 107
Wt
YColtege and™
Chairman:
For studi ich wi ' L R

Dr. i s or studies which will continue for more than a year, a continuing review report
Founder & CEO, .+ needs to be submitted (within 1 month of the due date i.c. 11 months from the
TIDES Institute of Health & |

Modical Scicnge. © date of approval) on or before 23.11.2021.

Member Secretary: A copy of the final completion report should be submitted to Ethics Committee
Dr. Vimal. M for review.

E mail:drvimalm@gmail.com

e f: Sincerely yours

Dr.Amol Dongre : ‘&

(Clinician) 7=

LM
Dr. Bupathy. A @fh{w/)
r. Bupathy.

(Clinician) Member Secretary =

Dr. Girija.$ ‘ Dr. VIMAL.

(Clinician) ; Member Secretary

§MVMCH Ethics Committee
Dr. K. N. Viswanathan

(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A Iy
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy 3}
(Legal Expert)

Mrs. Chitra Shah )
(Social scientist)

Mrs. Meenakshi
n)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

/\
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Chairman:

Dr. Thiagarajan. T, pn.p
 Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smvmchec@smymch.ac.in,
kel sl coms .

Members:

Dr.Amol Dongre
(Clinician)

Dr. Bupathy. A
{(Clinician)

Dr. Girija.S -
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Expedited Review Study

No: Outward/SMVMCH-ECO/AL/ K-/ 2020 Date: 08.01.2021

" To

Mrs. Senthamil Selvi. K
Department of Physiology.

The study no. EC/57/2020 entitled, “Students’ perception on the role

! of student support system in academic activities of students in a medical college

 during Covid 19”.
| Dear Mrs. Senthamil Selvi. K,

The following documents of the above mentioned project were reviewed and
approved through an expedited review process.
e Research Proposal

e (Questionnaire Form

The Ethics Committee approves the above mentioned study. This approval is
valid for the entire duration of the study. The investigator must maintain the
confidentiality of the documents. Also the investigator must get the permission
from the authorities for publicizing his / her work.

No deviations from or changes of the protocol should be initiated without
I prior written approval by the Ethics Committee of an appropriate amendment.
. The Ethics Committee expects that the investigator should promptly report to the
f Ethics Committee any deviations or changes of the protocol to eliminate

immediate hazards to the research participants and about any new information

' that may affect adversely the safety of the research participants or reputation of

| the institute.

The Member Secretary, SMVMCH - Ethics Committee

i Phone: 0413 - 2643030, Mobile: 9486748348
RUE dPy ATTESTED

oe
81 MANARLL A
MEUICAL COLLEGE

ALITHEERTHA
MADAGAGIPET, PUDUG,

AYAGAR
HOSPITAL
PPAM
PUDUCHERRY.505 107,




SMVMCH - ETHICS COMMITTEE

‘\_PWLA v (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

v

T e

> (‘) % Sri Manakula Vinayagar Medical College and Hospital,
/e Pondicherry - 605 107

ft’lfoﬂm :r:d"\dﬁg

Chairman: X
" For studies which will continue for more than a year, a continuing review report
Dr. Thiagarajan. T, pnp | y 8 po
Founder & CEO, ' needs to be submitted (within 1 month of the due date i.e. 11 months from the

TIDES Institute of Health & !
Medical sgii‘.'.f;’ '\ date of approval) on or before 07.12.2021.

Member Secretary: | A copy of the final completion report should be submitted to Ethics Committee
Dr. Vimal. M for review.
E mail:smymchec@smymch.ac.in.

Sincerely yours

Members:

Dr.Amol Dongre -

(Clinician) | . %EV’“;;\"\% =

Dé Dasathy-A ! ember Secretary
s ' Dr.VIMAL.M

Dr. Girija.S 4 Member Secretary
(Clinician) ' SMVMCH Ethics Committee
Dr. K. N. Viswanathan '

(Clinician)

Dr. P. Ravikumar

(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician) h
Dr. Ganesh. R
(Basic Medical Scientist) "
Dr. Nishanthi. A
(Basic Medical Scientist) e
Dr. Sandhiya. S 3}
(Basic Medical Scientist)
Mr. A. Karunamoorthy T
(Legal Expert)
Mrs. Chitra Shah I
{Social scientist)
Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman: 4

Dr. Thiagarajan. T, py. p L
Founder & CEO, i

TIDES Institute of Health & '
Medical Science 't

Member Secretary: ,E
Iy
Dr. R. N. Kagne 1t

Deputy Director & Dean iy
E mail: gzdtrecm@nwmch.ac.m

- Members: i

Iy
Dr. D. Rajaguvindan %
(Basic Medical Scientist) 4

Dr. Bupathy. A 1y
- (Clinician)

SMVMCH - ETHICS COMMITTEE

(ECRI] OSSISWMCWInsﬂPYIZOI3/R£-reglstranon-2017 DT.28.03.2018)

Sri Manakula Vmayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 3 2. /2020 Date: 08.06.2020

To
Dr. Ramesh Bala,
Dept. of General Medicine.

The study no. EC/11/2020 entitled, “Prevalence of QTc prolongation among
hypertensive patients and its association with other co-morbidities”.

Dear Dr. Ramesh Bala,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

28.05.2020, in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Dr. Gautam Roy
(Clinician)
Dr.Amol Dongre
(Clinician)

Dr. Girija.S
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Sandhiya. S
(Basic Medical Scientist)

Dr. Vimal. M
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Malar. R

(Social Scientist)

Mr. G. Saravanan
(Lay Person)

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. R.N.Kagne Member Secretary Affiliated
Dr. A. Bupathy Clinician Not Affiliated
Dr. Amol Dongre Clinician Affiliated
~ |Dr. Girija. S Clinician Affiliated
[Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Vimal. M Basic Medical Scientist Affiliated
Dr. S. Sandhiya Basic Medical Scientist Not Affiliated
Dr. P. Ravikumar Clinician Affiliated
Mr. Saravanan Lay Person Not Affiliated

e
B M A

MEDICAL COLLEGE
MADAGARIBET,

It is hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the

above mentioned clinical study.

I. Research Proposal (Section A to C)

2. Data Qgilgction form / proforma -

3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

Rue cdpy ATTESTED
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Chalrman'
Dr. Thiagarajan. T, ph. p

- Founder & CEO,
' TIDES Institute of Health &

Medical Science
Member Secretarv:

~ Dr.R.N.Kagne
Deputy Director & Dean-

E mail: gdtrecfo;@mvmch ac.m .

- Members:
Dr. D. Rajagovindan
(Basic Medlcal Sc:entlst)

Dr. Bupathy
(Clinician)

Dr. Gautam Roy
(Clinician)

Dr.Amol Dongre
(Clinician) .
Dr. Girija.S
(Clinician)

Dr. P. Ravikumar .
(Clinician)

Dr. T. Mahalakshmy
(Clinician) - :

Dr. Sandhlya R
(Basic Med:cal Sczenhst)

Dr. VimalL. M
(Basic Medical Sclennst)

Dr. Nishanthi, A :
(Basic Medical Scientist) -
“Mr. A Karunamoorthy ‘
(Legal Expert) :

Mrs. Malar, R
(Social Scientist)

Mr. G. Saravanan
(Lay Person)

'i

SMVMCH - ETHICS COMMITTEE

(ECRJ'IOSWSMVMCHﬂnstiPYQOI3!Rc-reglstratlon-20 17 DT.28. 03.2018) .

Sri Manakula Vmayagar Mechcai CoIlege and Hospital,
' Pondlcherty 605 107

The EC hereby épproves the proposal entitled, “Prevalence of QTc prolongation
among hypertensive patients and its association with other co-morbidities”.

It is understood that the study will be conducted under your direction, in a total
of 159 research participants, at Dept. of General Medicine, as per the submitted
protocol. :

Date of approval of the study: 08,06.2020

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an approprlate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs fo be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 07/05/2020.

The EC functions in accordance with ICH GCP, Schedule Y, [CMR guidelines
and other applicable regulatory requirements. '

Member Secretary
SMVMCH Ethics Committes

The Member Secretmy, SMWCH Erhics Committee
_Phone: 0413 = 2643030 - Mobile: 9486748548

TRUEC ATTESTED
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2| lé) e Sri Manakula Vinayagar Medical College and Hospital,
W I
LSS Pondicherry - 605 107

’r.,c.mem - o@dﬁ

Chairman:

The EC hereby approves the proposal entitled, “Clinical spectrum and common

D Thiagarajan: Tono etiological profile of hypokalemia among patients attending tertiary care hospital at

Founder & CEO, 5
TIDES Institute of Health & i Puducherry™.

Medical Science it < g 5 :
It is understood that the study will be conducted under your direction, in a total ‘

Member Secretary: } of 123 research participants, at Dept. of General Medicine, as per the submitted

Iy

Dr. Vimal. M ¥ protocol.
E mail: smvmchec@smvmeh.ac. n

drvimalm@egmail.com
I

Date of approval of the study: 26/02/2021

Members:
Dr. Amol R Dongre I No deviations from, or changes of the protocol and Informed Consent Document
(Clinician) Iy SR ; : - 7

) should be initiated without prior written approval by the EC of an appropriate
Dr. Bupathy. A amendment. The EC expects that the investigator should promptly report to the
(Clinician) EC any deviations from, or changes of, the protocol to eliminate immediate
Dr. Girija. S hazards to the research participants and about any new information that may
(Clinician) L affect adversely the safety of the research participants or the conduct of the trial.
Dr. K. N. Viswanathan ; This approval is valid for the entire duration of the study. A copy of the final
(Clinician) I report should be submitted to the EC for review. But for studies which will
D PiRav s ‘ continue for more than a year, a continuing review report needs to be submitted
(Clinician) 4 (within 1 month of the due date i.e. 11 months from the date of approval) on or

3 before 25/01/2022.

Dr. Suresh Kumar. S
(Clinician)
The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

s bl and other applicable regulatory requirements.

(Clinician)
Dr. Ganesh. R by :
(Basic Medical Scientist) " Sincerely yours
Dr. Nishanthi. A 3 <
(Basic Medical Scientist) A A T
Dr. Sandhiya. S i Member Secretary
(Basic Medical Scientist) . Signature & date with Stamp

iy
Mr. A. Karunamoorthy :\ Dr VIMAL-M
(Legal Expert) i £

1 Member Secretary
Mrs. Chitra Shah i gMVMCH Ethics Commitiee

(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 - 264393@ SIGIAY, NELEREED
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Chairman:
Dr. Thiagarajan. T, pr.p '
Founder & CEO, ‘

TIDES Institute of Health & "
Medical Science i

Member Secretary:

Dr. Vimal. M .
E mail:s mvmche@gmvmch.ac.m

drvimali mail.com

Members: .
Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician) Iy
Dr. Girija. S
(Clinician) iy
Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy !
(Clinician) h
Dr. Ganesh. R I
(Basic Medical Scientist) ",

Dr. Nishanthi. A 4
(Basic Medical Scientist) 1y

Dr. Sandhiya. S
(Basic Medical Scientist) %
Mr. A. Karunamoorthy 4
(Legal Expert) }

Mrs. Chitra Shah b
(Social scientist)

Mrs. Meenakshi i
(Lay person) L

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ 14 /2021 Date: 26.02.2021

To
Dr. Shilpa Paul,
Dept. of General Medicine.

The study no. EC/13/2021 entitled. “Atherogenic lipid pattern and the risk for
atherosclerotic cardiovascular diseases in statin naive patients with type 2 diabetes
mellitus — a rural hospital based study”.

Dear Dr. Shilpa Paul,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil) (if applicable)

Tle Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348

TRUE COPY ATTESTED

INAYAGAR

X HOSPITAL
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Chairman:

Dr. Thiagarajan. T, py p

Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smymchec@smvmch.ac. m\

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A

| (Clinician)

| Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Atherogenic lipid pattern and the
risk for atherosclerotic cardiovascular diseases in statin naive patients with type 2
diabetes mellitus — a rural hospital based study”.

It is understood that the study will be conducted under your direction, in a total
of 87 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Ww/m 2\
Member Secretary
Signature & date with Stamp

Dr. VIMAL. M
mMember Secretary
sNVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Comniittee
Phone. 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEQ,

TIDES Institute of Health & :
Medical Science iy

Member Secretary: [

Dr. Vimal. M 1
E mail:smymchec@smvmch.ac.in),
drvimalm@gmail.com 'y

Iy
Members: *
i
Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S .
(Clinician) i
Dr. K. N. Viswanathan 1y
(Clinician) ™

Dr. P. Ravikumar .
(Clinician) 1

}

Dr. Suresh Kumar. S 5
(Clinician) !
i

Dr. T. Mahalakshmy
(Clinician) 4
Dr. Ganesh. R 3
(Basic Medical Scientist) 2

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist) %

Mr. A. Karunamoorthy
(Legal Expert) %

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi .
(Lay person) b

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
~““" Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ €5 /2021 Date: 26.02.2021

To
Dr. Sarikonda Meghana,
Dept. of General Medicine.

The study no. EC/12/2021 entitled, “A study on VKORCI gene polymorphism and
CYP2C9 polymorphism status in patients on acenocoumoral and its effect on
therapeutic response”.

Dear Dr. Sarikonda Meghana,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
IDr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil) (if applicable)

Tite Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

|

TRUE CORY ATTESTED
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Chairman:

Dr. Thiagarajan. T, p, p

Founder & CEO,
TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail: smvmchecl@smvmeh.ac. rg !

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah

(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH Ethics Committee

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A study on VKORCI gene
polymorphism and CYP2C9 polymorphism status in patients on acenocoumoral and
its effect on therapeutic response”.

It is understood that the study will be conducted under your direction, in a total
of 67 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

ol
boo SRl

Member Secretary

Slgnaturc & datc W Ahf:arwl

Member Secretary

TRUE COFY ATTESTED

CEAN
SRIMANAKULL VINAYAGAR
MEDRICAL COLLEGE & H@SPITAL

KALITHEERTHAL KUPRAM,

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile: 9486748348
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Chairman:
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Founder & CEO,

TIDES Institute of Health &
Medical Scicnce

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smvmch.ac.in,

drvimalm(@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
- Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ ‘T& /2021 Date: 26.02.2021

To

Dr. Subalakshmi. S,
Dept. of Community Medicine.

The study no. EC/02/2021 entitled, “Intensified case finding of Tuberculosis among

Diabetes mellitus patients attending NCD clinic in a Tertiary care hospital - An
implementation research.”

Dear Dr. Subalakshmi. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & 11 in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Intensified case finding of
Tuberculosis among Diabetes mellitus patients attending NCD clinic in a
Tertiary care hospital - An implementation research.”

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

OPY ATTESTED

BDEAN
N~ VINAYAGA
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5‘_ (') % Sri Manakula Vinayagar Medical College and Hospital,
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Chairman: ! It is understood that the study will be conducted under your direction, in a total of
Dr. Thiagarajan. T, p, p 511 research participan.ts, at Dept. of Community Medicine, as per the submitted
Founder & CEO, i protocol.
TIDES Institute of Health & 1
Medical Scimc: : Date of approval of the study: 26.02.2021
Member Secretary: This approval is valid for the entire duration of the study.
Dr. Vunal. M ; : It is the policy of EC that, it be informed about any onsite serious adverse event or
dEn'::;:;I %‘%Mj the unexpected adverse event report within 24 hours as per the formats specified in

SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and

~embers: ; the head of the institution where the trial is been conducted within 10 calendar days
© Dr. Amol R Dongre ' of SAE or death.
. (Clinician) %

In case of injury or death occurring trial subject the sponsor (whether a

§ Vi Bupaiy A r pharmaceutical company or an institution) or his representative. whosoever had

Bl " obtained permission from the Licensing Authority for conduct of the clinical trial
~ Dr. Girija. S L shall make payments for medical management of the subject and also provide
& (Clinician) financial compensation for the clinical trial related injury or death.
:)c;.i;(i‘.:il:;l)Vuwanathan No deviations from, or changes of the protocol and Informed Consent Document
| should be initiated without prior written approval by the EC of an appropriate
Dr. P. Ravikumar iy amendment. The EC expects that the investigator should promptly report to the EC
(Clinician) . any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
Dr. Suresh Kumar. § 7 the safety of the research participants or the conduct of the trial.
(Clinician) %
Dr. T. Mahalakshmy J This approval is valid for the entire duration of the study. A copy of the final report
(Clinician) i should be submitted to the EC for review. But for studies which will continue for
1 more than a year, a continuing review report needs to be submitted (within 1 month
Dr. Ganesh. R Iy of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.
~  (Basic Medical Scientist) Iy
Dr. Nishanthi. A ! The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
(Basic Medical Scientist) other applicable regulatory requirements.
Dr. Sandhiya. S

' Sincerel
(Basic Medical Scientist) | meael yous

f < ‘D'
Mr. A. Karunamoorthy bo w@rﬂ %\

(Legal Expert) ' MEMBER SECRETAR

Mrs. Chitra Shah Dr. VIMAL.M
(Social scientist) 1 Member Secretary_
Mrs. Meenakshi | gMVMCH Ethics Committee

(Lay person) L TRUE COPY ATTESTED

The Member Secretary, SMVMCH - Ethics Cony
Phone: 0413 —2643030, Mobile: ?__185348 348
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Chairman:

Dr. Thiagarajan. T, py.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymched@snivmch.ac.in

drvimalm@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ @F / 2021 Date: 26.02.2021

To
Dr. Jeevachandar. R,
Dept. of Community Medicine.

The study no. EC/66/2021 entitled. “Current status and determinants of
Micronutrient supplementation among cohort of children (3years): A Mixed Method
study™.

Dear Dr. Jeevachandar. R,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
IDr. Mahalakshmy. T Clinician Not Affiliated
IDr. Ganesh. R Basic Medical Scientist Affiliated
IDr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part [ & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348

TRUE COP)Y ATTESTED
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Chairman:

Dr. Thiagarajan. T, py. p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in

drvimalmi@email.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Current status and determinants of
Micronutrient supplementation among cohort of children (3years): A Mixed Method
study”.

It is understood that the study will be conducted under your direction, in a total
of 564 research participants, at Dept. of Community Medicine, as per the
submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted

(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP. Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

=
03,

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
=STED
Plone, 0413T2643630 Mbile 5186748348
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Chairman:

Dr. Thiagarajan. T, pp. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:s @mmdl.ac.m ;

drvimalm(@gmail.com

Members:

: Dr. Amol R Dongre
{ (Clinician)

| Dr. Bupathy. A

~ (Clinician)

" Dr.Girija. S

(Clinician)

* Dr. K. N. Viswanathan
~ (Clinician)

: Dr. P. Ravikumar
(Clinician)
*  Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)

i Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
- Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ & /2021 Date: 26.02.2021

To
Dr. Nandhini. P,
Dept. of Ophthalmology.

The study no. EC/03/2021 entitled, “Comparative study of central macular
thickness in diabetic patients with retinopathy and without retinopathy using spectral
domain optical coherence tomography™.

Dear Dr. Nandhini. P,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
|Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part 1 & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Commiittee
Phone: 0413 —2643030, Mobile: 9486748348

TRUE c:;-(f'v ATTESTED

BEiMan
MEDICAL C

_ RALITHE
MARAGALIPET,




eP"LU LA V""l/

.L
{ z
‘e
>
/2
-
: &

b Pugen

,,;\' SRI M,q

% i
"”’m«,, ma\‘

Chairman:

Dr. Thiagarajan. T, p, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretarv:

Dr. Vimal. M
E mail: smvmcheci@smvmch.ac.in

drvimal mail.com

Members:

~ Dr. Amol R Dongre

| (Clinician)

. Dr. Bupathy. A +

(Clinician)

Dr. Girija. S

(Clinician)

 Dr. K. N. Viswanathan

2 (Clinician)

Dr. P. Ravikomar
(Clinician)

Dr. Suresh Kumar. S

(Clinician)

Dr. T. Mahalakshmy

(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A ¥

(Basic Medical Scientist) A

Dr. Sandhiya. S

(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mirs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

smvMCH Ethi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Comparative study of central
macular thickness in diabetic patients with retinopathy and without retinopathy using
spectral domain optical coherence tomography ™.

It is understood that the study will be conducted under your direction, in a total
of 80 research participants, at Dept. of Ophthalmology, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

/Iﬁ\
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

per Secretary TRY
e ics Committee

The Member Secretary, SMVMGEHENSCs Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Founder & CEO,
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Member Secretary:
Dr. Vimal. M
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drvimalmi@gmail.com

Members:

% Dr. Amol R Dongre
~  (Clinician)

Dr. Bupathy. A
(Clinician)

~ Dr.Girija. $

. (Clinician)

Dr. K. N. Viswanathan

~ (Clinician)

Dr. P. Ravikumar

(Clinician)

Dr. Suresh Kumar. S
(Clinician)

* Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
{Social scientist)

Mrs. Meenakshi

(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMYMCH-ECO/AL/ "'[7 12021 Date: 26.02.2021

To
Dr. Induja. P,
Dept. of Ophthalmology.

The study no. EC/04/2021 entitled, “Evaluation of dry eye disease in type 2
diabetes mellitus and its association with diabetic retinopathy and duration of
diabetes™.

Dear Dr. Induja. P,

The meeting of the SMYMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p. p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmcheci@smvmeh.ac.in

drvimalm@gmail.com

Members:

+| Dr. Amol R Dongre
= (Clinician)

Dr. Bupathy. A

~  (Clinician)

= Dr. Girija. S

* (Clinician)

: . Dr. K. N. Viswanathan
~ (Clinician)

" Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs, Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Evaluation of dry eye disease in
type 2 diabetes mellitus and its association with diabetic retinopathy and duration of
diabetes”.

It is understood that the study will be conducted under your direction, in a total
of 237 research participants, at Dept. of Ophthalmology, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

@@.;wﬂ-“,

Member Secréfary
Signature & date with Stamp

Dr. VIMAL.M TRUE coPY AT'I"‘ESTET.g
Member Secrefary
SMVMCH Ethics committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pi.
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: mvmchga;ggnwhaam f

drvimalm@gmail.com

Members:
= Dr. Amol R Dongre
| (Clinician)
_ Dr. Bupathy. A
* (Clinician)

. Dr. Girija. S
. (Clinician)

. Dr. K. N. Viswanathan Iy

" (Clinician)
- Dr. P. Ravikumar
| (Clinician)

~  Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy i

(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. 8
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (€2 /2021 Date:; 26.02.2021

To
Dr. Pavithra. J,
Dept. of Ophthalmology.

The study no. EC/07/2021 entitled, “Evaluation of peripapillary retinal nerve fiber
layer thickness in myopia using optical coherence tomography™.

Dear Dr. Pavithra. J,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & 11 in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE CO Pﬁ ATTESTED
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Member Secretary:
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Members:

©  Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A

~ (Clinician)

~ Dr. Girija. §

~  (Clinician)

Dr. K. N. Viswanathan

.~ (Clinician)

Dr. P. Ravikumar
(Clinician) :

| Dr. Suresh Kumar. S
(Clinician)

| Dr. T. Mahalakshmy
(Clinician)

' Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

mvmch.ac.in,

E mail:smvimchecas $

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (D€ / 2021 Date: 26.02.2021

To
Dr. Deepak. R,
Dept. of General Surgery.

The study no. EC/20/2021 entitled, “Role of ultrasound guided hydrostatic
reduction of Intussusception in infants and children of aged 0-12years”.

Dear Dr. Deepak. R,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist|  Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & IT in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348
TR
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SMVMCH - ETHICS COMMITTEE

pULA 1y (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03.2018)
D B
§ { (') %;; Sri Manakula Vinayagar Medical College and Hospital,
v P .
s g Pondicherry - 605 107
e"’-'ut anﬂ"‘d‘
Chairman:
et The EC hereby approv_es the proposal entitled, “Usefulness of Ankle-Brachial
Founder & CEO Index (ABI) and Comparison of Ankle doppler waveform and Toe doppler waveform
TIDES Institute of Health & : in assessing the distal perfusion in diabetic foot ulcer™.
Medical Science | > g . 7 i
: It is understood that the study will be conducted under your direction, in a total
Member Secretary: of 70 research participants, at Dept. of General Surgery, as per the submitted
Dr. Vimal. M . protocol.

E mail: smvmcheci@smymch.ac. rn
drvimalm@gmail.com :

Medibers: Date of approval of the study: 26/02/2021

Dr. Amol R Dongre
(Clinician)

No deviations from, or changes of the protocol and Informed Consent Document
_ should be initiated without prior written approval by the EC of an appropriate
Dr. Bupathy. A amendment. The EC expects that the investigator should promptly report to the

(Clinician) , EC any deviations from, or changes of, the protocol to eliminate immediate
Dr. Girija. S hazards to the research participants and about any new information that may
(Clinician) affect adversely the safety of the research participants or the conduct of the trial.

Dr. K. N. Viswanathan } This approval is valid for the entire duration of the study. A copy of the final
(Clinician) report should be submitted to the EC for review. But for studies which will
Dr. P Ravikutmar continue for more than a year, a continuing review report needs to be submitted
(Clinician) 4 (within 1 month of the due date i.e. 11 months from the date of approval) on or

+ before 25/01/2022.

Dr. Suresh Kumar. S
(Clinician) : : : =
The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

E 1 Mais Sy and other applicable regulatory requirements.

(Clinician)

Dr. Ganesh. R ! -
(Basic Medical Scientist) % Sincerely yours

Dr. Nishanthi. A '
(Basic Medical Scientist) b %‘rs/mm
Dr. Sandhiya. S I Member Secretary
{(Basic Medical Scientist) i Signature & date with Stamp
Mr. A. Karunamoorthy Dr. VIMAL M
(Legal Expert) Member Secretary
Mrs. Chitra Shah gMVMCH Ethics Committee
(Social scientist)
Ut A VINAYAGAR

Mrs. Meenakshi MEDIC i€ & HOSPITAL

‘I Ay perso KAL!TH‘EER ALKUPPAM,
x o DAGADIPET, PUDUCHERRY-605 107.

TRUE COPY ATTESTED
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Phone: 0413 — 2643030, Mobile: 9486748348




Chairman:
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Founder & CEO,
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Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smyvinchecas: mvmch.ac.ini :

drvimalm@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

" Dr. Bupathy. A
~ (Clinician)
© Dr. Girija. S
' (Clinician)
Dr. K. N. Viswanathan
(Clinician)
Dr. P. Ravikumar
(Clinician)
Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
~ (Clinician)
Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ {OF / 2021 Date: 26.02.2021

To
Dr. Moghanavel Vasanth. S,
Dept. of General Surgery.

The study no. EC/16/2021 entitled, “Usefulness of Ankle-Brachial Index (ABI) and
Comparison of Ankle doppler waveform and Toe doppler waveform in assessing the
distal perfusion in diabetic foot ulcer”.

Dear Dr. Moghanavel Vasanth. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman:

Dr. Thiagarajan. T, pi. p

Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmcheci@smvmch.ac. inj i

drvimalm@gmail.com

Members:

Dr. Amol R Dongre

" (Clinician)

Dr. Bupathy. A
" (Clinician)

Dr. Girija. S

. (Clinician)

. Dr. K. N. Viswanathan
@ (Clinician)

. Dr. P. Ravikumar

(Clinician)
Dr. Suresh Kumar. §
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A Prospective Comparative study
between Ligation of intersphincteric fistula tract (LIFT) and Conventional fistula
surgery (Fistulectomy / Fistulotomy) for low anal fistula™.

It is understood that the study will be conducted under your direction, in a total
of 60 research participants, at Dept. of General Surgery, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

o

Member Se
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee TRUE CO ‘Y ATTESTED

The Member Secretary, SMVMGHORERES COIQRTELRA.

Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pp.p
Founder & CEQ.

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
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drvimalm@gmail.com

Members:
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= (Clinician)

| Dr Girija. S

~ (Clinician)

: Dr. K. N. Viswanathan
(Clinician)

(Clinician)

Dr. Suresh Kumar. S

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr, A. Karunamoorthy
(Legal Expert)

Mbrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ [ 04 /2021 Date: 26.02.2021

To
Dr. Selvaganapathy. S,
Dept. of General Surgery.

The study no. EC/14/2021 entitled, “A Prospective Comparative study between
Ligation of intersphincteric fistula tract (LIFT) and Conventional fistula surgery
(Fistulectomy / Fistulotomy) for low anal fistula™

Dear Dr. Selvaganapathy. S,
The meeting of the SMVMCH Ethics Committee (SMVYMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED

sri M.‘-.w',“.-.. SNINAYAGAR
EDICAL C Sk &
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Chairman:

Dr. Thiagarajan. T, p;, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail:smvmchec@smvmch.ac.in,
drvimalni@gmail. com

Members:

% Dr. Amol R Dongre
 (Clinician)
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| (Clinician)

*  Dr. K. N. Viswanathan
(Clinician)

~  Dr. P. Ravikumar
~ (Clinician)
Dr. Suresh Kumar. S

(Clinician)

Dr. T. Mahalakshmy
(Clinician)

~ Dr. Ganesh. R ‘
(Basic Medical Scientist) .

| Dr. Nishantbi, A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 107 /2021 Date: 26.02.2021

To
Dr. Jayapratha. S,
Dept. of DVL.

The study no. EC/28/2021 entitled, “A clinico pathologic study of vulvar
dermatoses in south Indian women”.

Dear Dr. Jayapratha. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethies Committee
Phone: 313 2643030, Mobite; 9486748348

S VINAYACAR
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= (Clinician)

Dr. K. N. Viswanathan
(Clinician)

" Dr. P. Ravikumar

. (Clinician)

Dr. Suresh Kumar. $
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
{Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28 03 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Patterns of dermatoses among
pottery workers — A community based cross sectional study ™.

It is understood that the study will be conducted under your direction, in a total
of 210 research participants, at Dept. of DVL, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

e
Member Sﬁrétagl
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

EGE N HOSPITA,
Km.mqs L
MADAGA FRTHALK PPAM

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail:smvmchedasmvmch.ac.in. |
drvimalmi@gmail. com
Members:

. Dr. Amol R Dongre
| (Clinician)

" Dr. Bupathy. A

- (Clinician)

| Dr. Girija. S

. (Clinician)

Dr. K. N. Viswanathan
| (Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S

+  (Clinician)

Dr. T. Mahalakshmy :
(Clinician) iy
: Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A ;!
(Basic Medical Scientist) 1y

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinavagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (0.2 / 2021 Date: 26.02.2021

To
Dr. Ragavi. B,
Dept. of DVL.

The study no. EC/27/2021 entitled, “Patterns of dermatoses among pottery workers
— A community based cross sectional study”.

Dear Dr. Ragavi. B,

The meeting of the SMVYMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
|Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmcheci@smvmch.ac. ,-,,j
drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S ;
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

(Clinician)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Expression of Ki-67 in psoriatic
patients on topical or systemic treatment- An observational study™.

It is understood that the study will be conducted under your direction, in a total
of 66 research participants, at Dept. of DVL, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

w W 77 &}ﬂ.\
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary

SMVMCH Fthics Committes TTESTED

The Member Secretary, SMVMCH - Ethics Commitiee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pp. p
Founder & CEO.

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchedasmymich.ac.in; .
drvimalm@gmail. com '

Members:

& Dr. Amol R Dongre
| (Clinician)
~  Dr. Bupathy. A
* (Clinician)
" Dr. Girija. S
- (Clinician)
} Dr.K.N. Viswanathan
(Clinician)
~  Dr. P. Ravikumar
. (Clinician)
Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
~ (Clinician)
Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy

(Legal Exper)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ [e2 /2021 Date: 26.02.2021

To
Dr. Anusuya. S,
Dept. of DVL.

The study no. EC/24/2021 entitled, “Expression of Ki-67 in psoriatic patients on
topical or systemic treatment- An observational study™.

Dear Dr. Anusuya. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affilated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p. p
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:
Dr. Vimal. M

E mail: smvincheci@smvmch.ac. injﬁ
drvimalmi@gmail.com L

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar

(Clinician)

Dr. Suresh Kumar. §
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

| SMVMCH Ethics Committee

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “MDRI(4BCB1) Polymorphism and
its response to atorvastatin in south indian population with hypercholesterolemia —
cross sectional study ™.

It is understood that the study will be conducted under your direction, in a total
of 59 research participants, at Dept. of Pharmacology. as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

MD /]/ L
2512
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M TRUE COPYATTESTED
Member Secretary

KALITHEERTHALKURPAM,
MADAGADIPET, PUDUCHERRY-605 107.

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030. Mobile: 9486748348




Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,
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Medical Science
Member Secretary:
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Members:

~  Dr. Amol R Dongre

- (Clinician)

| Dr. Bupathy. A

& (Clinician)

" Dr. Girija. S

(Clinician)

B D K. N. Viswanathan
" (Clinician)

. Dr. P. Ravikumar

. (Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval lefter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (©] /2021 Date: 26.02.2021
To

Dr. Vijaya Santhi. T,

Dept. of Pharmacology.

The study no. EC/10/2021 entitled, “MDRI{4ABCBI) Polymorphism and its
response to atorvastatin in south indian population with hypercholesterolemia — cross
sectional study™.

Dear Dr. Vijaya Santhi. T,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

. 041322643030, Mobile: 9486748348
Phone TR COPY A}’%’ESTE 5
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Chairman:

Dr. Thiagarajan. T, p, p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smymcheci@smvmeh.ac. rn

drvimalmi@gmail.com

Members:

* Dr. Amol R Dongre
- (Clinician)

- Dr. Bupathy. A

-+ (Clinician)

. Dr. Girija. S

- (Clinician)

_ Dr. K. N. Viswanathan
= (Clinician)

| Dr. P. Ravikumar

- (Clinician)

Dr. Suresh Kumar. S
(Clinician)

. Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

. Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Evaluation of peripapillary retinal
nerve fiber layer thickness in myopia using optical coherence tomography™.

It is understood that the study will be conducted under your direction, in a total
of 88 research participants, at Dept. of Ophthalmology, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted

(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours
‘,(wa GB’ &.‘

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

RIMANARULE YT /
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The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348



Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail:smvmchecasmymch.ac.in, .

drvimalm(@gmail. com
Members:

:  Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A

~  (Clinician)

! Dr. Girija. S
- (Clinician)
.__' Dr. K. N. Viswanathan
| (Clinician)
~ Dr. P. Ravikumar
| (Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

" Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ {0 €7 2021 Date: 26.02.2021

To
Dr. Jeyalakshmi. M. S,
Dept. of DVL.

The study no. EC/33/2021 entitled, “A clinico pathologic study of prurigo nodularis
and its correlation with dermoscopy™.

Dear Dr. Jeyalakshmi. M. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
. Vimal. M Member Secretary Affiliated

Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Commiitee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE copy ATTESTED

AGADEPET, PUDUCH.. '\’R:'\-ﬂ:bS 107,
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SMVMCH - ETHICS COMMITTEE

Y LA 1, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
s @ '4/‘&
I, P : : : :
- (., e Sri Manakula Vinayagar Medical College and Hospital,
A :' Pondicherry - 605 107
W Coligge aeh®
Chairman:
Dr. Thiagarajan. T The EC hereby approves the proposal entitled, “A clinico pathologic study of
Fm;m & CEO, 8 sl vulvar dermatoses in south Indian women”.
Lﬁfﬂ[ﬁ:"&;‘:f e It is understood that the study will be conducted under your direction, in a total

of 76 research participants, at Dept. of DVL, as per the submitted protocol.
Member Secretary:

Dr. Vimal. M !
E mail: smvmchec@smvmch.ac.in:
drvimalmi@gmail.com 1

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document

Members: should be initiated without prior written approval by the EC of an appropriate
- Dr. Amol R Dongre amendment. The EC expects that the investigator should promptly report to the

Caeen I EC any deviations from, or changes of, the protocol to eliminate immediate
*  Dr. Bupathy. A } hazards to the research participants and about any new information that may
= (Clinician) i affect adversely the safety of the research participants or the conduct of the trial.
| Dr. Girija. S This approval is valid for the entire duration of the study. A copy of the final
- (Clinician) ! report should be submitted to the EC for review. But for studies which will
§ Dr. K N. Viswanathan continue for more than a year, a continuing review report needs to be submitted
. (Clinician) ¥ (within 1 month of the due date i.e. 11 months from the date of approval) on or

before 25/01/2022.

Dr. P. Ravikumar
(Clinician)

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
DE, Swresh hupases and other applicable regulatory requirements.

(Clinician)
Dr. T. Mahalakshmy

(Clinician) L Sincerely yours
Dr. Ganesh. R —~
(Basic Medical Scientist) | Ww 2
Dr. Nishanthi. A Meniber Scaretary
(Basic Medical Scientist) ~ !+ Signature & date vith Stamp
Dr. Sandhiya.S Dr. VIM AL.M
(Basic Medical Scientist) Member Secretary -
| u Ethics Committee
e e TRUE COPY ATTESTED

‘Mrs. Chitra Shah
- (Social scientist)

DEA?

. ¥ BRI MAN &K LT
Mrs. Meenakslll Iy MEDICAL COLLEGS & 3%
iy KALITHEERTHAL LIPS
(Lay person) L RAUTHEERTHAL KUPPAM,

The Member Secretary, SMVMCH - Ethics
Phone: 0413 — 2643030, Mobile: 9486748348
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SMVMCH - ETHICS COMMITTEE

P.‘G-ULA V,¢ (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

A
é) e Sri Manakula Vinayagar Medical College and Hospital,
N3 Pondicherry - 605 107

"'Cwm unﬁ"’p

Chairman:

Dr. Thiagarajan. T, p | No deviations from or changes of the protocol should be initiated without prior
Founder & CEO. : : 2 :
TlDESﬁ-hstitulc of Health & ' written approval by the Ethics Committee of an appropriate amendment. The
Mewr e ' Ethics Committee expects that the investigator should promptly report to the
Member Secretary: = .| Ethics Committee any deviations or changes of the protocol to eliminate
?:&rm et Ma‘.m' immediate hazards to the research participants and about any new information
drvimalm@gmail.com - that may affect adversely the safety of the research participants or reputation of
Members: . the institute.
Dr. Amol R Dongre
(Clinician) | For studies which will continue for more than a year, a continuing review report
Dr. Bupathy. A ' needs to be submitted (within 1 month of the due date i.e. 11 months from the
(Clinician) : ‘

date of approval) on or before 05.08.2022.
Dr. Girija. 8 i
(Clinician) ' A copy of the final completion report should be submitted to Ethics Committee

: for review.
Dr. K. N. Viswanathan
(Clinician)
Dr. P. Ravikumar 1 |
(Clinician) L Sincerely yours
Dr. Suresh Kumar. S fy = J-
(Clinician) ' Ypur oa 2!
Dr. T. Mahalakshmy Member Secretary
(Clinician) Dr. VIMAL.M

Dr. Ganesh. R Member Secretary
(Basic Medical Scientist) 'SMVMCH Ethics Committee:

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman: : Approval letter for Expedited Review Study
Dr. Thisgarajan. T.mo |\ Outward/SMVMCH-ECO/AL/226 / 2021 Date: 06.09.2021
Founder & CEO,
TIDES Institute of Health &
Medical Science + To

Member Secretary: i Souncang
Department of Medical Education Unit.

Dr. Vimal. M
E mail:smv g&mmch.acm
drvimalm@gmail.com .
; ¢ 07 : “ : : :
Nemberss i The study no. EC/102/2021 entitled, “Implementation and Evaluation
Dic; Amol It Dougre ! of the Competency Based Medical Education in the Phase I of undergraduate
(Clinician) . medical curriculum”.
Dr. Bupathy. A .
{Clinician) . Dear Dr. Soundariya. K,
Dr. Girija. S : . : ;
(Clinician) . The following documents of the above mentioned project were reviewed and
Bi kN Visaaiikas . approved through an expedited review process.
(Clinician) £

¢ Research Proposal

Dr. P. Ravikumar 4 I : :
(Clinician) Iy e Interview guide

?Cliu:::::)h B S The Ethics Committee approves the above mentioned study. This approval is

Dr. T. Mahatskshmy valid for the entire duration of the study.

(Clinician) b BE S B ENF
Dr. Ganesh. R ' The investigator must mamtam the con?denhahty of the documents. Also the
(Basic Medical Scientist) !

investigator must get the perrmssmn from the authont:es for publicizing his / her
Dr. Nishanthi. A

(Basic Medical Scientist)  work.

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mprs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
{Lay person)

The Member Secretary, SMVMCH -
Phone: 0413 — 2643030, Mobile:

|




SMVMCH - ETHICS COMMITTEE

e‘,v.\-‘ LA b, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)
kg R/
S (‘, % Sri Manakula Vinayagar Medical College and Hospital,
- z Pondicherry - 605 107
ﬂv"'w — = ‘P"d!?
College and
Chairman:
Db Thiabaien iy The EC hereby .appr.oves_tbe Eroposal entitled, “A study on Post Covid glycemic
Founder & CEO, = status of Non- Diabetic pﬂhmtﬁ :
TIDES Instiuie of Health & |+ ¢ i5 understood that the study will be conducted under your direction, in a total
' of 50 research participants, at Dept. of General Medicine, as per the submitted
Member Secretary:
protocol.
Dr. Vimal. M :
E mail: smvmchec@smvmch.ac.
drvimalmi@gmail.com _ Date of approval of the study: 08/01/2022
Members: ; =
No deviations from, or changes of the protocol and Informed Consent Document
%‘il‘:“:i‘::)n Dovgre ¥ should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
Dr. Bupathy. A EC any deviations from, or changes of, the protocol fo eliminate immediate
(Clinician) ' hazards to the research participants and about any new information that may
Dr. Girija. § A affect adversely the safety of the research participants or the conduct of the trial.
e This approval is valid for the entire duration of the study. A copy of the final
Dr. K. N. Viswanathan report should be submitted to the EC for review. But for studies which will
(Clinician) i continue for more than a year, a continuing review report needs to be submitted
Dr. P Ravikasmer ) (within 1 month of the due date i.e. 11 months from the date of approval) on or
(Clinician) + before 07/12/2022.
br-SwehKumar.S | The EC functions in accordance with ICH GCP, Schedule Y, [CMR guidelines

and other applicable regulatory requirements.
Dr. T. Mahalakshmy o e =

(Clinician) :

Dr. Ganesh. R 3 Sincerely yours

(Basic Medical Scientist) |

Dr. Nishanthi. A w” ak.
(Basic Medical Scientist) |/ Mem Secretary

Dr. Sandhiya. S : : Signature & date with Stamp
Mr. A. Karunamoorthy Member Secretary
D ' SMVMCH Ethics Committes
Mirs. Chitra Shah

(Social scientist) |

Mrs. Meenakshi

(Lay person)

TRUE CO Y ATTESTED The Member Secretary, SMVMCH - Ethics Committee
f Phone: 0413 — 2643030, Mobile: 9486748348

KALITHFFRTHALKU AM,
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Chairman:

Dr. Thiagarajan. T, g, n
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M '
E mail:smymchec@smvmch. ac.in,
drvimalmia gmail.com

Members:

Dr. Amol R Dongre

(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunm:_woﬂhy
{Legal Expert)

Mrs. Chitra Shah
(Social scientist)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 4 /2022 Date: 08.01.2022
To
Dr. Shilpa Paul.

Dept. of General Medicine.

The study no. EC/83/2021 entitled, “A study on Post Covid Glycemic status of
Non- Diabetic patients™.

Dear Dr. Shilpa Paul,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

26.07.2021, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affihated
Dr, K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affihated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist| = Affiliated

"Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPQATTESTED

e,

OEAN
8R1 MANAKULA VINAKAGAR
MEDICAL CULLEGE & HQSPITAL

KALITHEERTHALKUPHAM, R e
MADAGADRIPET, PUBUCHERRY-605 107,
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Chairman:

Dr. Thiagarajan. T, rup
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail: smvmcheci@smvmeh.ac.in

drvimalmi@gmail.com
Members:

Dr. Amol R Dongre
{Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. §

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(La; )

TRUE COPY ATTESTED

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28 03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
150 research participants, at Dept. of OBG, as per the submitted protocol.
Date of approval of the study: 02.09.2021

This approval is valid for the entire duration of the study.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 01.08.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerejﬂms
ORI
MEMBER SECRETARY

Signature & date with Stamp

Dr. VIMAL.M
Member Secretary

SMVMCH Ethics Committes

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348

N
SRIMA Am 'INAYAGAR
MEDICAL COLLEGE & HOSPITAL
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SMVMCH - ETHICS COMMITTEE
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Pondicherry - 605 107

Chairman: Approval letter for Interventional Research Study
s v & / 3 b .
Dr. Thiagarajan. T, p No: outward/SMVMCH-ECO/AL/ £ |4 /2021 Date: 02.09.2021
Founder & CEQ, ¥ To
TIDES Institute of Health &
Medical Science Dr. Jayasree. M,
Dept. of OBG.

Member Secretary: :
Dr. Vimal. M !
E mail:smyvmchec@smymch. ac.in

The study no. EC/84/2021 entitled, “Interprofessional pre-licensure simulation
training to improve teamwork, communication and clinical practice in obstetrics”

ac.in,
drvimalmiagmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. 8
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

Dear Dr. Jayasree. M,

The meeting of the SMVMCH Ethics Committee (SMVYMCH-EC) was held on
26.07.2021, in the college council hall with Dr. Thiagarajan T as Chairman. The list
of members who attended the meeting is as follows.

l Name of the Member | Position on EC Affiliation
[Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Mrs. Chitra Shah Social Scientist Not Affiliated
Mrs. Meenakshi Lay Person Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English)

The EC hereby approves the proposal entitled, “Interprofessional pre-licensure
simulation training to improve teamwork, communication and clinical practice in
obstetrics”

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile PRGBS ATTESTED

GEAM
BRIMANSKULA VI
MEDICAL COLLEGE 8 NOSPITAL
RALITHEERTHAL KURPAM,
MADAGACIPET, PULUCHERRY-605 107,




SMVMCH - ETHICS COMMITTEE

‘:\FWLA 1.% (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
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= 3 S % %
3| (‘, ?g, Sri Manakula Vinayagar Medical College and Hospital,
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Collpae ard
Chairman: " It is understood that the study will be conducted under your direction, in a total of
Dr. Thiagarajan. T, pnp 24 research participants, at Dept. of Orthopaedics, as per the submitted protocol.
Founder & CEO, , Date of approval of the study: 26.02.2021
TIDES Institute of Health &
Modical Scicace This approval is valid for the entire duration of the study.
& etary: :: ; - 3
Member Secy 3 It is the policy of EC that, it be informed about any onsite serious adverse event or
Dr. Vimal. M a the unexpected adverse event report within 24 hours as per the formats specified in
EMMQ@M@.@L SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
drvimalm@gmail.com after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
Members: : of SAE or death.
Dr. Amol R Dongre i
(Clinician) % In case of injury or death occurring trial subject the sponsor (whether a
2 phan'naceuncal company or an institution) or his representative. whosoever had
Dr. Bupathy. A : obtained permission from the Licensing Authority for conduct of the clinical frial
(Clinician) ! shall make payments for medical management of the subject and also provide
Dr. Girija. § financial compensation for the clinical trial related injury or death.
(Clinician)
' No deviations from, or changes of the protocol and Informed Consent Document
Dr. K. N. Viswanathan should be initiated without prior written approval by the EC of an appropriate
(Clinician) i amendment. The EC expects that the investigator should promptly report to the EC
Pr. P. Ravil # any deviations from, or changes of, the protocol to eliminate immediate hazards to
(Cl.ini‘cia.n) the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.
Dr. Suresh Kumar. S iy
(Clinician) 3 This approval is valid for the entire duration of the study. A copy of the final report
0 should be submitted to the EC for review. But for studies which will continue for
Dr. T. Mahalakshmy Wy more than a vear, a continuing review report needs to be submitted (within 1 month
(i) of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.
Dr. Ganesh. R ’
(Basic Medical Scientist) " The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
Dr. Nishanthi. A \ other applicable regulatory requirements.
(Basic Medical Scientist) Siiccrdyions
Dr. Sandhiya. § ty -
(Basic Medical Scientist) W“”/‘i\:ﬁf‘
.. MEMBER SECRETARY
Mr. A. Karunamoorthy L
(Legal Expert) Dr. VIMAL.M
‘Mrs. Chitra Shah Member Secretary
(Social scientist) ! SMVMCH Ethics Committee

Mrs. Meenakshi
(Lay person)

OPY ATTES feMember Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348



Chairman:

Dr. Thiagarajan. T, p, p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smyvmchec@smvmch.ac.in.

com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

* Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Murs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ | ﬁ /2021 Date: 26.02.2021

To

Dr. Vijaya Devagaran. V.,

Dept.of Orthopaedics.
The study no. EC/45/2021 entitled, “Comparative analysis of efficacy of topical
tranexamic acid in reducing perioperative blood loss in lumbar spine fusion surgery —
a randomized control trial”
Dear Dr. Vijaya Devagaran. V,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
. Vimal. M Member Secretary Affiliated

Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. § Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & 11 in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Comparative analysis of efficacy
of topical tranexamic acid in reducing perioperative blood loss in lumbar spine
fusion surgery — a randomized control trial”

The Member Secretary, SMVMCH - Ethics Commiittee
Phone: 0413 - 2643030, Mobile: 9486748348

TRUE COPY ATTESTED

oA
BRI MANAKULA VINAYRGAR
MEDICAL COLLEGE & HOSHTAL
KALITHEER IH ALK UPPAS
MADAGADIPET, PUDUCHERRY-645 167,
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Chairman:
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Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr., Vimal. M

E mail: smvmchec@smvmeh.ac.in’

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S -
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A Study of serum N-Terminal pro-
Brain Natriuretic Peptide levels in Type-2 Diabetes Mellitus patients with normal
Left Ventricular function™.

It is understood that the study will be conducted under vour direction, in a total
of 50 research participants, at Dept. of General Medicine, as per the submitted
protocol.

Date of approval of the study: 27/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 26/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

@%u

Member g‘;;‘cretary
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

TRk Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py. p

Founder & CEO,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail:smymched@smymch.ac.in

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
{Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Myrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

{Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ }77 /2021 Date: 27.02.2021
To

Dr. Aravind Kumar. V,

Dept. of General Medicine.

The study no. EC/60/2021 entitled, “A Study of serum N-Terminal pro-Brain
Natriuretic Peptide levels in Type-2 Diabetes Mellitus patients with normal Left
Ventricular function™.

Dear Dr. Aravind Kumar. V,
The meeting of the SMVYMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affihated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar, P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & IT in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Commtittee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE CﬁF’Y ATTESTED

A0
BRI MANAKINT VINAYAGAR
LLEGE 2 iTAL
KALITHERR fHaukuPPan,
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Dr. Thiagarajan. T, p, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail: smvmcheci@smvmeh.ac.in

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A iy
(Clinician) %

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Chinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY72013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Oto-cone: A pilot study on
effectiveness of a novel assistive method for Tele-otology™.

It is understood that the study will be conducted under your direction, in a total
of 60 research participants, at Dept. of ENT, as per the submitted protocol.

Date of approval of the study: 27/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropnate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 26/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

(Clinician) Sincerely yours
Dr. Ganesh. R W‘;MOL
{Basic Medical Scientist) 3 a &l
Dr. Nishanthi. A Member Secretary
(Basic Medical Scientist) Signature & date with Stamp
Dr. Sandlli?a.. S ; Dr- VIMAL.M
(Bagic Mshcal Schoner) 1 Member Secretary
Mr. A. Karunamoorthy 1: SMVMCH Ethics Committee
(Legal Expert)
Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)
23 The Member Secretary, SMVMCH - Ethics Committee
ESTED Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

~ Dr. Thiagarajan. T, pi.p
Founder & CEO,

TIDES Institute of Health &

Medical Science

Member Secretary:

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. 8
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. 8
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mys, Chitra Shah
{Social scientist)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/ SMVMCH-ECO/AL/ /4 2021 Date: 27.02.2021

To
Dr. Poornima S Bhat,
Dept. of ENT.

The study no. EC/05/2021 entitled, “Oto-cone: A pilot study on effectiveness of a
novel assistive method for Tele-otology™.

Dear Dr. Poornima S Bhat,

The meeting of the SMYMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
[Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr, Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinictan Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348
TRUE COPY ATTESTED
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S| (‘) i Sri Manakula Vinayagar Medical College and Hospital.
et Pondicherry - 605 107
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Colieae and
Chairman: ¥
D Phliiraind B s The EQ hereby appro.v?s the ;?roposal entitled, “A Prospecnve obsgrvat.lqnal stufly
Founder & CEO. comparing doxorubicin  with  cyclophosphamide and epirubicin  with
TIDES Institute of Health & * cyclophosphamide regimen in breast cancer patients among south indian population™.
Medical Science L
. It is understood that the study will be conducted under your direction, in a total
Member Secretary: of 70 research participants, at Dept. of Pharmacology, as per the submitted
Dr. \_fimal. M : .- pmtocol
E mail: smymchec@smvmch.ac.in':
drvimalm@gmail.com : :
NMisishess: Date of approval of the study: 27/02/2021

?Crl.i r‘;;':l:}a Dougre No deviations from, or changes of the protocol and Informed Consent Document

- should be initiated without prior written approval by the EC of an appropriate
Dr. Bupathy. A " amendment. The EC expects that the investigator should promptly report to the
(Clinician) EC any deviations from, or changes of, the protocol to eliminate immediate
Dr. Girija. S 4 hazards to the research participants and about any new information that may

(Clinician) : affect adversely the safety of the research participants or the conduct of the trial.

Pr. K. N. Viswanathan ¥ This approval is valid for the entire duration of the study. A copy of the final
(Clinician) { report should be submitted to the EC for review. But for studies which will

B P RavikamaE ‘ continue for more than a year, a continuing review report needs to be submitted
(Clinician) t (within 1 month of the due date 1.e. 11 months from the date of approval) on or
before 26/01/2022.

Dr. Suresh Kumar. S

(Clinician) S : g e
The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

- 1 Mshlalonine and other applicable regulatory requirements.

(Clinician)

Dr. Ganesh. R :
{Basic Medical Scientist) Sincerely yours

Dr. Nishanthi. A " %

(Basic Medical Scientist) L m % 2

Dr. Sandhiya. S Member Secretary

(Basic Medical Scientist) b Signature & date with Stamp

Mr. A. Karunamoorthy T Dr. VIMAL.M

(Legal Expert) t Member Secretary
-Mrs. Chitra Shah . SMVMCH Ethics Committee

(Social scientist)
Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
T ATTESTE n Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymch ac.in,|

drvimalm@gmail com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S8

(Clinician)

Dr. K. N. Viswanathan
(i)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Ba_sic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ !«H:Lzozl Date: 27.02.2021
To

Dr. Nivethia. K. R,

Dept. of Pharmacology.

The study no. EC/09/2021 entitled, “A prospective observational study comparing
doxorubicin with cyclophosphamide and epirubicin with cyclophosphamide regimen
in breast cancer patients among south indian population”.

Dear Dr. Nivethia. K. R,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation

. Thiagarajan. T Chairman Not Affiliated

. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. § Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study,

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member ey Committee

Secretary, SMYM

Phone: 04T 2643030, Mobile: 9486748348
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GE &
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Chairman:

Dr. Thiagarajan. T, py, p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: mmc!g@gmmhacm

drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Study of correlation of
haematological indices in hypertensive retinopathy ™.

It is understood that the study will be conducted under your direction, in a total
of 160 research participants, at Dept. of Ophthalmology, as per the submitted
protocol.

Date of approval of the study: 27/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 26/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

W “r:.’;[g, L1
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TEAN
BRI MANAKULA VINAY,
AGAR
ML:W‘:&LEGE & HOSPITAL
ALITHE THALKIJPPAM

MADAGAUIPET, PUDUCHERRY- 505 107,



Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

drvimalm@gmail.com

E mail:smymchec@smvmch.ac.in.

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A, Karunamoorthy
(Legal Expert)

Mpys. Chitra Shah
(Social scientist)

Murs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28,03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ /74 /2021 Date: 27.02.2021
To

Dr. Anusha Kamidi,

Dept. of Ophthalmology.

The study no. EC/11/2021 entitled, “Study of correlation of haematological indices
in hypertensive retinopathy”.

Dear Dr. Anusha Kamidi,

The meeting of the SMVMCH Ethics Committee (SMVYMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Affiliated

. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affihated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiva. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & Il in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 -2643030. Mobile; M3¢H&YED

oEA
SRI MAN AR UL~ INAYAGAR
MEDICAL COLLECES HOSPITAL
KALITHEERTHAL PAM, s
MADAGADIPET, PUDUCHE -605 107,
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5 (‘) 2 Sri Manakula Vinayagar Medical College and Hospital,

[V =} .

e Pondicherry - 605 107
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Collage antd
Chairman: It is understood that the study will be conducted under your direction, in a total of
Dr. Thiagarajan. T, p, p 40 research participants, at Dept. of ENT, as per the submitted protocol.
Founder & CEO, Date of approval of the study: 27.02.2021
TIDES Institute of Health &
Medicat Scienice This approval is valid for the entire duration of the study.
Member Secreta ; It is the policy of EC that, it be informed about any onsite serious adverse event or
Dr. Vimal. M % the unexpected adverse event report within 24 hours as per the formats specified in
E mail: smymcheci@smvmch.ac.in SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
drvimalm@gmail.com ¥ after due analysis shall be forwarded by the Investigator to chairman of the EC and
: the head of the institution where the trial is been conducted within 10 calendar days

Members: _ of SAE or death.

Dr. Amol R Dongre b
(Clinician) In case of injury or death occurring trial subject the sponsor (whether a

_ : pharmaceutical company or an institution) or his representative, whosoever had
Dr. Bupathy. A I obtained permission from the Licensing Authority for conduct of the clinical trial
(Clinician) _ shall make payments for medical management of the subject and also provide

Dr, Girija: S financial compensation for the clinical trial related injury or death.

(Clinician)
] No deviations from, or changes of the protocol and Informed Consent Document
Dr. K. N. Viswanathan ‘ should be initiated without prior written approval by the EC of an appropriate
(Clinician) : amendment. The EC expects that the investigator should promptly report to the EC
Do P, R air ke any deviations from, or changes of, the protocol to eMe immediate hazards to
(Clinician) the research participants and about any new information that may affect adversely
¥ the safety of the research participants or the conduct of the trial.

Dr. Suresh Kumar. § iy ‘
(Clinician) t This approval is valid for the entire duration of the study. A copy of the final report

_ should be submitted to the EC for review. But for studies which will continue for
Dr. T. Mahalakshmy ; more than a year, a continuing review report needs to be submitted (within 1 month
(Clmician) : of the due date i.e. 11 months from the date of approval) on or before 26.01.2022.
Dr. Ganesh. R ¥
(Basic Medical Scientist) 1 The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
Dr. Nishanthi. A iy other applicable regulatory requirements.

(Basic Medical Scientist) ;
Sincerely yours

Dr. Sandhiya. S T s
(Basic Medical Scientist) ; m LA

. MEMBER SEC@"I:ARY
Mr. A. Karunamoorthy I
(Legal Expert) . Dr.VIMAL.M
Mrs. Chitra Shah : Member Secretary
/' SMVMCH Ethics Committee

OPY ATTESTED

The Member Secretary, SMVMCH - Ethics Committee
A=l Phone: 0413 — 2643030, Mobile: 9486748348

SRI MANARVLA VINAYAGAR
MEDICAL COLLEGE & HOSPITAL
KALITHEERTHALKUPPAM,
MADAGADIPET, PUDUCHERRY-605 107,




Chairman:

Dr. Thiagarajan. T, pp. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smvimch.ac.in,

dry, Lcom

1y

Members:
Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Yiswanathan
{Clinician)

Dr. P. Ravikumar
(Chinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr, Sandhiya. S

{Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mprs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ < 67 2021 Date: 27.02.2021

To

Dr. Prasanth. R,
Dept. of ENT.

The study no. EC/67/2021 entitled, “Study to compare the effectiveness of oral
steroids versus endoscopy assisted polypectomy in sinonasal polyposis™

Dear Dr, Prasanth. R,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10022021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated

. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Study to compare the
effectiveness of oral steroids versus endoscopy assisted polypectomy in sinonasal

polyposis”

The Member Secretary, SMVMCH - Ethics Commiittee

Phone: 0413 — 264 i :
- FRUE 3930 Mopie-BRepsi4s

SRI Mk EFLL ;-__‘
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Chairman: .

Dr. Thiagarajan. T, pn.p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary: $
Dr. Vimal. M 1

E mail: smvmchec@smvmch.ac. m<
drvimalm@gmatl.com %
h
Members: ‘
Dr. Amol R Dongre i
(Clinician) %

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY /201 3/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Comparison of postoperative pain
relief following Ketorolac and 0.25% Bupivacaine infiltration at wound site in
patients undergoing Percutaneous Lithotripsy”.

It is understood that the study will be conducted under your direction, in a total

of 44 research participants, at Dept. of Anaesthesiology, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from. or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may

(Clinician) , affect adversely the safety of the research participants or the conduct of the trial.
Dr. K. N. Viswanathan : This approval is valid for the entire duration of the study. A copy of the final
(Clinician) l report should be submitted to the EC for review. But for studies which will
Dr. P Ravikumar h continue for more than a year, a continuing review report needs to be submitted
(Clinician) % (within 1 month of the due date i.e. 11 months from the date of approval) on or
0 before 25/01/2022.
Dr. Suresh Kumar. S fy
(Clinician) 4 ! : : S
I The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
%&;gﬁ;halaksnmy - and other applicable regulatory requirements.
Iy
Dr. Ganesh. R w 3
(Basic Medical Scientist) i Sincerely yours
Dr. Nishanthi. A ! T
(Basic Medical Scientist) b o 1A &
Dr. Sandhiya. S Member Secretary
(Basic Medical Scientist) ¥ Signature & date with Stamp
Iy
Mr. A. Karunamoorthy f Dr. VIMAL.M
(Legal Expert) 4 Member Secretary
: ics Committee
Mrs. Chitra Shah % SMVMCH Eth
(Social scientist) Iy
Mrs. Meenakshi 4
(Lay person) ’
TRUE cOpYy ATTESTED The Member Secretary, SMVMCH - Ethics Committee

OSPITAL

RALITHEER : S5
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Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pp.p
Founder & CEO, I
TIDES Institute of Health & |
Medical Science Iy

Member Secretary: {

Dr. Vimal. M T

E mail:smvmdw@mvmch.acin: '
drvimalm@gmail.com 1

Members:

Dr. Amol R Dongre i
(Clinician)

Dr. Bupathy. A
(Clinician) J
Dr. Girija. S |
(Clinician) I
Dr. K. N. Viswanathan T
(Clinician) %
Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy !
(Clinician) 1

Dr. Ganesh. R 1
(Basic Medical Scientist) t

Dr. Nishanthi. A N
(Basic Medical Scientist) Iy

Dr. Sandhiya. S I
(Basic Medical Scientist) !

Mr. A. Karunamoorthy 1
(Legal Expert) 4

Mrs. Chitra Shah g
(Social scientist) i

Mrs. Meenakshi A
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ ]‘1;’{ /2021 Date: 26.02.2021
To

Dr. Swati. N,

Dept. of Anaesthesiology.

The study no. EC/42/2021 entitled, “Comparison of postoperative pain relief
following Ketorolac and 0.25% Bupivacaine infiltration at wound site in patients
undergoing Percutaneous Lithotripsy™.

Dear Dr. Swati. N,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
|Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma

3. Consent form (Part [ & Il in English and Tamil) (if applicable)

R I e S RN e T
The Member Secretary, SMVMCH - Ethics Committee

Phone. 0413 - 2643030, Mobile. 948674834
e Apv ATTESTED
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Chairman:

Dr. Thiagarajan. T, py p

Founder & CEO,
TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@snivmch.ac. m

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

16 VINAYAGAR
GE & HOSPITAL
1AM,

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A study on Electrocardiogram
(ECG) and Echocardiogram(ECHO) parameters of patients with non communicable
diseases attending tertiary care hospital”.

It is understood that the study will be conducted under your direction. in a total
of 500 research participants, at Dept. of General Medicine, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Member Secretary
Signature & date with Stam

Dr. vIMAL. :
tar
Member Secre
SNNMCH gthics Comm\ttee

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p; p
Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M ¢
E mail:smvmchec@smvmch.ac.in|
drvimalm@gmail.com

Members: ¥

Dr. Amol R Dongre i
(Clinician)

Dr, Bupathy. A I
(Clinician) X
Dr. Girija. S !
(Clinician) T
Dr. K. N. Viswanathan .
(Clinician) a
Dr. P. Ravikumar f
(Clinician) i
Dr. Suresh Kumar. S i
(Clinician) 4

Dr. T. Mahalakshmy
(Clinician) Iy

Dr. Ganesh. R Iy
(Basic Medical Scientist) h

Dr. Nishanthi. A 1
(Basic Medical Scientist)

Dr. Sandhiya. S 1
(Basic Medical Scientist) {

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah 0
(Social scientist) I

Mrs. Meenakshi 1
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ fé{ﬂ /2021 Date: 26.02.2021
To

Dr. I. S. S. Suman Babu,

Dept. of General Medicine.

The study no. EC/08/2021 entitled, “A study on Electrocardiogram (ECG) and
Echocardiogram(ECHO) parameters of patients with non communicable diseases
attending tertiary care hospital”,

Dear Dr. I. S. S. Suman Babu,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the

above mentioned clinical study.
1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part [ & Il in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 - 2643030, Mobile, 9486748348

TRUE COPY AJTESTED

SRI MAN
MEDICAL C.C
KALITHEE
MADAGADIPET, PUDUCH

UPPA
5

RRY-005 407, ,




. SRI M
.— A
q?e/, va'd}:d

S b aups

%
O Colleag w%®

Chairman:

Dr. Thiagarajan. T, p, p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail: smyvmchecl@snvmeh.ac. mn

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Comparative study of cuff pressure
monitoring between Classic LMA and Proseal LMA in Short duration surgeries
requiring General Anaesthesia™.

It is understood that the study will be conducted under your direction, in a total

of 60 research participants, at Dept. of Anaesthesiology, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of. the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date ie. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

() wﬁ At
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pp.p
Founder & CEQ,

TIDES Institutc of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mazl smvmcheda@smymch. ac.m
drvimalm@gmail.com

Members:

' Dr. Amol R Dongre
~ (Clinician)

B Dr. Bupathy. A
. (Clinician)

¥ Dr. Girija. S
(Clinician)

| Dr. K. N. Viswanathan
. (Clinician)

; Dr. P. Ravikumar

~ (Clinician)

Dr. Suresh Kumar. S
' (Clinician)

Dr. T. Mahalakshmy

" (Clinician)

Dr. Ganesh. R
. (Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah

(Social scientist)

Mrs. Meenakshi
(Lay person) :

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ H—} /2021 Date: 26.02.2021

To
Dr. Syed Arafath Ahamed,
Dept. of Anaesthesiology.

The study no. EC/01/2021 entitled, “Comparative study of cuff pressure monitoring
between Classic LMA and Proseal LMA in Short duration surgeries requiring
General Anaesthesia”.

Dear Dr. Syed Arafath Ahamed,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.
1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

: -2 ile: 74834
Phone: 0413 — 2643030, Mobile: 94867483 gTED
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Chairman:

Dr. Thiagarajan. T, s, p
Founder & CEO.

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M .
E mail: smvimchec@smvmch.ac.in';

drvimalm{@gmail.com 1

Members:

~ Dr. Amol R Dongre
(Clinician)

- Dr. Bupathy. A

- (Clinician)

~ Dr. Girija. S

= (Clinician)

Dr. K. N. Viswanathan
(Clinician)

. Dr. P. Raviknmar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R i
(Basic Medical Scientist) 1

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah L
(Social scientist) :
Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A study to evaluate the
effectiveness of a cadaveric skull model in nasopharyngeal swab training for SARS-
CoV-2".

It is understood that the study will be conducted under your direction, in a total
of 50 research participants, at Dept. of ENT, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

b vmol 2
Member Secre
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p,
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M ¥
E mail:smvmcheca@smvmeh.ac.in, .
i !

com A

iy

Members: 3
“ Dr. Amol R Dongre
- (Clinician)

Dr. Bupathy. A

" (Clinician)

B Dr.Girja.S
 (Clinician)

! Dr.K. N. Viswanathan
. (Clinician)

' Dr. P. Ravikumar

| (Clinician)
. Dr. Suresh Kumar. S
© (Clinician)
| Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mprs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
SRR

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/InsUPY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
- Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 14 /2021 Date: 26.02.2021
To

Dr. Santhanakrishnan Kaliavaradan,

Dept. of ENT.

The study no. EC/06/2021 entitled, “A study to evaluate the effectiveness of a
cadaveric skull model in nasopharyngeal swab training for SARS-CoV-2"".

Dear Dr. Santhanakrishnan Kaliavaradan,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar, S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & I in English and Tamil) (if applicable)

The Member Secm%q_n;, SMVMCH - Ethics Committee
R 5T
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pr.p

Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:

Dr. Vimal. M =
E mail: smvmchec@smvnich.ac.in’:
drvimalm@gmail.com

Members:

Dr. Amol R Dongre i
(Clinician) %

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist) %

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S i
(Basic Medical Scientist)

Mr. A. Karunamoorthy h
(Legal Expert) 1

Mrs. Chitra Shah
(Social scientist) f
Mrs. Meenakshi
(Lay person)

MEUICAL C
RALITHEERT
MADAGADIFET, PUDUCHORR

SRI MANARULASUNAYACGAR
s A

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Study of histomorphological
features and expression of calponin and p63 in lesions of prostate™.

It is understood that the study will be conducted under your direction, in a total

of 53 research participants. at Dept. of Pathology, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP. Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

W i o
Member Sec@fy(‘uu

Signature & date with Stamp

Dr. vIMAL.M
Member Secretary
sSMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Commilttee
Phone. 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py, p
Founder & CEOQ,

TIDES Institute of Health &
Medical Science

Member Secretary: ‘

Dr. Vimal. M I
E mail:smymchec@smvmch.ac.in;,
drvimalm@gmail.com !

Members:

1
4]

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A I
(Clinician) i
Dr. Girija. S 0
(Clinician) 1

1

1
Dr. K. N. Viswanathan

(Clinician)

Dr. P. Ravikumar i
(Clinician)

Dr. Suresh Kumar. S .
(Clinician) 1

Dr. T. Mahalakshmy !

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ [_ff? /2021 Date: 26.02.2021

To
Dr. Arunakiri Raja. A,
Dept. of Pathology.

The study no. EC/64/2021 entitled, “Study of histomorphological features and
expression of calponin and p63 in lesions of prostate™.

Dear Dr. Arunakiri Raja. A,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi, A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & Il in English and Tamil) (if applicable)

Phone: 0413 - 2643030, M

= =
The Member Secretary, SMVMCH - Ethics Committee
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SMVMCH - ETHICS COMMITTEE

,:\PT*E.‘,?'—'ﬂ.g:p (ECR/1088/SMVMCH/InstPY/2013/Re-registration-2017 DT.28.03.2018)

T ‘&
z| (6) f% Sri Manakula Vinayagar Medical College and Hospital,
NS Pondicherry - 605 107
e’q‘-‘ﬂeoean‘“\
Chairman:
Dr. Thiagarajan. T, rs. The EC hereby approves the proposal entitled, “Diagnostic Accuracy of
Founder & CEO, CrasiTy Sonoelastography in comparison with histopathology in focal breast lesion™.
Eg?csall';s:ii:’f:mealm& It is understood that the study will be conducted under your direction, in a total
f of 51 research participants, at Dept. of Radiodiagnosis, as per the submitted
Member Secretary: b
i protocol.
Dr. Vimal. M 4
E mail: smymchec@smvmch.ac.in',
drvimalm@gmail.com h Date of approval of the study: 26/02/2021
Members: ' ]
% No deviations from, or changes of the protocol and Informed Consent Document
%ilﬁ:ila(;:)n DgER % should be initiated without prior written approval by the EC of an appropriate
, amendment. The EC expects that the investigator should promptly report to the
Dr. Bupathy. A ' EC any deviations from, or changes of, the protocol to eliminate immediate
(Clinician) i hazards to the research participants and about any new information that may
Dr. Girija. S { affect adversely the safety of the research participants or the conduct of the trial.
(Clinician) ‘ This approval is valid for the entire duration of the study. A copy of the final
Dr. K. N. Viswanathan report should be submitted to the EC for review. But for studies which will
(Clinician) 1 continue for more than a year, a continuing review report needs to be submitted
Di PiRasikimar { (within 1 month of the due date i.e. 11 months from the date of approval) on or
(Clinician) % before 25/01/2022.

Dr. Suresh Kumar. S

(Clinician) The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

; and other applicable regulatory requirements.
Dr. T. Mahalakshmy z PP gulatory req

(Clinician)
Dr. Ganesh. R » Sincerely yours
(Basic Medical Scientist) %

Dr. Nishanthi. A ; Mwﬂ, 2al
(Basic Medical Scientist) !y Member Secretary

4 Signat date with S
Dr. Sandhiya. S 4 ignature & date with Stamp

(Basic Medical Scientist) i Dr. viM AL M

I ary
iy mMember Secretary
Mr. A. Karunamoorthy ' - Committee

(Legal Expert) ' gMVMCH Ethi

Mrs. Chitra Shah
(Social scientist) 1

Mrs. Meenakshi TTESTED
cOPY ATl
(Lay 1:»:rs£ﬁlﬁE I

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348
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Founder & CEOQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smvmch.ac.in,
: 8

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
~ Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/[ % /2021 Date: 26.02.2021

To
Dr. Venmani. M,
Dept. of Radiodiagnosis.

The study no. EC/46/2021 entitled, “Diagnostic Accuracy of Sonoelastography in
comparison with histopathology in focal breast lesion”.

Dear Dr. Venmani. M,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy, A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy, T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

l. Research Proposal (Section A to D)
2. Data collection form / proforma

3. Consent form (Part [ & 11 in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 - 2643030, Mobile. 9486748348
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Chairman:

Dr. Thiagarajan. T, pn.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECRJIUSS!SMVMCH/Ensu'PY!ZOI3[Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Diagnostic accuracy of Sono-
Elastography in evaluation of Thyroid nodules with histopathological correlation™.

It is understood that the study will be conducted under your direction, in a total
of 88 research participants, at Dept. of Radiodiagnosis, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within | month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Sk
b om
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348
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Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail:smvmchec@snymch.ac.in,,

drvimal) mail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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No: outward/SMVMCH-ECO/AL/ [$4/ 2021 Date: 26.02.2021

To
Dr. Bharathi. M,
Dept. of Radiodiagnosis.

The study no. EC/53/2021 entitled, “Diagnostic accuracy of Sono-Elastography in
evaluation of Thyroid nodules with histopathological correlation”.

Dear Dr. Bharathi. M,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
IDr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar, P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone. 0413 - 264 ile: 9486748348
TRUE COPY ATTESTEB
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Chairman:

Dr. Thiagarajan. T, pp.p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
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drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan

(Clinician) Iy

Dr. P. Ravikumar 4
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician) 1y

Dr. Ganesh. R 1
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy

7

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Study of expression of PAX-2 in
premalignant and malignant lesions of endometrium™.

It is understood that the study will be conducted under your direction, in a total
of 61 research participants, at Dept. of Pathology, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

W&W%J./lb\ 2

Member Secretary
Signature & date with St
Dx. vV !.L-:lsz
member Secretary
sMvMCH Ethics committee

(Legal Expert) TRUE COPY' ATTESTED

Mrs. Chitra Shah
(Social scientist)

AGADIPEY, PUDUCHERRY-605 107,

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pn.p
Founder & CEO, 1
TIDES Institute of Health & 5
Medical Science

Member Secretary: {

I

Dr. Vimal. M I
E mail:smvmchec@smvmci.ac.in),
drvimalm@gmail.com <|
Members: i

I
Dr. Amol R Dongre 4
(Clinician) ::

Iy
Dr. Bupathy. A 1
(Clinician)

Dr. Girija. S I
(Clinician) i

Dr. K. N. Viswanathan
(Clinician) "
Dr. P. Ravikumar %
(Clinician) B
Dr. Suresh Kumar. § 1
(Clinician) I

Dr. T. Mahalakshmy f
(Clinician) 1

Dr. Ganesh. R 4
(Basic Medical Scientist) 4

Dr. Nishanthi. A 5'
(Basic Medical Scientist)

Dr. Sandhiya. S I
(Basic Medical Scientist)

Mr. A. Karunamoorthy I
(Legal Expert) '

Mrs. Chitra Shah I
(Social scientist)

Mrs. Meenakshi :
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/InsUPY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/[gJ /2021 Date: 26.02.2021
To

Dr. Meera. M,

Dept. of Pathology.

The study no. EC/48/2021 entitled, “Study of expression of PAX-2 in
premalignant and malignant lesions of endometrium”.

Dear Dr. Meera. M,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman, The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & Il in English and Tamil) (if applicable)

The Member Secretary, gyl(?ﬁﬂ‘ﬁl E- Ethics Committee

Phone: oqszw?eféoso Mobile, 9486748348
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\;Fjl;&!_!:ﬂ Yy, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
S‘T -%
Z ( , s Sri Manakula Vinayagar Medical College and Hospital,
LW Pondicherry - 605 107
* Coljege at®™
Chairman: It is understood that the study will be conducted under your direction, in a total of
Dr. Thiagarajan. T, s p 50 research participants, at Dept. of Radiodiagnosis, as per the submitted protocol.
Founder & CEO, ' Date of approval of the study: 26.02.2021
TIDES Institute of Health &

Medical Science This approval is valid for the entire duration of the study.

ry: : : ; : : :
Member Secreta It is the policy of EC that, it be informed about any onsite serious adverse event or

Dr. Vimal. M I the unexpected adverse event report within 24 hours as per the formats specified in
E mail: smymchec@smvmeh.ac.in' SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
drvimalm@gmail.com after due analysis shall be forwarded by the Investigator to chairman of the EC and

h the head of the institution where the trial is been conducted within 10 calendar days
Members: : of SAE or death.

Dr. Amol R Dongre T
(Clinician) % In case of injury or death occurring trial subject the sponsor (whether a

4 pharmaceutical company or an institution) or his representative, whosoever had
Dr. Bupathy. A ' obtained permission from the Licensing Authority for conduct of the clinical trial
(Clinician) ! shall make payments for medical management of the subject and also provide

financial compensation for the clinical trial related injury or death.

Dr. Girija. S 3
(Clinician) i
No deviations from, or changes of the protocol and Informed Consent Document
Dr. K. N. Viswanathan ¥ should be initiated without prior written approval by the EC of an appropriate
(Clinician) . amendment. The EC expects that the investigator should promptly report to the EC
DiP R vikuniar any deviations fr_orp, or changes of, the protos:ol to el?minate immediate hazards to
(Clinician) h the research participants and about any new information that may affect adversely
Iy the safety of the research participants or the conduct of the trial.
Dr. Suresh Kumar. S
(Clinician) I This approval is valid for the entire duration of the study. A copy of the final report
iy should be submitted to the EC for review. But for studies which will continue for
Dr. T. Mahalakshmy ¥ more than a year, a continuing review report needs to be submitted (within | month
(Clinician) + of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.
Dr. Ganesh. R I
(Basic Medical Scientist) i The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
b : other applicable regulatory requirements.
(Basic Medical Scientist) h 3
Iy Sincerely yours

Dr. Sandhiya. S "

(Basic Medical Scientist) %':""‘0/,,5 s

AR o iy MEMBER SECRﬁ'I_":A
r. A. KarunamBorth ¥ ATTE D 5
e sy ; ﬂ% Vl%ecreta\'\}

ot t :
Mrs. Chitra Shah NMembel = Commi
(Social scientist) sm\ﬂ‘ﬂCH =

1L e EDIGALCOLLELG#‘: i
Mrs. lﬂ*eéhakélir KALITHEERTHAL AUEFAN,
(Lay person) MADAGADIPET, PUDUCHERRY-625

The Member Secretary, SMVMCH - Ethics Comnuittee
Phone. 0413 — 2643030, Mobile: 9486748348
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Chairman: iy

Dr. Thiagarajan. T, pn.p
Founder & CEO, 1
TIDES Institute of Health & "
Medical Science

Member Secretary:

Dr. Vimal. M ’1
E mail:smvmchec@smvmeh.ac.in;,
drvimalm@gmail.com .i

Members: %
Dr. Amol R Dongre f“
(Clinician) §
Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan 1
(Clinician)

Dr. P. Ravikumar
(Clinician) I
Dr. Suresh Kumar. S 1
(Clinician)

Dr. T. Mahalakshmy fi
(Clinician) Iy

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist) %

Mr. A. Karunamoorthy 1
(Legal Expert) ;!

Mrs. Chitra Shah Iy
(Social scientist) T

Mrs. Meenakshi i
(Lay person) b

SMVMCH - ETHICS COMMITTEE |

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital, |
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ |35 /2021 Date: 26.02.2021

To

Dr. Revin K Thomas,
Dept. of Radiodiagnosis.

The study no. EC/51/2021 entitled, “Evaluation of date syrup as a negative oral
contrast agent in Magnetic Resonance Cholangio-Pancreatography™

Dear Dr. Revin K Thomas,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part [ & I in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Evaluation of date Syrup as a
negative oral contrast agent in Magnetic Resonance Cholangio-Pancreatography™

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile, 9486748348

TTESTED

TRUE cOPTA
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Dr. Thiagarajan. T, pn.p
Founder & CEO,
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Medical Science
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(Clinician)

Dr. P. Ravikumar '
(Clinician) *
Dr. Suresh Kumar. S
(Clinician) %
Dr. T. Mahalakshmy &
(Clinician) I
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Dr. Nishanthi. A :
(Basic Medical Scientist) ty
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e  MEDICAL COLLEGE)
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Lay persony”

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMC H/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction; in a total of
48 research participants, at Dept. of Radiodiagnosis, as per the submitted protocol.
Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V?2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within | month
of the due date i.c. 11 months from the date of approval) on or before 25.01 2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

3 Sincerely yours
Dr. Sandhiya. S b -
(Basic Medical Scientist) 1 w)uﬂl/\ p\
& ' MEMBER SECRETARY
Mr. A. Karundmesr o Py ATTESTED
(Legal Expert) i Dr. VIMAL-M

Member Secretary

i mmittee
YAGWVMCH Ethics Co

HOSPITAL
PPAM,
AGADIPET, PUDUCHERRY-605 107,

The Member Secretary, SMVMCH - Ethics Committee
Phone, 0413 — 2643030, Mobile: 9486748348
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Dr. Thiagarajan. T, py. p ] No: outward/SMVMCH-ECO/AL/ [34, /2021 Date: 26.02.2
Founder & CEOQ, To
TIDES Institute of Health & |’
Medical Science Iy Dr. Balavaitheeswar, R. L,

Dept. of Radiodiagnosis.

Member Secretary: '
Iy The study no. EC/52/2021 entitled, “MR imaging evaluation of perianal fistula with

E;a):ﬁ?:mhM @ mmmm’.nf& and without percutaneous instillation of aqueous jelly — A comparative study™
drvimalm@gmail.com ¥ Dear Dr. Balavaitheeswar. R. L,
Members: : The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
e iy 10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Dr._An}ol R Dongre Chairman. The list of members who attended the meeting is as follows.
< fen) % Name of the Member Position on EC Affiliation
Dr. Bupathy. A Dr. Thiagarajan. T Chairman Not Affiliated
S i) Dr. Vimal. M Member Secretary Affiliated
Dr. Girija. § i Dr. Amol R Dongre Clinician Affiliated
(Clinician) 1 Dr. Bupathy. A Clinician Affiliated
Dr. K. N, Viswanathan i Dr. Girija. S Clinician Affiliated
(Clinician) " Dr. K. N. Viswanathan Clinician Affiliated
D Dr. Ravikumar. P Clinician Affiliated
(Clinician) y Dr. Suresh Kumar. S Clinician Not Affiliated

£ Dr. Mahalakshmy. T Clinician Not Affiliated
?C’luﬁzl’;;)" S mareS " Dr. Ganesh. R Basic Medical Scientist Affiliated

o Dr. Nishanthi. A Basic Medical Scientist Affiliated
?C'i] I;l;;g":;ha[aks*‘ my .: Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Ganesh. R f’ It is hereby confirmed that neither you nor any of the study team members have
(Basic Medical Scientist) ! participated in the voting/decision making procedures of the committee.
Dr. Nishanthi. A i The EC has reviewed and approved the following documents submitted for the
(Basic Medical Scientist) { above mentioned clinical study.
Dr. Sandhiya. S :S 1. Research Proposal (Section A to D)
(Basic Medical Scientist) h 2. Data collection form / proforma

1y 3. Consent form (Part1 & I in English and Tamil) (if applicable)

. o
Mr. A. Karunamoorthy + The EC hereby approves the proposal entitled, “MR imaging evaluation of

| ! . : ; e ;
oen =toen) 5 perianal fistula with and without percutaneous instillation of aqueous jelly — A
Mrs. Chitra Shah h comparative study”
(Social scientist) i
It
Mrs. Meenakshi .
(Lay person) by

The Member Secretary, SMVMCH - Ethics Committee
Phone, 0413 — 2643030, Mobile. 948 748348
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Chairman:

; : The EC hereby approves the proposal entitled, “A comparison of structure and
Dr. Thiagarajan. T, pnp | : : % : To
Founder & CEO. % function of vocal cords before and after surgical excision of the benign lesions™.

TIDES Institute of Health &

Medical Science It is understood that the study will be conducted under your direction, in a total
of 40 research participants, at Dept. of ENT, as per the submitted protocol.

Member Secretary:

Dr. Vimal. M h
E mail: smvmcheci@smvmch.ac.in
drvimalm(@gmail.com

Date of approval of the study: 26/02/2021

Iy
;\
i

No deviations from, or changes of the protocol and Informed Consent Document

Members: ‘1 should be initiated without prior written approval by the EC of an appropriate
Dr. Amol R Dongre l amendment. The EC expects that the investigator should promptly report to the
(Cliniclan) I EC any deviations from, or changes of, the protocol to eliminate immediate
Dr. Bupathy. A . hazards to the research participants and about any new information that may
(Clinician) i affect adversely the safety of the research participants or the conduct of the trial.

Dr. Girija. S l: This approval is valid for the entire duration of the study. A copy of the final
(Clinician) ! report should be submitted to the EC for review. But for studies which will

5 _ continue for more than a year, a continuing review report needs to be submitted
Dr. K. N. Viswanathan % his 1 :
(Clinician) 3 (within 1 month of the due date i.e. 11 months from the date of approval) on or
i 2022.
S kel : before 25/01/2022
(Clinician) ¥
I The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

Dr. Suresh Kumar. S : and other applicable regulatory requirements.

(Clinician) X

Dr. T. Mahalakshmy :
(Clinician) 1y Sincerely yours

Dr. Ganesh. R

(Basic Medical Scientist) | @W’/J’m e

Dr. Nishanthi. A I Membcr Secrstary
(Basic Medical Scientist) g Signature & date with Stamp
Dr. Sandhiya. S ©  Dr.ViMAL.M
(Basic Medical Scientist) » Member Secretary

' SMVMCH Ethics Committee
Mr. A. Karunam ' ESTED
(Legal Expert) Q?QHE COPY ATT

Mrs. Chitra Shah
(Social scientist)

aN

Meenakéhi s QU VINAYAGAR
Meenakshi Méﬂlch:\L COLLBGE & HOSPITAL
pers( RTHALKUPPAM,
TSON). T KALITHEERTHAL b

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smvmch.ac.in,|
i

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh, R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy

Iy
{

h
)

i

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
~ Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ |27 /2021 Date: 26.02.2021

To
Dr. Hemalakshmi. R,
Dept. of ENT.

The study no. EC/68/2021 entitled, “A comparison of structure and function of
vocal cords before and after surgical excision of the benign lesions”.

Dear Dr. Hemalakshmi. R,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi, A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)

(Legal Expert) ” 2. Data collection form / proforma

?Slc:z};:i:;:tiss?;h " 3. Consent form (Part I & II in English and Tamil) (if applicable)
Mrs. Meenakshi b

(Lay person) b

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 - 2643030, Mobile. 9486748348

/‘L ATTE 5TED
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Chairman:

Dr. Thiagarajan. T, pn. p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmcheci@smvmch.ac.in

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shatl RUE C ¢

(Social scientist)
Mrs. Meenakshi
(Lay person)

iy
iy

MEGICA: ¢
* LULLEG
KAL'U‘!FFIRTH
ERTHA|
MADAGAGIPET, PUDLGI S

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Expression of pl16™%* in
Squamous Cell Carcinoma of Head and Neck region™.

It is understood that the study will be conducted under your direction, in a total
of 54 research participants, at Dept. of Pathology, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

—_—

o 2

Member Secretary
Signature & date with Stamp

Dr. ViMAL.M
Nember Secretary
gMVMCH Ethics committee

#’Y ATTESTED

ose,;?ﬁu_ The Member Secretary, SMVMCH - Ethics Committee

PPAM,
RY-605 107, Phone: 0413 — 2643030, Mobile: 9486748348

”
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o)

(6) 53 Sri Manakula Vinayagar Medical College and Hospital,

et Pondicherry - 605 107
Chairman: . Approval letter for observational Research Study
Dr. Thiagarajan. T, pup : ; -ECO/ /2021 Date: 26.02.2021
Founder & CEO, : No: outward/SMVMCH-ECO/AL/ |22
TIDES Institute of Health & *
Medical Science I To

b : h Dr. Manjula. N,

Member Secretary: X Dept. of Pathology.
Dr. Vimal. M 7 =
E mail:smymchec@smvmch.ac.in,, The study no. EC/36/2021 entitled, “Expression of p16™* in Squamous Cell
drvimalm@gmail.com A Carcinoma of Head and Neck region”.
Members: _' Dear Dr. Manjula. N,
Dr. Amol R Dongre The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

(Clinician) 10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as

f Chairman. The list of members who attended the meeting is as follows.
Dr. Bupathy. A 1y
(Clinician)

Name of the Member Position on EC Affiliation
Dr. Girija. S , Dr. Thiagarajan. T Chairman Not Affiliated
(Clinician) ' IDr. Vimal. M Member Secretary Affiliated
Dr. K. N. Viswanathan Dr. Amol R Dongre Clinician Affiliated
(Clinician) Iy Dr. Bupathy. A Clinician Affiliated
e ' Dr.Girija. S Clinician Affiliated
(Clinician) g Dr. K. N. Viswanathan Clinician Affiliated
'| Dr. Ravikumar. P Clinician Affiliated
Ciees o ! [Dr. Suresh Kumar. S Clinician Not Affiliated
7 Dr. Mahalakshmy. T Clinician Not Affiliated
gz'i'i:i‘;gn‘;ha'akmmy :' .’ Dr. Ganesh. R Basic Medical Scientist Affiliated
h Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Ganesh. R t Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
(Basic Medical Scientist) j;
Dr. Nishanthi. A =’ It is hereby confirmed that neither you nor any of the study team members have
(Basic Medical Scientist) h participated in the voting/decision making procedures of the committee.
Dr. Sandhiya. S " The EC has reviewed and approved the following documents submitted for the
(Basic Medical Scientist) |, above mentioned clinical study.
Mr. A. Karunamoorthy I. Research Proposal (Section A to D)
(Legal Expert) , 5

2. Data collection form / proforma

Mrs. Chitra Shah h = : B 5
(Social scientist) g 3. Consent form (Part I & II in English and Tamil) (if applicable)
1
Mrs. Meenakshi 4
(Lay person) 1y
The Member ;gcrera_rry',_ SMVMCH - Ethics Committee
TRUE COAY ATTESTED
Phone, 0413 — 2643030, Mobile. 9486748348
CEAN
SRI MANAKULA VI YAGAR
MEDICAL COLLEGE 8 HOSPITAL
KALITHEERTHALKURPAM,
MADAGADIPET, PUDUCHERRY-805 107, |
S—— 4 e
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Chairman:

Dr. Thiagarajan. T, ph.p

Founder & CEO,
TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in',
i

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person).

Bl EE]
KALITHEERTHAL
MADAGADIPET, PUDUCH)

Iy

TRUE cARy AT

%?'?Af 3 The Member Secretary, SMVMCH - Ethics Committee
RRY-605 107,

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “To study the diagnostic utility of
urine sediment scoring and urinary IL-18 level in patients with Acute Kidney
Disease™.

It is understood that the study will be conducted under your direction, in a total

of 81 research participants, at Dept. of Pathology, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from. or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022. ;

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

ol
w%&\

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee
TESTED

Phone. 0413 — 2643030, Mobile: 9486748348




WULA
RS

7
S : 4{7
: Q@D :

3 g »
T g

% el
¥ College snd™

yod ™

%

Chairman: §

Dr. Thiagarajan. T, py, p

Founder & CEO, Iy
TIDES Institute of Health &
Medical Science i

Member Secretary: :

Dr. Vimal. M 1

E mail:smymchec@smvmeh.ac.in,
drvimalm@gmail.com :;

Iy

Members:

Dr. Amol R Dongre T
(Clinician)
Dr. Bupathy. A ¥
(Clinician) 4
Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan J
(Clinician)
Dr. P. Ravikumar %
(Clinician) 4
Dr. Suresh Kumar. S
(Clinician) i
Dr. T. Mahalakshmy I
(Clinician) I

Dr. Ganesh. R It
(Basic Medical Scientist) |

Dr. Nishanthi. A '
(Basic Medical Scientist) I

Dr. Sandhiya. S 4
(Basic Medical Scientist) o

Mr. A. Karunamoorthy I
(Legal Expert) i

Mrs. Chitra Shah
(Social scientist) 4

Mrs. Meenakshi %
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/!OSS!SMVLI\;I«CH/InSEIPY(ffOl3/Re—rcgistration-20 17 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ [ ] /2021 Date: 26.02.2021

To
Dr. Keerthyraj. N,
Dept. of Pathology.

The study no. EC/65/2021 entitled, “To study the diagnostic utility of urine
sediment scoring and urinary IL-18 level in patients with Acute Kidney Disease”.

Dear Dr. Keerthyraj. N,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar, P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part [ & I in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile, 9486748348
TRUE CLAPY ATTESTED

SEAl
BRI MANAKUDA VINAYAGAR
MEDICAL COLLEGE & HOSPITAL :
KALITHEERTHALKUPPAM,
MADAGADIPET, PUDUCHERRY-805 107}
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Chairman:

Dr. Thiagarajan. T, py. p

Founder & CEO,

TIDES Institute of Health &

Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

TRUEZ COPY ATTESTED  The Member Secretary, SMVMCH - Ethics Committee

SR MANARULA

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Study of expression of apoptotic
marker Bel- 2 in Lichen planus and its clinicopathological correlation™.

It is understood that the study will be conducted under your direction, in a total
of 40 research participants, at Dept. of Pathology. as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
; report should be submitted to the EC for review. But for studies which will
' continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
h before 25/01/2022.

The EC functions in accordance with ICH GCP. Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Iy Sincerely yours

fovwial
I Member Seél‘etary
1t Signature & date with Stamp

Dr. VIMAL.M
| Member Secretary‘
gMVMCH Ethics Committee

Phone. 0413 — 2643030, Mobile, 9486748348
CEAN

HALITHEERTHALKUPPA!

MADAGADIPET, PUDUCHERRY-60 107,




SMVMCH - ETHICS COMMITTEE

pRULA 1 16
P ‘ Y, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
=/ b
— ‘, @ .
@ ( ) /% Sri Manakula Vinayagar Medical College and Hospital,
% N 2o tupe & ; 3
o Pondicherry - 605 107
Chairman: ¥ Approval letter for observational Research Study
Dr. Thiagarajan. Toemp ) 0. oueward/SMVMCH-ECO/AL/ 130 /2021 Date: 26.02.2021
Founder & CEO, 1
TIDES Institute of Health &
Medical Science I To
R Lec Seenstite: Dr. Ranisha Aboobacker,
SICmber Secretary: h Dept. of Pathology.
Dr. Vimal. M ' :
E mail:smymchec@smyvmch.ac.in,| The study no. EC/44/2021 entitled, “Study of expression of apoptotic marker Bcl- 2
drvimalm@gmail.com " in Lichen planus and its clinicopathological correlation”.
Mentbers: J Dear Dr. Ranisha Aboobacker,
Dr. Amol R Dongre The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
(Clinician) { 10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as

f Chairman. The list of members who attended the meeting is as follows.
Dr. Bupathy. A iy
(Clinician) '

t Name of the Member Position on EC Affiliation
Dr. Girija. § b [Dr. Thiagarajan. T Chairman Not Affiliated
(Clinician) { Dr. Vimal. M Member Secretary Affiliated -
Dr. K. N. Viswanathan ‘ [Dr. Amol R Dongre Clinician Affiliated
(Clinician) ' Dr. Bupathy. A Clinician Affiliated
S ' |Dr.Girija. § Clinician Affiliated
(Clinician) . Dr. K. N. Viswanathan Clinician Affiliated

;; Dr. Ravikumar. P Clinician Affiliated
(Iz;l-]:;g::;‘ S e Dr. Suresh Kumar. S Clinician Not Affiliated

s Dr. Mahalakshmy. T Clinician Not Affiliated
E:fl-i:;;;’;ha'ﬂ"shmy . |Dr. Ganesh.R Basic Medical Scientist Affiliated

Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Ganesh. R ' Dr. Sandhiya. S Basic Medical Scientist|  Not Affiliated
(Basic Medical Scientist) 4
Dr. Nishanthi. A i It is hereby confirmed that neither you nor any of the study team members have
(Basic Medical Scientist) ! participated in the voting/decision making procedures of the committee.
Dr. Sandhiya. S " The EC has reviewed and approved the following documents submitted for the
(Basic Medical Scientist) N above mentioned clinical study.
Mr. A. Karunamoorthy I. Research Proposal (Section A to D)
(Legal Expert) [} 2. Data collection form / proforma
Mrs. Chitra Shah ] : 2 o :
(Social scientist) ; 3. Consent form (Part I & 11 in English and Tamil) (if applicable)
Mrs. Meenakshi :;
(Lay person) 4

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile, 9486748348

DEAM
SRI MAN &K ULA VINAYAGAR
MEDICAL C.OLLEGE & MOSPITAL
KALITHEERTHALKURPAM

MADAGADIPET, PUDUCHERRY-605 197,




Chairman:

Dr. Thiagarajan. T, pp. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in i

drvimalm@gmail.com X

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S 1]

(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist) s

Mr. A. Karunamoorthy

(Legal Expert) .
TRUE CG PY ATTESTED

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi "

(Lay person)

MEDICAL GOLLE
KALITHEERTHALKUPPAM,

SMVMCH Ethics C

SMYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Study of immunohistochemical
expression of Ki-67 in skin biopsies of Psoriasis and its clinico-pathological
correlation”.

It is understood that the study will be conducted under your direction, in a total
of 50 research participants. at Dept. of Pathology. as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from. or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

%@“ﬁgg\iﬁ-‘
Member Secretary
Signature & date with Stamp

pr. VIMAL.M

Member Secretary
l ommittee

& HOSPITAL

The Member Secretary, SMVMCH - Ethics Committee

MADAGADIPET, PUDUCH RRY-605 107.

Phone. 0413 — 2643030, Mobile. 9486748348
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Chairman:

Dr. Thiagarajan. T, pp.p
Founder & CEQ, !I
TIDES Institute of Health & :
Medical Science 4

Member Secretary:

Dr. Vimal. M :

E mail:smvmchec@smymch. ac.in;_‘
drvimalm@gmail.com i

h
Members: "

o
Dr. Amol R Dongre Q,
(Clinician) 4

Dr. Bupathy. A
(Clinician)

Dr. Girija. S h
(Clinician) i
Dr. K. N. Viswanathan '
(Clinician) i
Dr. P. Ravikumar I
(Clinician) I
Dr. Suresh Kumar. S I
(Clinician) i
Dr. T. Mahalakshmy
(Clinician) I

Dr. Ganesh. R 3
(Basic Medical Scientist)

Dr. Nishanthi, A h
(Basic Medical Scientist) I

Dr. Sandhiya. S I
(Basic Medical Scientist) 3

Mr. A. Karunamoorthy I
(Legal Expert) <

Mrs. Chitra Shah 1y
(Social scientist) fy

Mrs. Meenakshi iy
(Lay person) L

SMVMCH - ETHICS COMMITTEE

(ECRJEOSSISMVEICHI-Insi/PY;?'.Ol3/Rc~rcgistration-20 17 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (9_7 /2021 Date: 26.02.2021
To

Dr. Sushmitha. J,

Dept. of Pathology.

The study no. EC/47/2021 entitled, “Study of immunohistochemical expression of
Ki-67 in skin biopsies of Psoriasis and its clinico-pathological correlation”.

Dear Dr. Sushmitha. J.

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee,
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part 1 & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348
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Chairman:
Dr. Thiagarajan. T, pnp |
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec(@smvmch.ac.i l
drvimalm@gmail.com .

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan t
(Clinician) n
Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S '
(Clinician)

Dr. T. Mahalakshmy
(Clinician) J

Dr. Ganesh. R n
(Basic Medical Scientist)

Dr. Nishanthi. A ‘
(Basic Medical Scientist) Iy

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy '

(Legal Expert) I

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person) S,

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Intimate partner violence and
assessment of suicidalitiy, depression and anxiety in chronic and severely mentally ill
patients™.

It is understood that the study will be conducted under your direction, in a total
of 156 research participants. at Dept. of Psychiatry, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

=)
o

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile:. 9486748348
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Chairman:

Dr. Thiagarajan. T, p,, p,
Founder & CEO, i

TIDES Institute of Health &
Medical Science

Member Secretary: :
Dr. Vimal. M |

E mail:smymchec@smymch.ac.in,'
drvimalm@gmail.com !

Members:

Dr. Amol R Dongre

(Clinician)

Dr. Bupathy. A

(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan I

(Clinician) Iy

Dr. P. Ravikumar :f

(Clinician) q

Dr. Suresh Kumar. S i

(Clinician)

Dr. T. Mahalakshmy X

(Clinician) I
I

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A )
(Basic Medical Scientist) Iy

Dr. Sandhiya. S i
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert) .

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi i
(Lay person) u

SMVMCH - ETHICS COMMITTEE

(ECR/ lOSS/SMVMtHf[nst/PYéOlS/Rc-rcgistration-20l7 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (28 /2021 Date: 26.02.2021

To
Dr. Preethi. S,
Dept. of Psychiatry.

The study no. EC/38/2021 entitled, “Intimate partner violence and assessment of
suicidalitiy, depression and anxiety in chronic and severely mentally ill patients”.

Dear Dr. Preethi. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither You nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

il

The Member Secret Jy, SMVMCH - Ethics Committee
Phone. 03139643030, ‘Moblie: 9480748348

SRI MANAKLUILA MINAYAGAR
MEDICAL COLLEGE\& HOSPITAL
KALITHEERTHALKUFPAM,
MADAGADIPET, PUDUCHERRY-605 107,
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P 42
a2 %
Z| (', 12 Sri Manakula Vinayagar Medical College and Hospital,
Sormr g Pondicherry - 605 107
Colleae a“d‘a i
Chairman: %

= 5 The EC hereby approves the proposal entitled, “Screen time and its association
Dr. Thiagarajan. T,pp.p x : 1 s e »
Founder & CEO. with quality of sleep and its impact on mental health among engineering students™.

TIDES Institute of Health &

Fiedical Saience 1 It is understood that the study will be conducted under your direction, in a total

of 363 research participants, at Dept. of Psychiatry, as per the submitted
Member Secretary:

Dr. Vimal. M 4
E mail: smvmchec@smvmch.ac.in',

protocol.

drvimalm(@gmail.com

Date of approval of the study: 26/02/2021

Members:

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
Dr. Bupathy. A EC any deviations from, or changes of, the protocol to eliminate immediate
(Clinician) hazards to the research participants and about any new information that may
Dr. Girija. S 4 affect adversely the safety of the research participants or the conduct of the trial.
(Clncian : This approval is valid for the entire duration of the study. A copy of the final
Dr. K. N. Viswanathan i report should be submitted to the EC for review. But for studies which will
(Clinician) " continue for more than a year, a continuing review report needs to be submitted
Dr. P. Ravikumar : (within 1 month of the due date i.e. 11 months from the date of approval) on or
(Clinician) 4 before 25/01/2022.

Dr. Amol R Dongre
(Clinician)

D % Tie EC fuetions imagerdance with 1CH GEP, Sehiedsle ¥, IGNK guidelines

SN ‘r and other applicable regulatory requirements.
r. T. Mahalakshmy

(Clinician) i

Dr. Ganesh. R " Sincerely yours
(Basic Medical Scientist) |

1 = OD/
Dr. Nishanthi. A . %W&b 1&\&\

(Basic Medical Scientist) N Member Secretary

Dr. Sandhiya, S : Signature & date with Stamp
(Basic Medical Scientist) :: Dr. VIN!AL-M
l Member Secretary

Mr. A. Karunamoorthy

; Ethics Committee
(Legal Expert) TRUE GOPY ATT%@!%H

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi AN
(Lgy person) spi MERRJLA JINAYAGAR

KALITHEER JALK

MADAGADIPET, PU CHERRY-G05 107. The Member Secretary, SMVMCH - Ethics Commilttee

Phone: 0413 — 2643030, Mobile: 9486748348
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Dr. Thiagarajan. T, pp.p
Founder & CEO, Iy

TIDES Institute of Health & '
Medical Science i

Member Secretary: ::

Dr. Vimal. M

E mail:s &m@@w@
drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A ¢
(Clinician) g
Dr. Girija. S
(Clinician) I
Dr. K. N. Viswanathan I
(Clinician) :
Dr. P. Ravikumar I
(Clinician) 4
Dr. Suresh Kumar. S iy
(Clinician) '
Dr. T. Mahalakshmy I
(Clinician) Iy

Dr. Ganesh. R i
(Basic Medical Scientist)

Dr. Nishanthi. A "
(Basic Medical Scientist)

Dr. Sandhiya. S ’
(Basic Medical Scientist) "

Mr. A. Karunamoorthy '
(Legal Expert) 4

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/InstPY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (2F / 2021 Date: 26.02.2021

To
Dr. Sriramadesigan. R,
Dept. of Psychiatry.

The study no. EC/19/2021 entitled, “Screen time and its association with quality of
sleep and its impact on mental health among engineering students”,

Dear Dr. Sriramadesigan. R.
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr, Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)
2. Data collection form / proforma

3. Consent form (Part I & 11 in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

BRI MANAKLILA VI
MEDICAL COLLEGE & EPITAL
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Chairman:

Dr. Thiagarajan. T, pn.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmeh.ac.in

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

T
i

SMVMCH - ETHICS COMMITTEE

(ECRJIOSB/SWMCI—U]IISU’PYBOI3/Rc-rcgis!rati0n-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Depression and Anxiety among on
hemodialysis and its implication on caregivers in a tertiary care hospital”.

It is understood that the study will be conducted under your direction, in a total
of 99 research participants, at Dept. of Psychiatry, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

m“%ﬁx\
Member Secretary

Signature & date with Stamp

Dr. VvIMAL.M

member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Commitiee
Phone. 0413 — 2643030, Mobile. 9486748348
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Chairman:

Dr. Thiagarajan. T, py. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smvmchec@smvmci.ac.in 3

drvimal, mail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

1y

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (2€ /2021 Date: 26.02.2021
To

Dr. Vasanth. K,

Dept. of Psychiatry.

The study no. EC/17/2021 entitled, *“Depression and Anxiety among on
hemodialysis and its implication on caregivers in a tertiary care hospital”.

Dear Dr. Vasanth. K,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. $ Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

”“’"i’,- 041 3—:¢f43039,-,1g@i1e, 9486748348
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Chairman:

Dr. Thiagarajan. T, pr. p
Founder & CEO.

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M 4
E mail: smvmchec@smvmch.ac.in! )
drvimalm(@gmail.com .

Members: .
Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A 1y
(Clinician) |
Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar 1
(Clinician) %
Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy <
(Clinician) I

Dr. Ganesh. R I
(Basic Medical Scientist) iy

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S Iy
(Basic Medical Scientist) 0

Mr. A. Karunamoorthy N
(Legal Expert) 1y

Mrs. Chitra Shah %
(Social scientist) 1
Mrs. Meenakshi %
(Lay person) :

SMVMCH - ETHICS COMMITTEE

(ECR!]OSSISMVMCI—UIMII’PY!Z(}I3ch—rcgis!ration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Comparison of effectiveness of
near infrared spectroscopy with conventional peripheral venous access in children™.

It is understood that the study will be conducted under your direction, in a total

of 217 research participants, at Dept. of Paediatrics, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y. ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

L) 2| &\
Member éél::retary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

e

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile. 9486748348
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Chairman:

Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

Emmlmv_m’zse@b;m_mwm‘

drvimali mail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ |25 /2021 Date: 26.02.2021
To

Dr. Pokala Prashanth,

Dept. of Paediatrics.

The study no. EC/54/2021 entitled, “Comparison of effectiveness of near infrared
spectroscopy with conventional peripheral venous access in children®.

Dear Dr. Pokala Prashanth,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 ~ 264%%%?5_}‘5‘[0&1& 9486748348
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Dr. Thiagarajan. T, pp.p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail: smvmchect@smvmch.ac. m
drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R 1
(Basic Medical Scientist) Iy
Dr. Nishanthi. A ]
(Basic Medical Scientist)

Dr. Sandhiya. S %
(Basic Medical Scientist) i

Mr. A. Karunamoorthy h
(Legal Expert) i

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi L
(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Comparison of NASAL Mask with
NASAL prongs for delivering continuous positive airway pressure in neonates”.

It is understood that the study will be conducted under your direction, in a total

of 64 research participants, at Dept. of Paediatrics, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

O v } 2
Member Secr’é’ ry

Signature & date with Stamp

pr. VIMAL. M
Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
ESTED Phone, 0413 — 2643030, Mobile. 9486748348
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Chairman:

Dr. Thiagarajan. T, p, p
Founder & CEO,

TIDES Institute of Health & '
Medical Science

Member Secretary:

Dr. Vimal. M :

E mail:smvmchecd@smvmch.ac.in,'
drvimalm@gmail.com

Members:

Dr. Amol R Dongre iy
(Clinician) It

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan by
(Clinician) %
Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S

(Clinician)

Dr. T. Mahalakshmy '
(Clinician) i

Dr. Ganesh. R "
(Basic Medical Scientist)

Dr. Nishanthi. A /!
(Basic Medical Scientist) Iy

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy )
(Legal Expert) 4

Mrs. Chitra Shah :
(Social scientist) Iy

Mrs. Meenakshi it
(Lay person) L

SMVMCH - ETHICS COMMITTEE

(ECR/ lOSSJSMVMC]—UInsTJPYQOI 3/Re-registration-2017 DT.28.03.2018)

Sti Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 2‘} /2021 Date: 26.02.2021

To
Dr. Kolluru Reshma,
Dept. of Paediatrics.

The study no. EC/54/2021 entitled, “Comparison of NASAL Mask with NASAL
prongs for delivering continuous positive airway pressure in neonates”.

Dear Dr. Kolluru Reshma,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Memper Secretary, SMVMCH - Ethics Committee

Phone{| 0413 — 2643030, Mobile. 9486748348
v ATTESTED
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Chairman:

Dr. Thiagarajan. T, py. p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmcheci@smvmch.ac. m

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy

(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah

(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A cross sectional study on sleep
disorders and effects of various sleep habits in children aged 4-12 years attending
OPD in tertiary care centre”.

It is understood that the study will be conducted under your direction, in a total
of 228 research participants, at Dept. of Paediatrics, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from. or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

<
L
T
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile. 9486748348
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(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
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Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
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(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1 OSBfSMVMC}‘lj[HS-.UPY}.ZO 13/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ [2.8 /2021

To

Dr. Ancy Jenilet Rajendran,

Dept. of Paediatrics.

The study no. EC/30/2021 entitled, “A cross sectional study on sleep disorders and
effects of various sleep habits in children aged 4-12 years attending OPD in tertiary

care centre”.

Dear Dr. Ancy Jenilet Rajendran,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as

Date: 26.02.2021

Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the

above mentioned clinical study.

I. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part | & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile. 9486748348

YAGAR
MEDICAL COLLEGE & O8PITAL
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Dr. Thiagarajan. T, pp '
Founder & CEO, Iy
TIDES Institute of Health &

Medical Science 1
Member Secretary:

Dr. Vimal. M
E mail: smvmchec@smvmch.ac.in

drvimalm! ail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A

(Clinician)

Dr. Girija. § 4
(Clinician) '
Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R I
(Basic Medical Scientist) 1

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S i
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

gMVMCH Ethi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Efficacy of Point of care
ultrasound in detecting central line tip position in neonates”.

It is understood that the study will be conducted under your direction, in a total
of 51 research participants, at Dept. of Paediatrics, as per the submitted protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within | month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP. Schedule Y. ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Member Secretary
Signature & date with Stamp

pr. VIMAL.M

ember Secretary

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile: 9486748348
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Dr. Thiagarajan. T, p, p
Founder & CEO,

TIDES Institute of Health &
Medical Science Iy

Member Secretary: 1

Dr. Vimal. M I
E mail:smymchec@smvmch.ac.in,|
drvimalm@gmail.com :

Members: iy

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A %
(Clinician)
Dr. Girija. S
(Clinician)
Dr. K. N. Viswanathan I
(Clinician) i
Dr. P. Ravikumar 3
(Clinician) J
Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy Iy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S i
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah h
(Social scientist) i

Mrs. Meenakshi f
(Lay person) 4

SMVMCH - ETHICS COMMITTEE

(ECR/1 088.’SMVMCHIInstJPYI-20 13/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/ SMVMCH-ECO/AL/ [2.2- / 2021 Date: 26.02.2021

To
Dr. Shobana. S,
Dept. of Paediatrics.

The study no. EC/15/2021 entitled, “Efficacy of Point of care ultrasound in
detecting central line tip position in neonates”.

Dear Dr. Shobana. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & 11 in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - E;r‘hj;:.g Commitiea s =2
AT e e
Phone. 0413 — 2643030, mbil& 9486748348
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Chairman:

Dr. Thiagarajan. T, pn.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchecl@smvmch.ac. mn

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S

(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Evaluation of cord blood alkaline
phosphatase as an indicator of neonatal jaundice in healthy term neonates™.

It is understood that the study will be conducted under your direction, in a total
of 124 research participants, at Dept. of Paediatrics, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

[N

%W’/Mju
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary \

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile: 9486748348

MED! AL COULEGE & NOSPITAL
RALITHEERTHALKURPAM,
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Chairman: .

Dr. Thiagarajan. T, pp.p
Founder & CEO, f:

TIDES Institute of Health &
Medical Science

Member Secretary: ‘

Dr. Vimal. M J

E mail:smvmchec@smvmch. agm |,
drvimalmi@egmail.com : .

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/[2-| /2021 Date: 26.02.2021

To
Dr. Vishnu Priya. S. R,
Dept. of Paediatrics.

The study no. EC/22/2021 entitled, “Evaluation of cord blood alkaline phosphatase
as an indicator of neonatal jaundice in healthy term neonates”.

Dear Dr. Vishnu Priya. S. R,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

(Ciioan) Name of the Member Position on EC Affiliation
Dr. Girija. § L Dr. Thiagarajan. T Chairman Not Affiliated
(Clinician) { Dr. Vimal. M Member Secretary Affiliated
Pr. K. N. Viswanathan Dr. Amol R Dongre Clinician Affiliated
(Clinician) 3 Dr. Bupathy. A Clinician Affiliated
et n o ' [Dr.Girija. § Clinician Affiliated
(Clinician) f; Dr. K. N. Viswanathan Clinician Affiliated
y Dr. Ravikumar, P Clinician Affiliated
i e ! |Dr. Suresh Kumar. S Clinician Not Affiliated
3 Dr. Mahalakshmy. T Clinician Not Affiliated
ngl-inTi-cR:n*;ha'akshmy '\ [Dr.Ganesh.R Basic Medical Scientist Affiliated
" Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Ganesh. R Dr. Sandhiya. S Basic Medical Scientist| ~ Not Affiliated
(Basic Medical Scientist) 5
Dr. Nishanthi. A ‘i It is hereby confirmed that neither you nor any of the study team members have
{Basie Wikrical Seienisg ¢ participated in the voting/decision making procedures of the committee.
Dr. Sandhiya. S ]j The EC has reviewed and approved the following documents submitted for the
(Basic Medical Scientist) above mentioned clinical study.
Mr. A. Karunamoorthy 3 1. Research Proposal (Section A to D)
(Legal Expert) : 2. Data collection form / proforma
Mrs. Chitra Shah I . v S :
Socisl I 3. Consent form (Part [ & II in English and Tamil) (if applicable)
Mrs. Meenakshi 4
(Lay person) "

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 42643080, Mobile. 9486788548
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Chairman:

Dr. Thiagarajan. T, pn.p

Founder & CEO,

TIDES Institute of Health &

Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmeh.ac.in

drvimalm{@egmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH Ethics Com

SMYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Functional constipation in children
aged 1 to 12 years and its response to intervention with dietary modification and
laxatives”.

It is understood that the study will be conducted under your direction, in a total
of 165 research participants, at Dept. of Paediatrics, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours
<
; 2\
Member Secretary
Signature & date with Stamp

pr. VIMAL.M

ber Secretary
ot mittee

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pp. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary: {

Dr. Vimal. M I
E mail:s mmlxeg@mvmch.ac.m

drvimali mail.com

Members: i
Dr. Amol R Dongre T
(Clinician) It
Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan I
(Clinician) i
Dr. P. Ravikumar
(Clinician) J
Dr. Suresh Kumar. S 3
(Clinician) Iy
Dr. T. Mahalakshmy i

(Clinician) 1

Dr. Ganesh. R iy
(Basic Medical Scientist) !

Dr. Nishanthi. A
(Basic Medical Scientist) I

Dr. Sandhiya. S Iy
(Basic Medical Scientist) 4

Mr. A. Karunamoorthy i
(Legal Expert) 4

Mrs. Chitra Shah I
(Social scientist) 1

Mrs. Meenakshi 1
(Lay person) !

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ (2-® / 2021 Date: 26.02.2021

To
Dr. Deepa @ Devika. R.
Dept. of Paediatrics.

The study no. EC/23/2021 entitled, “Functional constipation in children aged 1 to
12 years and its response to intervention with dietary modification and laxatives”.

Dear Dr. Deepa @ Devika. R,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
IDr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee

Phone. 0413 - 2643030.,%?%{.% %STE D




SMVMCH - ETHICS COMMITTEE

Member Secretary:

Dr. Vimal. M
E mail: smvmcheci@smvmch.ac.in;
drvimalm@gmail.com !

Members: 1y

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy ¥
(Legal Expert)

Mrs. Chitra Shah !
(Social scientist)
Mrs. Meenakshi
(Lay person)

TRUE ECPY ATTESTED

SM

pMULA 1, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.032018)
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Chairman: It is understood that the study will be conducted under your direction, in a total of
Dr. Thiagarajan. T, pp. p 40 research participants, at Dept. of Orthopaedics, as per the submitted protocol.
Founder & CEO. Date of approval of the study: 26.02.2021
TIDES Institute of Health &
Medical Science

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of. the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yo:as/

W W.m‘a.\

MEMBER SEC ARY

Dr. VIMAL.M
Member SGCYEtary

viicH Ethics committee

The Member Secretary, SMVMCH - Ethics Commitiee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p,.p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smymch.ac. m

drvimalm(@gmail.com

Members:

% Dr. Amol R Dongre

" (Clinician)

Dr. Bupathy. A

_ (Clinician)

8 Dr.Girija. S

=~ (Clinician)

.:" Dr. K. N. Viswanathan
~ (Clinician)

' Dr. P. Ravikumar

| (Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
- Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ | 1‘7 /2021 Date: 26.02.2021

To

Dr. Erlapati Naga Venkata Ganesh,
Dept.of Orthopaedics.

The study no. EC/41/2021 entitled, “Comparative study of Platelet Rich Plasma
versus corticosteroid injection in the functional outcome of chronic lateral
epicondylitis; A Randomised trial.”

Dear Dr. Erlapati Naga Venkata Ganesh,

The meeting of the SMVMCH Ethics Committee (SMVYMCH-EC) was held on
10.022021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & 11 in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Comparative study of Platelet

Rich Plasma versus corticosteroid injection in the functional outcome of chronic

lateral epicondylitis; A Randomised trial.”

p MEDICAL O Lr}h & HOSPIAL
KALITHEERTHALIKUPPAM,
WADAGABIPET, PLIYLCHERRY-605 107,




SMVMCH - ETHICS COMMITTEE

pNULA Y, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
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= Z , : : 5
A (6) s Sri Manakula Vinayagar Medical College and Hospital,
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Chairman:

Dr. Thiagarajan. T, p.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac. m )

drvimalm ail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

The EC hereby approves the proposal entitled, “Functional outcome of
intramedullary interlocking nailing for tibial fractures by suprapatellar approach — a
prospective study”.

It is understood that the study will be conducted under your direction, in a total

of 25 research participants, at Dept. of Orthopaedics, as per the submitted

protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

e
Member Sec!
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile:. 9486748348
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Chairman:

Dr. Thiagarajan. T, pp. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary: :
Dr. Vimal. M I
E mail:smvmchec@smvmch.ac.in:.

drvii mail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A i
(Clinician)
Dr. Girija. S h
(Clinician)
Dr. K. N. Viswanathan 1y
(Clinician)

Dr. P. Ravikumar ty
(Clinician) i
Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy Iy
(Clinician) I

Dr. Ganesh. R 3
(Basic Medical Scientist) i

Dr. Nishanthi. A I
(Basic Medical Scientist)

Dr. Sandhiya. S "
(Basic Medical Scientist) %

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/201 3/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ |€ /2021 Date: 26.02.2021

To
Dr. Muhamed Raffath. A. K,
Dept. of Orthopaedics.

The study no. EC/43/2021 entitled, “Functional outcome of intramedullary
interlocking nailing for tibial fractures by suprapatellar approach — a prospective
study™.

Dear Dr. Muhamed Raffath. A. K,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar., S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

I. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part [ & II in English and Tamil) (if applicable)

|

The Member Se. }Petmy, SMVMCH - Ethics Committee
43030, MODile-D486748348

DEAN
SRIMANARLULA VINAYAGAR
MEDICAL COLLESE & HOSPITAL

: KALITHEERTHALKUPPAM,
MADAGAQIFET, PUDUCHERRY-805 107,




Chairman:

Dr. Thiagarajan. T, pp.p

Founder & CEO,
TIDES Institute of Health &
Medical Science

Member Secretarv:
Dr. Vimal. M

E mail: smvmchec@smvmeh.ac. m I

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

TRUE COPY ATTESTED

KALITHEER

THALKU PAM,

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A comparative study of fracture
neck of femur managed by bipolar Hemiarthroplasty through moore and modified
Watson-Jones approach™.

It is understood that the study will be conducted under your direction, in a total
of 40 research participants, at Dept. of Orthopaedics, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

-

%W’"}&\u

Member Secre
Signature & date with Stamp

Dr. VIMAL. M
Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
FPhone. 0413 - 2643030, Mobile: 9486748348

MADAGADIPET, PUDUCHER Y-805 107,
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Chairman:

Dr. Thiagarajan. T, py p :
Founder & CEO, ‘
TIDES Institute of Health &

Medical Science E
Member Secretary: h

Dr. Vimal. M

E mail:smyvmchec@smyvmch.ac.in:.
drvimalm@gmail.com 4

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A *
(Clinician) hy

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ [|F /2021 Date: 26.02.2021

To
Dr. Nevil Sunny,
Dept. of Orthopaedics.

The study no. EC/40/2021 entitled, “A comparative study of fracture neck of femur
managed by bipolar Hemiarthroplasty through Moore and modified Watson-Jones
approach”.

Dear Dr. Nevil Sunny,
The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan I
(Clinician) 1

Dr. P. Ravikumar I
(Clinician) h
Dr. Suresh Kumar. S
(Clinician) ‘i
Dr. T. Mahalakshmy
(Clinician) N

Dr. Ganesh. R 4
(Basic Medical Scientist) !

Dr. Nishanthi. A h
(Basic Medical Scientist)

Dr. Sandhiya. S i
(Basic Medical Scientist) %

Mr. A. Karunamoorthy
(Legal Expert) 2

Mrs. Chitra Shah I
(Social scientist) I
Mrs. Meenakshi A
(Lay person) L

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy, T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 2643030 Mobile-PARSTARP48
\

i UPPAMN,
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Chairman:
Dr. Thiagarajan. T, pi.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail: smvmcheci@smvmeh.ac. m

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A Iy
(Clinician) %
Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. 8§
{Clinician}

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S ;
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah 1
(Social scientist) I
Mrs. Meenakshi

oc=AN
SRI MANAKU
MEDICAL COLL

MADAGADIPET,

(Lay person) ;
TRUH COPY ATTESTED

LA VINAYAGAR
£GE & HOSPITAL

THALKUPPAM,
KALITHEE DUGHERRY-605 107-

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled. “Comparison of the effect of
preoperative nebulisation of dexmedetomidine and clonidine on post operative sore
throat™.

It is understood that the study will be conducted under your direction, in a total
of 64 research participants, at Dept. of Anaesthesiology, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

M) (973 {N &L
Member Secretary
Signature & date with Stamp

Dr. VIMAL. M
Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary: :
Dr. Vimal. M !
E mail:smvmched@smvmeh.ac.in,
drvimalmi@gmail.com 4

Members:

. Dr. Amol R Dongre

" (Clinician)

Dr. Bupathy. A ¥

' (Clinician) 4

" Dr.Girija. S

~ (Clinician)

Dr. K. N. Viswanathan

- (Clinician) ;

. Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A !
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Murs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ li& /2021 Date: 26.02.2021

To
Dr. Mithra. R,
Dept. of Anaesthesiology.

The study no. EC/25/2021 entitled, “Comparison of the effect of preoperative
nebulisation of dexmedetomidine and clonidine on post operative sore throat™.

Dear Dr. Mithra. R,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348

TRug
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Chairman:
Dr. Thiagarajan. T, php

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@. mvmch.ac.in;]

drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S

(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
{Basic Medical Scientist)

Mr. A. Karunamoorthy

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
76 research participants, at Dept. of Anaesthesiology, as per the submitted protocol.
Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

b v?%.f 3121
MEMBER SECRETARY

(Legal Expert) pr. VIMAL.M
Mrs. Chitra Shah i Member Secretary
(Social scientist) . aMVMCH Ethics Committee
Mrs. Meenakshi

(Lay person)  TRUE QIOPY ATTESTED

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348
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MEDICAL COLLEQE & HOSPITAL
KALITHEERTHALKUPPAM,
MADAGADIPET, PUDU HERRY-G05 107,




\(ULA 17
\ g5 Y
. .‘/tlp

©

« SRI
qg*\ S M44/
q?cf. avg‘d'b

o, Coliege m;ﬂ"\d'
Chairman:

Dr. Thiagamjan. T, PhD
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M '

E mc:li!:.s'rm'mrlclrgtwmv.mch.az:iﬂ‘T
drvimalmi@gmail.com ’

[

Members:

& Dr. Amol R Dongre

| (Clinician)

~ Dr. Bupathy. A
(Clinician)

Dr. Girija. S

~ (Clinician)

Dr. K. N. Viswanathan
| (Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A I

(Basic Medical Scientist)

Dr. Sandhiya. S Iy

(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mours. Chitra Shah

(Social scientist) }

Mrs. Meenakshi 5

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ [LE /2021 Date: 26.02.2021

To

Dr. Gomathi. S,
Dept. of Anaesthesiology.

The study no. EC/62/2021 entitled, “Effect of preoperative Low dose transdermal
Buprenorphine in Spinal anaesthesia - A Randomized Control Study™

Dear Dr. Gomathi. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr, Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Effect of preoperative Low dose
transdermal Buprenorphine in Spinal anaesthesia - A Randomized Control
Study™

The Member Secretary, SMVMCH - Ethics Committee
RUE COPY ATTEST
Phone: 0413 — 26430307 Mobile. 0486745338 £0
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Chairman:

Dr. Thiagarajan. T, p,. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail: smvmcheci@smvmch.ac.in
drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A, Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

- SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
110 research participants, at Dept. of Anaesthesiology. as per the submitted
protocol.

Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

W)l;‘““ﬂ’ 9 |&)
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Chairman: ,

Dr. Thiagarajan. T, pn.p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail:smvmchec@smvmch. ac'.m ;
drvimalmi@gmail.com

Members:

~ Dr. Amol R Dongre
= (Clinician)
Dr. Bupathy. A
- (Clinician)
 Dr. Girija. S
= (Clinician)
~ Dr. K. N. Viswanathan !
~ (Clinician) Iy
Dr. P. Ravikumar i
. (Clinician)
Dr. Suresh Kumar. S
(Clinician)
* Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

& Dr. Nishanthi. A
~ (Basic Medical Scientist)

Dr. Sandhiya. S
{Basic Medical Scientist)

Mr. A. Karunamoorthy +
(Legal Expert) A
Mirs. Chitra Shah I
{Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ ﬂ‘-’ /2021 Date: 26.02.2021

To

Dr. Sharmila. A,
Dept. of Anaesthesiology.

The study no. EC/58/2021 entitled, “Comparative randomized controlled trial of

midline versus paramedian approaches to lumbar epidural catheter insertion for lower
abdominal surgeries”

Dear Dr. Sharmila. A,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
|Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Comparative randomized
controlled trial of midline versus paramedian approaches to lumbar epidural
catheter insertion for lower abdominal surgeries™

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, ph.p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch. ac_in:

drvimalmi@gmail.com

Members:

i

Dr. Amol R Dongre t

(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A

(Basic Medical Scientist) ‘

Dr. Sandhiya. S Iy

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
50 research participants, at Dept. of Anaesthesiology. as per the submitted protocol.
Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours
%‘D“‘;’"o& ALY
MEMBER SEC
Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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BRI ManaRLILA VINAY,
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Chairman:

Dr. Thiagarajan. T, p, p
Founder & CEOQ,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail:smvmchecasmymch.ac.in,
drvimalnia@gmail.com .

1

Members:

~ Dr. Amol R Dongre
| (Clinician)

Dr. Bupathy. A
© (Clinician)

Dr. Girija. S

& (Clinician)

" Dr. K. N. Viswanathan
| (Clinician)

| Dr. P. Ravikumar

. (Clinician)

8 Dr. Suresh Kumar. S %
(Clinician)

" Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist) n
Dr. Nishanthi. A ‘
(Basic Medical Scientist) ‘

Dr. Sandhiya. S8
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ /1.2 /2021 Date: 26.02.2021
To

Dr. Aishwarya Prasad.
Dept. of Anaesthesiology.

The study no. EC/57/2021 entitled, “Comparison of levobupivacaine and
levobupivacaine with dexamethasone in ultrasound guided supraclavicular brachial
plexus block for postoperative analgesia in upper limb surgeries- a double blinded
randomised control trial™

Dear Dr. Aishwarya Prasad,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr, Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Comparison of levobupivacaine
and levobupivacaine with dexamethasone in ultrasound guided supraclavicular
brachial plexus block for postoperative analgesia in upper limb surgeries- a
double blinded randomised control trial”
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Chairman:

Dr. Thiagarajan. T, p. p

Founder & CEO,

TIDES Institute of Health &

Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smymehec@smvmch.ac.in'

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
70 research participants, at Dept. of Anaesthesiology, as per the submitted protocol.
Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
i the head of the institution where the trial is been conducted within 10 calendar days
< of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

S ey,
'\ MEMBER smnﬁ@
Dr. VIMAL.M

¥ Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p, p

Founder & CEQ,
TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smvmch. mymeh.ac.in,

drvimalm@gmail.com
Members:

¢ Dr. Amol R Dongre
~ (Clinician)

" Dr. Bupathy. A

= (Clinician)

" Dr.Girija. S

;55 (Clinician)

~ Dr. K. N. Viswanathan
~ (Clinician)

| Dr. P. Ravikumar
& (Clinician)

" Dr. Suresh Kumar. S8

(Clinician)
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

| Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Murs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ []2- /2021 Date: 26.02.2021

To

Dr. Mugunda Raj. M,
Dept. of Anaesthesiology.

The study no. EC/39/2021 entitled, “Comparison of Buprenorphine and morphine as
an adjuvant to 0.25% Bupivacaine for post operative analgesia with ultrasound
guided transversus abdominis plane block in cesarean delivery”

Dear Dr. Mugunda Raj. M,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Comparison of Buprenorphine
and morphine as an adjuvant to 0.25% Bupivacaine for post operative analgesia
with ultrasound guided transversus abdominis plane block in cesarean delivery”

The Member Secretary, SMVMCH - Ethics Commiittee
Phone: 0413 — 2643030, 2Mobile 0486748348
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Chairman:

Dr. Thiagarajan. T, pp p
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:
Dr. Vimal. M

E mail: smmchec@smvmch.ac.in:

drvimalm{@gmail.com

Members:

- Dr. Amol R Dongre
(Clinician)

- Dr. Bupathy. A
. (Clinician)

~ Dr. Girija. S

{ (Clinician)

Dr. K. N. Viswanathan '
(Clinician) i
| Dr. P. Ravikumar 1
¢ (Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A
(Basic Medical Scientist) iy

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. K:arunamoorthy
(Legal Expert)

Mirs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018}

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
66 research participants, at Dept. of Anaesthesiology, as per the submitted protocol.
Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring trial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical frial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of. the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

WO ool aiay
MEMBER SECRETARY
Dr. VIMAL.M
Member Secretary
SMVMCH Ethics Committee

Fo ....unuieé

KALITHEERTHALKURPAM,
MADAGADIFET, PUDUCHERRY-G05 107.




Chairman:

Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smvimcheca@smvmch.ac.in, |

drvimal, il.com

Members:

= Dr. Amol R Dongre
| (Clinician)

" Dr. Bupathy. A

| (Clinician)

Dr. Girija. §

* (Clinician)

Dr. K. N. Viswanathan
| (Clinician)

B Dr P Ravikumar
f (Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy

(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

- Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ [1) /2021 Date: 26.02.2021

To

Dr. Ramprasath,
Dept. of Anaesthesiology.

The study no. EC/37/2021 entitled, “Comparison of Thoracic Paravertebral Block

and Erector Spinae Plane Block for Postoperative pain relief in Percutaneous
nephrolithotomy- a Randomized parallel group trial”

Dear Dr. Ramprasath,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar, P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Comparison of Thoracic
Paravertebral Block and Erector Spinae Plane Block for Postoperative pain relief
in Percutaneous nephrolithotomy- a Randomized parallel group trial”

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p, p
Founder & CEO,

TIDES Institute of Health &
Medical Scicnce

Member Secretary:

Dr. Vimal. M !
E mail: smvmchec@smymeh.ac.in',
drvimalm@gmail.com A

1

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy ’
{Clinician)

Dr. Ganesh. R
(Basic Medical Scientist) 3

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

{Basic Medical Scientist)

Mr. A. Karunamoorthy )
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH Eth

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
60 research participants, at Dept. of General Surgery, as per the submitted protocol.
Date of approval of the study: 26.02.2021

This approval is valid for the entire duration of the study.

It is the policy of EC that, it be informed about any onsite serious adverse event or
the unexpected adverse event report within 24 hours as per the formats specified in
SOP 09/V2 to the EC or by email if there is holiday. The report of SAE or death
after due analysis shall be forwarded by the Investigator to chairman of the EC and
the head of the institution where the trial is been conducted within 10 calendar days
of SAE or death.

In case of injury or death occurring ftrial subject the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had
obtained permission from the Licensing Authority for conduct of the clinical trial
shall make payments for medical management of the subject and also provide
financial compensation for the clinical trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 25.01.2022.

The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

m‘;’"’ﬂ’ 2)2)

MEMBER SEC Y

Dr. VvIMAL.M

mber Secretary
e ics committee

3 T YAGAR
MEGICAL COLLEGE & HOSPITAL

RALITHEERTHALKURPAM,
MADAGADIWET, PUDUCHERRY-805 107.
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Chairman:

Dr. Thiagarajan. T, pj, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail:smyvmchec@smvmch. ac.m

drvi mail.com

Members:

Dr. Amol R Dongre
\ (Clinician)

| Dr. Bupathy. A

| (Clinician)

| Dr.Girija. S
(Clinician)

~ Dr. K. N. Viswanathan
" (Clinician)

. Dr. P. Ravikumar

~ (Clinician)

. Dr. Suresh Kumar. S

{Clinician)
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
" (Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist) :
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVYMCH-ECO/AL/ [1© /2021 Date: 26.02.2021

To

Dr. Raman. NV,
Dept. of General Surgery.

The study no. EC/29/2021 entitled, “Seroma formation following mastectomy and
axillary lymph node dissection using quilting of flaps and conventional flap suturing
techniques — A Randomized control trial”.

Dear Dr. Raman. NV,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “Seroma formation following
mastectomy and axillary lymph node dissection using quilting of flaps and
conventional flap suturing techniques — A Randomized control trial”.

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE copy ATTESTED
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Chairman:

Dr. Thiagarajan. T, pp p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmcheci@smvmch.ac. inl

drvimal mail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Utility of Capillary Blood Glucose
and Temperature Monitoring with Non-Contact Thermometer for Assessment of Flap
Viability”.

It is understood that the study will be conducted under your direction, in a total
of 54 research participants, at Dept. of General Surgery, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

fowal
AAEY
Member Seggr:

Signature & date with Stamp

Dr. VIMAL.M
Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH REfGi&s Eonintilet ESTED
Phone: 0413 —2643030, Mobile: 94

8RI MAMTERNLA VINAYAGAR
MEDICAL COLLEGE & HOSPITAL
KALITHEERTHALKUPSAM,
MADAGADIPET, PUDUEHERRY-G05 107,




ULA
P-*. !’l/
S8
: Q@D :
=i P
w ix
%, 47

T

Coltege m-'r'-‘
Chairman:

Dr. Thiagarajan. T, pip
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary: !
Dr. Vimal. M

E mail:smymchec@smvmeh.ac.in,
drvimalm@gmail.com :

Members:

© Dr. Amol R Dongre

= (Clinician)

. Dr. Bupathy. A
(Clinician)

. Dr. Girija. §

~ (Clinician)

' Dr. K. N. Viswanathan
(Clinician)

" Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S 7
(Basic Medical Scientist) X
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah h
(Social scientist) vy

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ [ 07 12021 Date: 26.02.2021

To
Dr. Firdose. S,
Dept. of General Surgery.

The study no. EC/31/2021 entitled, “Utility of Capillary Blood Glucose and
Temperature Monitoring with Non-Contact Thermometer for Assessment of Flap
Viability™.

Dear Dr. Firdose. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
10.02.2021 & 11.02.2021, in the college council hall with Dr. Thiagarajan T as
Chairman. The list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Girija. S Clinician Affiliated
Dr. K. N. Viswanathan Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Ganesh. R Basic Medical Scientist Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Sandhiya S Basic Medical Scientist Not Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & II in English and Tamil) (if applicable)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 2643030, Mobile: 9486748348

TRUE CO
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Chairman:

Dr. Thiagarajan. T, PhD
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmcheci@smvmch.ac.in

drvimalm@gmail.com

Members:

- Dr. Amol R Dongre

(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

~ (Clinician)

' Dr. K. N. Viswanathan

* (Clinician)

: Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28 03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Role of ultrasound guided
hydrostatic reduction of Intussusception in infants and children of aged 0-12years™.

It is understood that the study will be conducted under your direction, in a total
of 34 research participants, at Dept. of General Surgery, as per the submitted
protocol.

Date of approval of the study: 26/02/2021

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/01/2022.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours
poval

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secrefary

SMVMCH Ethics Committee
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Chairman:

Dr. Thiagarajan. T, py. p

Founder & CEO,
TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M
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drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 95 /2022 Date: 01.04.2022

To
Dr. Arulmozhi.M,
Dept. of Community Medicine.

The study no. EC/01/2022 entitled, “Covid surgery-3: Outcomes of surgery in
COVID-19 infection, (Hospital level Component) ™.

Dear Dr. Arulmozhi.M.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

The EC hereby approves the proposal entitled, “Covid surgery-3: Outcomes of
surgery in COVID-19 infection, (Hospital level Component)™.

Note: Copy of the HMSC approval has to be submitted to the EC office, once
obtained.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

TRUEICOPY ATTESTED

EAN > ; :
SRIMANARULA VINAYAGAR The Member Secretary, SMVMCH - E| thics Committee
MEDICAL COLMEGE & HOSPITAL
KALITHEERTHALKUPPAM,
MADAGADIPET, PUDUCHERRY-605 107.

Phone, 0413 - 2643030, Mobile. 9486748348
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Chairman:

ey,

Dr. Thiagarajan. T, p,_ p
Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail: smvmehec@smyvmeh.ac.in

dryvimalm@email.com

Members:

Dr. Amol R Dongre
(Clinician)
Dr. Bupathy. A
= (Clinician)
Dr. Girija. S
(Clinician)
~ Dr. K. N. Viswanathan
= (Clinician)
Dr. P. Ravikumar
+ (Clinician)
Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

‘Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Date of approval of the study: 01/04/2022

No deviations from. or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that
the investigator should promptly report to the EC any deviations from, or
changes of, the protocol to eliminate immediate hazards to the research
participants and about any new information that may affect adversely the safety
of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a vear, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 28/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y. ICMR gmdelmes
and other applicable regulatory requirements.

Sincerely yours

Mo oot %
At
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

' SMVMCH Ethics Commntee

TRUE cOp

The Member Secretary, SMVMCH - Ethics Committee
Phone. 0413 - 2643030, Mobile. 9486748348




SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Chairman:
Approval letter for observational Research Study
Dr. Thiagarajan. T, py p
Founder & CEO,
TIDES Insti f Health &
Medical Sci;feo No: outward/SMVMCH-ECO/AL/ 83 /2022 Date: 10.05.2022

Member Secretary: )
Dr. Vimal. M Theal
E mail:smymchec@smymch.ac.in,,

5 o N1l ' + 1
drvimalpiagmail.com : Dr. Shivayogappa S Teli,

Members: i
RS Dept. of Physiology.
Dr. Amol R Dongre

(Clinician)
De. Enpithy. A ; The study no. EC/103/2021 entitled, “Evaluation of “Attitude, Ethics, and
(Clinician) Communication (AETCOM) module — What does it mean to be a doctor?™™.
Dr. Girija. § : Dear Dr. Shivayogappa S Teli,
(Clinician) ‘
{DCrI" :i((.:il:I;)Viswansthan The EC has reviewed and approved the following documents submitted for the
: ‘ above mentioned clinical study.
Dr.. 1’ _Ravilmmar :
(Clinician) ¥ | Research Proposal (Section A to D)
Dr. Suresh Kumar. §
(Clinician) ; 2. Data collection form / proforma
Dr. T, Mahalakshmy
(Clinician)
Dr. Ganesh. R ‘ The EC hereby approves the proposal entitled, “Evaluation of ~Attitude, Ethics,
(Basic Medical Scientist) : and Communication (AETCOM) module — What does it mean to be a doctor?”.
Dr. Nishanthi. A
(Basic Medical Scientist) : : S
It is understood that the study will be conducted under your direction, as per the
Dr. Sandhiya. S :
(Basic Medical Scientist) subumited pooicol.
Mr. A. Karunamoorthy
(Legal Expert)
Mrs. Chitra Shah

(Social scientist)

Mrs. Meenakshi
(Lay person)

OPXATTESTED  The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

SRIMaNg s
SR RULA VINAYAGAR
MFE ‘.'JICAL COLLEGE & HOSPRITAL
= _I'\ALITHEERTHALKUPPA
IALUAGADIPET, PUDUCHERRY. o



SMVMCH - ETHICS COMMITTEE

RS (ECR/1088/SMVMCH/InsUPY/2013/Re-registration-2017 DT 28.03.2018)
= (‘) Sri Manakula Vinayagar Medical College and Hospital.
. s Pondicherry - 605 107

"fanm. m-l‘

Chairman:
DF: Thinghision E 5 o Date of approval of the study: 10/05/2022
Founder & CEO,
TIDES Institute of Health & No deviations from, or changes of the protocol should be initiated without prior
Medionl Seicioe written approval by the EC of an appropriate amendment. The EC expects that
Member Secretary: the investigator should promptly report to the EC any deviations from, or

: changes of, the protocol to eliminate immediate hazards to the research
Dr. Vimal M il : :
E mail: smvmchec@smvmeh.ac.in participants and about any new information that may affect adversely the safety
drvimaimiagmail.com of the research participants or the conduct of the trial.
Miabai: _ This approval is valid for the entire duration of the study. A copy of the final
GsagTe ! report should be submitted to the EC for review. But for studies which will
AL R e continue for more than a year, a continuing review report needs to be submitted
(Clinician) e .

(within 1 month of the due date i.e. 11 months from the date of approval) on or

Dr. Bupathy. A ' before 09/04/2023.
{Clinician)
Dr. Girija. 8 : The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
(Clinician)

and other applicable regulatory requirements.

Dr. K. N. Viswanathan
(Clinician) Sincerely yours
Dr. P. Ravikumar

(Clinician) A = J;
nician ; %%Lﬁ’--

Dr. Suresh Kumar. S _ Member Secretary
(Clinician) Signature & date with Stamp

Dr. T. Mahalakshmy . Dr.VIMAL.M
(Clinician) . Member Secretary
Dr. Ganesh. R ! SMVMCH Ethics Committee

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Commitiee
Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr, Thiagarajan. T, pi p

Founder & CEO,
TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:

smvmchec@smvinch.ac.in
irvimalad i

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar, S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mr. Dhanaselvam
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 306 /2022 Date: 21.12.2022

To
Mr. Anirudh Rajendra Kagne,

Dept. of Pharmacology.

The study no. EC/123/2022 entitled, “Evaluation of the patterns of antibiotic
use at a tertiary care hospital using the World Health Organization Access,
Watch, and Reserve (AWaRe) classification”

Dear Mr. Anirudh Rajendra Kagne,

The EC has reviewed and approved the following documents submitted for
the above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data Collection form

The EC hereby approves the proposal entitled, “Evaluation of the patterns of
antibiotic use at a tertiary care hospital using the World Health Organization
Access, Watch, and Reserve (AWaRe) classification™.

It is understood that the study will be conducted under your direction, as per
the submitted protocol.

Date of approval of the study: 21/12/2022
No deviations from, or changes of the protocol should be initiated without

prior written approval by the EC of an appropriate amendment. The EC
expects that the investigator should promptly report to the EC any deviations
from, or changes of, the protocol to eliminate immediate hazards to the
research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

TRUE CORY ATTESTED

The Member Secretary, SMVMCH - Ethics Comimittee
Phone: 0413 — 2643030, Mobile: 9486748348
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?_\c.u LA L% (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)
(6, ? Sri Manakula Vinayagar Medical College and Hospital,
el Pondicherry - 605 107
o
lea_!y
Dr. Thiagarajan. T, ppp | : ) : - :
Founder & CEO, i This approval is valid for the entire duration of the study. A copy of the final
TIDES Institute of Health & - report should be submitted to the EC for review. But for studies which will
Do Soe i continue for more than a year, a continuing review report needs to be submitted
Member Secretary: L (within 1 month of the due date i.e. 11 months from the date of approval) on or
Dr. Vimal. M ! before 20/11/2023.
E mail: smvmcheci@smvmch.ac.in’
drvimalm@gmail.com The EC functions in accordance with ICH GCP, Schedule Y. ICMR guidelines
e b and other applicable regulatory requirements.

Dr. Amol R Dongre i :
(Clinician) ; Sincerely yours

Dr. Bupathy. A ' 2
(Clinician) ' ijﬁ% P

Member Secretary
Dr. Girija. S _ :
{Clinician) Signature & date with Stamp
Dr. K. N. Viswanathan < Dr. VIMAL. M
(Clinician) X Member Secretary

SMVMCH Ethics Committee
Dr. P. Ravikumar
(Clinician)
Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)
Dr. Nishanthi. A
{Basic Medical Scientist)
Dr. Sandhiya. §
(Basic Medical Scientist)
Mr. A. Karunamoorthy g
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mr. Dhanaselvam
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
TRUE c.oT( ATTESTED
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Chairman:

Dr. Thiagarajan. T, pp.p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail:smyvmchedasmvmeh.
drvimalmiagmail. com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A, Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ | & /2022 Date: 02.02.2022

To
Dr. Ramya. A. V,

Dept. of General Medicine.

The study no. EC/02/2022 entitled, “A study to assess the impact of Covid
Infection on Mental Health of Covid Positive Health Care workers™.

Dear Dr. Ramya. A. V,
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & II in English and Tamil) (if applicable)

The EC hereby approves the proposal entitled, “A study to assess the impact of
Covid Infection on Mental Health of Covid Positive Health Care workers™.

It is understood that the study will be conducted under your direction, in a total of
142 research participants, at Dept. of General Medicine, as per the submitted
protocol.

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748343
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Chairman:

Dr. Thiagmjan. Typnp
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvinchec@smvmch.ac.in’

drvimalm@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Date of approval of the study: 02/02/2022

No dewviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs fo be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 01/01/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely vours

%;»fé\/,ﬁa.-
Member Secretary
Signature & date with S

Dr. VIMAL.

o7 Member Secretary_
| SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mqt,g\!el 34 748348
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?
s ( ) E Sri Manakula Vinayagar Medical College and Hospital,
Mo Pondicherry - 605 107
Chairman:
: Approval letter for observational Research Study
Dr. Thiagarajan. T, pp.p
Founder & CEO, i
TIDES Insti f Health & 1
N | No: outward/SMVMCH-ECO/AL/ 84 /2022 Date: 11.05.2022
Member Secretary:
Dr. Vimal. M : To
E mﬂ'smmwﬁg@mnn*.mm
Members: | :
Dept. of Anaesthesiology.
Dr. Amol R Dongre
(Clinician)
Dr. Bupathy : The_ study no. EC{23!2022 Ttitled, “Practice of Neuromuscular Monitoring in
(Clinician) ¥ India — A Nationwide Survey™.
Dr. Girija. S
{Clinician) Dese Dr Stisivnsint R

Dr. K. N. Viswanathan

Clinici . : i

hmoei) ‘ The EC has reviewed and approved the following documents submxttgd for the
Dr. P. Ravikumar ' above mentioned clinical study.

(Clinician) o

Dr. Suresh Kumar. S 1. Research Proposal (Section A to D)

(Clinician)

Dr. T. Mahalakshmy 2. Data collection form / proforma

(Clinician)

Dr. Ganesh. R | ; ; :

(Basic Medical Scientist) ' The EC hereby approves the proposal entitled, “Practice of Neuromuscular

- : Monitoring in India — A Nationwide Survey™.
Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sundiiya. 5 iy : . : :
(Basic Medical Scientist) | It is u'nderstood that the study will be conducted under your direction, as per the
submitted protocol.

Mr. A. Karunamoorthy :f
(Legal Expert) '

Mys. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2043050, Mobile: 9436748343

TRUE PY ATTESTED
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Chairman:

Dr. Thiagarajan. T, pj, p

Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dy Vimal M

E mail: smvmchec@smvmch.ac.in’

drvimalmi@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
{Clinician}

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
{Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Date of approval of the study: 11/05/2022

No dewviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that
the investigator should promptly report to the EC any deviations from, or
changes of, the protocol to eliminate immediate hazards to the research
participants and about any new information that may affect adversely the safety
of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review repert needs to be submiited
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 10/04/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

wfa‘éf}%‘

Member S
Signature & date with Stamp

pr. VIMAL.M
Member Secretary \

SMVRICH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobiie: 9486748348

TRUE ¢
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Sri Manakula Vinayagar Medical College and Hospital,

e Pondicherry - 605 107

o
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Chairman:

Dr. Thiagarajan. T, g p
Founder & CEO,

TIDES Institute of Health &
Medical Science

£

Member Secretary:

Approval letter for observational Research Study

No: outward/SMYMCH-ECO/AL/ 8 5 /2022 Date: 12.05.2022

To
Dr. Banala Srilatha,
Dept. of General Medicine.

Dr. Vimal. M by

E mail:smymchec@smymch.ac.in The study no. EC/11/2022 entitled, “A study of correlation of Anti-Beta2
drvimal@gmail com : Glycoprotein 1 Antibody in patients with Acute Coronary Syndrome™

Members: Dear Dr. Banala Srilatha,

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation

Dr. Girija. S Dr. Thiagarajan. T Chairman Not Affiliated
(Clinician) Vimal. M Member Secretary Affiliated
De KN Viswabithan . Amol R Dongre Clinician Affiliated
(Clinician) Dr. Bupathy. A Clinician Affiliated
D P Revikassis Dr. Ravikumar. P Clinician Affiliated
(Clinician) Dr. Suresh Kumar. S Clinician Not Affiliated

Dr. Mahalakshmy. T Clinician Not Affiliated
?C’mfl‘;l"::;' Kwwint: 8 Dr. Sandhiya. S Basic Medical Scientist| _ Not Affiliated

Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. T }\vlahalakshmy
(hnican) Ttis hereby confirmed that neither you nor any of the study team members have
Dr. Ganesh. R participated in the voting/decision making procedures of the committee.
(Basic Medical Scientist)
Dr. Nishanthi. A The EC has reviewed and approved the following documents submitted for the
(Basic Medical Scientist) above mentioned clinical study.
Dr. Sandhiya. S
(Basic Medical Scientist) 1. Research Proposal (Section A to D)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

2. Proforma
3. Consent form (Part [ & II in Tamil and English)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman:

4"i-t/, va\;ﬂ:&

Dr. Thiagarajan. T, pp. p

Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch. aci

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr, K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A study of correlation of anti-
Beta2 glycoprotein 1 antibody in patients with Acute Coronary Syndrome™.

It is understood that the study will be conducted under your direction, in a total
of 30 participants, at Dept. of General Medicine, as per the submitted protocol.

Date of approval of the study: 12/05/2022

No dewviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 11/04/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Gk %
Yo e
MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M

flember Secretary  °

SMVMCH Ethics Committee

TRUE CZPY ATTESTED

The Member Secretary, SMVMCH - Ethics ittee
Phone: 0413 — 2643030, Mobile: Q486748348 7 wavacar
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Chairman:

Approval letter for observational Research Study
Dr. Thiagarajan. T, pp p
Founder & CEO,

TIDES Insti f Health & !
i " No: outward/SMVMCH-ECO/AL/ 86 /2022 Date: 12.05.2022

Member Secretary: L To

Dr. Vimal. M
E mail:smymchec@s. mvmch.ac.in, Dr. Subalakshmi. S,
com e

. Dept. of Community Medicine.
Members:

Dre ool R Dungoe : The study no. EC/24/2022 entitled, “An impact assessment of awareness levels
(Clinician) ! : : SR

on HIV and STIs among college students in Puducherry, Union Territory™.
Dr. Bupathy. A

e Dear Dr. Subalakshmi. S,

Dr. Girija. S

(Clinan ' The EC has reviewed and approved the following documents submitted for the
Dr. K. N. Viswanathan above mentioned clinical study.

(Clinician)

Dr. P. Ravikumar 1. Research Proposal (Section A to D)

(Clinician)
The EC hereby approves the proposal entitled, “An impact assessment of

D Saxesh Kamar, 5 awareness levels on HIV and STIs among college students in Puducherry, Union

(Clinician) :
Territory™.

Dr. T. Mahalakshmy
(Clinician) ot . x ;

It is understood that the study will be conducted under your direction, as per the
Dr. Ganesh. R r submitted protocol.
(Basic Medical Scientist)
Dr. Nishanthi. A " Date of approval of the study: 12/05/2022
(Basic Medical Scientist)
Dr. Sandhiya. S No deviations from, or changes of the protocol should be initiated without prior
(Basic Medical Scientist) written approval by the EC of an appropriate amendment. The EC expects that the
Mr. A. Karunsmoorthy investigator should promptly report to the EC any deviations from, or changes of,
(Legal Expert) 4 the protocol to eliminate immediate hazards to the research participants and about
Mirs. Chitra Shah any new information that may affect adversely the safety of the research
(Social scientist) ; participants or the conduct of the trial.
Mrs. Meenakshi

(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE PY ATTESTED

N

VINAYAGAR

& HOSPITAL
UOPANM,

CFERRY-605 407,

SR Ma
MEDICAL CO
HALITH
MADAGADIPL], §



SMVYMCH - ETHICS COMMITTEE

‘_‘\leé 7 (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

4/71_

(‘) % Sri Manakula Vinayagar Medical College and Hospital,
/3 Pondicherry - 605 107

* SRI A1y

Q,é

tmes fumye 3

3 o
" Coltese ard ™"

Chairman:

Dr. Thiagarajan. T, p, p . ; : : .
Founder & CEO, This approval is valid for the entire duration of the study. A copy of the final

TIDES Institute of Health & report should be submitted to the EC for review. But for studies which will
M : continue for more than a year, a continuing review report needs to be submitted
Member Secretary: ‘ (within 1 month of the due date i.e. 11 months from the date of approval) on or

i before 11/04/2023.

E mail: smvmcheci@smvmch.ac.in '
drvimalm@gmail.com - The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines

Mibibosis and other applicable regulatory requirements.

Dr. Amol R Dongre L ]
(Clinician) 3 Sincerely yours

Dr. Bupathy. A . m&%} 2,
‘ A

(Clinician)
Member Secretary

Dr. Girija. S Signature & date with Stamp

(Clinician) !
Dr. K. N. Viswanathan Dr. VIMAL.M ‘
(Clinician) I Member Secretary

Dr. P. Ravikumar SMVMCH Ethics Committee

(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. § ¥
(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mob'ie 94867 ;‘342."."-’ =STED
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% ( , 3 Sri Manakula Vinayagar Medical College and Hospital,
%”"'r:n;:‘ > Pondicherry - 605 107
Chairman:

Dr. Thiagarajan. T, py p

Founder & CEO,
TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail:smymchec@smvmch.ac.in,

drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 12 /2022 Date: 24.05.2022
To

Dr. Kalaiselvan. G,
Dept. of Community Medicine.

The study no. EC/25/2022 entitled, “COVID 19 Vaccination In Pregnancy: The
COVIP Study™.

Dear Dr. Kalaiselvan. G,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma

The EC hereby approves the proposal entitled, “COVID 19 Vaccination In
Pregnancy: The COVIP Study™.

: It is understood that the study will be conducted under your direction, as per the

Dr. Ganesh. R : submitted protocol.

(Basic Medical Scientist)

Dr. Nishanthi. A Date of approval of the study: 24/05/2022

{Basic Medical Scientist)

Dr. Sandhiya. S No deviations from, or changes of the protocol should be initiated without prior
(Basic Medical Scientist) written approval by the EC of an appropriate amendment. The EC expects that the

Mr. A, Karunamoorthy

investigator should promptly report to the EC any deviations from, or changes of,

(Legal Expert) the protocol to eliminate immediate hazards to the research participants and about
Ms. Chitra Shah any new information that may affect adversely the safety of the research
(Social scientist) participants or the conduct of the trial. !
Mrs. Meenakshi

(Lay person)
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The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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SMVMCH - ETHICS COMMITTEE

‘\Pg..\-\ LA i, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)
by o 71_
= (6, 2 Sri Manakula Vinayagar Medical College and Hospital,
n =] B
e o Pondicherry - 605 107
'r,’(_a“e'n'.a nd‘an"
Chairman:
Dr. Thiagarajan. T,ppp | : : : :
Founder & CEO, : This approval is valid for the entire duration of the study. A copy of the final
TIDES Institute of Health & report should be submitted to the EC for review. But for studies which will
Mott Soo : continue for more than a year, a continuing review report needs to be submitted
Member Secretary: ! (within 1 month of the due date i.e. 11 months from the date of approval) on or
2
Dr. VimalL M ! before 23/04/2023.
E mail: smvmchec@smvmch.ac.in’
drvimalm@gmail.com The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
b ' and other applicable regulatory requirements.

Dr. Amol R Dongre iy ;
(Clinician) ;. Sincerely yours

Dr. Bupathy. A i -

(Clinician) et WW‘J‘; 5la%

Dr. Girija. S i Member Secretary

(Clinician) Signature & date with Stamp
Dr. VIMAL.M

Dr. K. N. Viswanathan i
(Clinician) Member Secretary

thics Commitiee
Dr. P. Ravikumar SMVMCH Ethics

(Clinician)
Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. 8 h
(Basic Medical Scientist) :

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

The Member Secretary, SMVMCH - Ethics
Phone. 0413 — 2643030, Mobile: 94867481348

TRUE CCPY XTTESTED

oEAN :
SR MANAKULA VINAYAGAR
MEDICAL COLLEGE & HOSPITA
KALITHEERTHALKUPPAM,
MADAGADIPET, PUDUCHERRY-505



SMVMCH - ETHICS COMMITTEE

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy

?&_U 1A V/,p
sv?\ ‘ "?é (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
)
?n( ) 3 Sri Manakula Vinayagar Medical College and Hospital,

o = Pondicherry - 605 107

Chairman:
Approval letter for observational Research Study
Dr. Thiagarajan. T, pi. p
Founder & CEO,
TIDES Institute of Health &
YR No: outward/SMVMCH-ECO/AL/ 919 /2022 Date: 06.06.2022
Member Secretary: To
Dr. Vimal. M j
E mail:smvmehecasmymch.ac.in, Dr. Reenaa Mohan,
by Dept. of Community Medicine.
Members:
:::"ﬁ:i‘:;)l‘ Dengre The study no. EC/26/2022 entitled, “A qualitative inquiry into the Perceptions
and views of men and women on the almost forgotten method of vasectomy™.
Dr. Bupathy. A
(Clinician)
Dear Dr. Reenaa Mohan,

Dr. Girija. S
(Clinician)

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

The EC hereby approves the proposal entitled, “A qualitative inquiry into the
Perceptions and views of men and women on the almost forgotten method of
vasectomy ™.

finici
s It is understood that the study will be conducted under your direction, as per the
Dr. Ganesh. R submitted protocol.

(Basic Medical Scientist)

Dr. Nishanthi. A Date of approval of the study: 06/06/2022

(Basic Medical Scientist)

Dr. Sandhiya. S No deviations from, or changes of the protocol should be initiated without prior

(Basic Medical Scientist)

Mr. A. Karunamoorthy

written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,

(Legal Expert) the protocol to eliminate immediate hazards to the research participants and about
Mis. Chitra Shah any new information that may affect adversely the safety of the research
(Social scientist) participants or the conduct of the trial. z
Mrs. Meenakshi G

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

. elr\nfD‘”:d

Ay

Dr. Thiagarajan. T, p p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secrefary:
Dr. Vimal. M

E mail: smvmcheci@smvmch.ac.in

drvimalm(@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs, Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28 03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 05/05/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

(@ et ik
Member Secretary
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary
SMVMCH Ethics Committee

Phone: 0413 —2643030, Mobilfggﬂﬂémm P\l
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SMVMCH - ETHICS COMMITTEE

LR =%
.SY —1% (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
?; (6) 2 Sri Manakula Vinayagar Medical College and Hospital,
“w,m“"d o Pondicherry - 605 107

Chairman:

Approval letter for observational Research Study
Dr. Thiagarajan. T, pi p
Founder & CEO,
TIDES Institute of Health &
Medical Science

No: outward/SMVMCH-ECO/AL/ 10?/2022 Date: 06.06.2022

To
Member Secretary:

Dr. Vimal. M : Ms. Pooja. K.

E mail:: ec@snvmch.ac.in, P s
whao !w@m Saen mm_f_ Dept. of Community Medicine.

Members:
The study no. EC/27/2022 entitled, “To assess the knowledge on Menstrual

Dr. Amol R Dongre hygiene among adolescent™.

(Clinician)

Dr. Bupathy. A Dear Ms. Pooja. K

(Clinician)
Dr. Girija. S 4 The EC has reviewed and approved the following documents submitted for the
(Clinician) ' : i
above mentioned clinical study.
Dr. K. N. Viswanathan !
(Clinician) : 1. Research Proposal (Section A to D)
Dr. P. Ravikumar f 2. Data collection form / Questionnaire
(Clinician) :
; The EC hereby approves the proposal entitled, “To assess the knowledge on
Dr. Suresh Kumar. S ; : 2
(Clinician) i Menstrual hygiene among adolescent™.
?&‘i;;rn’;h’m"hmy It is understood that the study will be conducted under your direction, as per the
submitted protocol.
Dr. Ganesh. R
(Basic Medical Scientist)

Date of approval of the study: 06/06/2022
Dr. Nishanthi. A

e Mol Tam) 1y No deviations from, or changes of the protocol should be initiated without prior
Dr. Sandhiya. S written approval by the EC of an appropriate amendment. The EC expects that the
(Basic Medical Scientist) : investigator should promptly report to the EC any deviations from, or changes of.
Mr. A. Karunamoorthy ¥ the protocol to eliminate immediate hazards to the research participants and about
(Legal Expert) + any new information that may affect adversely the safety of the research
Mrs. Chitra Shah T participants or the conduct of the trial.

(Social scientist) |

Mrs. Meenakshi ;

(Lay person)

: The Member Secretary, SMVMCH - Ethics Committee
TRUE COPRY ATTESTED Phone: 0413 —2643030, Mobile: 9486748348



SMVMCH - ETHICS COMMITTEE
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> é) % Sri Manakula Vinayagar Medical College and Hospital,
¥ 2 -
o \ ST ) Pondicherry - 605 107
o P
coumg arsd
Chairman:
Dr. Thiagarajan. T, py p ; : : : ;
Founder & CEO, ; This approval is valid for the entire duration of the study. A copy of the final
TIDES Instituie of Health & report should be submitted to the EC for review. But for studies which will
e o continue for more than a year, a continuing review report needs to be submitted
Member Secretary: (within 1 month of the due date i.e. 11 months from the date of approval) on or
2
Dr. Vimal. M \ before 05/05/2023.
E mail: smvmchec@smvmch.ac.in'
drvimalm@gmail.com The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
Mk s and other applicable regulatory requirements.
Dr. Amol R Dongre :
(Clinician) Sincerely vours
Dr. Bupathy. A ' = J—‘&v
(Clinician) ' ) wr s
Member Secretary
Dr. Girija. § . :
(Clinician) Signature & date with Stamp
Dr. VIMAL.M

Dr. K. N. Viswanathan
(Clinician) Member Secretary

ics Committee
Dr. P. Ravikamar SMVMCH Ethics

(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A, Karunamoorthy
(Legal Expert)

Murs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMYMCH - Ethics Ci

e N,
Phorie: 0413 — 2643030, Mobile- SAS6 748344 ' —> ' =0

MEDICAL CCLLEGE & HOSPITAL
KALITHEERTHALKUPPAM,
MADAGADIPET, PUDUCHERRY-605 {07.



Chairman:

Dr. Thiagnrajan. T, Ph.D
Founder & CEO,

TIDES Institute of Health & !
Medical Science i

Member Secretary:
Dr. Vimal. M i
E mail:smvmcheca@smvmch.ac.in.
drvimalm@gmail.com '

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi, A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ 96 /2022 Date: 02.06.2022
To

Ms. Jennifer John,
Dept. of Community Medicine.

The study no. EC/28/2022 entitled, “Non-Alcoholic Fatty Liver disease (NAFLD)
and its associated factors among Non-Communicable Disease (NCD) patient
attending tertiary care hospital in Puducherry™.

Dear Ms. Jennifer John,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / Questionnaire

The EC hereby approves the proposal entitled, “Non-Alcoholic Fatty Liver
disease (NAFLD) and its associated factors among Non-Communicable Disease

(NCD) patient attending tertiary care hospital in Puducherry”.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 02/06/2022

No deviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or the conduet of the trial.

The Member Secretary, SMVMCH - Ethics Commitiee
Phone: 0413 — 2643030, Mobile: 9486748348



SMVMCH - ETHICS COMMITTEE

\N LA 11,4, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28 03.2018)
( ) A Sri Manakula Vinayagar Medical College and Hospital,
=] Pondicherry - 605 107
u,-ww ,,3\"“'
Chairman:
Dr. Thiagarajan. T, ppp -
Founder & CEO, ’ This approval is valid for the entire duration of the study. A copy of the final
TIDES Institute of Health & : report should be submitted to the EC for review. But for studies which will
T continue for more than a year, a continuing review report needs to be submitted
Member Secretary: (within 1 month of the due date i.e. 11 months from the date of approval) on or
2
Dr. Vimal. M before 01/05/2023.
E mail: smyvmcheci@smvmch ac.in
drvimalm@gmail com The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines
Members: and other applicable regulatory requirements.
Dr. Amol R Dongre - ;
(Clinician) Sincerely yours
Dr. Bupathy. A %\;,,.J/ =
{Clinician) ] Y
Member Secretary
Dr. Girija. S ; z
(Clinician) Signature & date with Stamp
M
Dr. K. N. Viswanathan Dr. VIMAL
(Clinician) Member Secretary

, Ethics Committee
Dr. P. Ravikumar SMYMCH

(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Ce ittee

Phone: 0413 2643030, Mobile, 9485 £STED

EG
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
Emd!mr__amn_w.mi_
drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

oe
Bl AR

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018) 1

Sri Manakula Vinayagar Medical Cellege and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ 106 /2022 Date: 01.07.2022
To

Mr. Roghan Balaji. R. N,
Dept. of Neurology.

The study no. EC/29/2022 entitled, “The Effects of Brivaracetam monotherapy on
Behaviour, cognition and sleep in patients with epilepsy- a prospective study ™.

Dear Mr. Roghan Balaji. R. N,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / Questionnaire
3. Consent form (Part I & I in English and Tamil)

The EC hereby approves the proposal entitled, “The Effects of Brivaracetam
monotherapy on Behaviour, cognition and sleep in patients with epilepsy- a

_ prospective study”.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 01/07/2022

No dewviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or thé conduct of the trial.

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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SMVMCH - ETHICS COMMITTEE

@P‘L—U LA Yiy, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28 03 2018)
3 /3
3 (‘, 2 Sri Manakula Vinayagar Medical College and Hospital,
¥y X 2
AN Pondicherry - 605 107
" fr’-‘! numvd '\&
Chairman:
Dr. Thiagarajan, T,ppp | 3 * & : 2
Founder & CEO, _ This approval is valid for the entire duration of the study. A copy of the final
TIDES Institute of Health & report should be submitted to the EC for review. But for studies which will
Vako! Satoes | continue for more than a year, a continuing review report needs to be submitted
Member Secretarv: (within | month of the due date i.e. 11 months from the date of approval) on or
Dr. Vimal. M : before 31/05/2023.
E mail: smvmchec@smvmch.ac.in',
drvimalm@gmail.com _ The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
Mimbin: and other applicable regulatory requirements.
Dr. Amol R Dongre i 3
(Clinician) f Sincerely yours
Dr. Bupathy. A s - oﬂ,
{Chnician) W /ﬁﬁl
Dr. Girija. § _ Member S‘ecretary
(Clinician) : Signature & date with Stamp
Dr. K. N. Viswanathan ‘ Dr. VIMAL.M
(Clinician) ! Member Secretary
Dr. P. Ravikumar ' @MVMCH Ethics Committee
(Clinician) :

Dr. Saresh Kumar., S
~ (Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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Chairman:

Dr. Thiagarajan. T, py. p

Founder & CEQ,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail:smymchec@smymch.ac.in

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Murs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical Cellege and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ |08 /2022 Date: 12.07.2022
To

Ms. Pooja Deepak,
Dept. of Community Medicine.

The study no. EC/30/2022 entitled, “Study on IFA and vitamin A supplementation
coverage in children below 5 years in a rural area of Tamil Nadu™.

Dear Ms.Pooja Deepak,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Questionnaire
3. Consent form (Part I & 11 in English and Tamil)

The EC hereby approves the proposal entitled, “Study on IFA and vitamin A
supplementation coverage in children below 5 years in a rural area of Tamil Nadu™.

It is understood that the study will be conducted under your direction, as per the

submitted protocol.

Date of approval of the study: 12/07/2022

No dewviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research

participants or the conduct of the trial. i

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. Tsenp
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in
drvimalni@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. 8

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28 03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 11/06/2023.

The EC functions in accordance with ICH GCP, Schedule Y. ICMR guidelines
and other applicable regulatory requirements.

Sincerely vours

%ﬁ)'w%;

Member Secrétary
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

| SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Conmittee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py, p
Founder & CEO,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail:smymchedasmyvmch.ac.in
drvii il.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T, Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ |05/ 2022 Date: 23.06.2022
To

Ms. Suprasanna Sudharsan,
Dept. of Community Medicine.

The study no. EC/31/2022 entitled, “Determinants and perceived reasons for
consumption of junk foods by engineering college students of Pondicherry™.

Dear Ms. Suprasanna Sudharsan,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / Questionnaire
3. Consent form (Part 1 & Il in English and Tamil)

The EC hereby approves the proposal entitled, “Determinants and perceived
reasons for consumption of junk foods by engineering college students of

. Pondicherry”.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 23/06/2022

No deviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or the conduct of the trial.

e 'qp‘( ATTESTED The Member Secretary, SMVMCH - Ethies Committee

Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,
TIDES Institute of Health &

Medical Science

Member Secretary:

Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in)
drvimalmi@gmail.com :

Members:

Dr. Amol R Dongre
{Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8
(Clipician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. 8
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 22/05/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
- and other applicable regulatory requirements.

Sincerely yours

G[D“’W‘Js: bl

Member Secretary
Signature & date with Stamp

Dr. VIMAL.M
Hiembar Secratary

SMVMCH Ethics Committes

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
TRUE COPY ATTESTED
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Chairman:

~ Dr. Thiagarajan. T, py p

Founder & CEO,
TIDES Institute of Health &
Medical Science

Member Secretary:
Dr, Vimal. M

E mail:smymchedasmymch.ac.in,,

@email.com
Members:
Dr. Amol R Dongre
(Clinician)
Dr. Bupathy. A
(Clinician)
Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr, Suresh Kumar. S
{Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Myrs. Chitra Shah
(Social scientist)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT .28.03 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ [0 / 2022 Date: 05.07.2022

To

Ms. Usha Bhanu. K,
Dept. of Community Medicine.

The study no. EC/32/2022 entitled, “Associated factors of anemia and menarche
age in rural school going adolescent girls™.

Dear Ms. Usha Bhanu. K,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form
3. Assent/Parental Consent form (Part I & IT in English and Tamil)

The EC hereby approves the proposal entitled, “Associated factors of anemia and
menarche age in rural school going adolescent girls™.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 05/07/2022

No deviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or the conduct of the trial.

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pu p

Founder & CEO,

- TIDES Institute of Health &

Medical Science

Member Secretary:
Dr. Vimal. M

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date ie. 11 months from the date of approval) on or
before 04/06/2023.

E mail: smvme mvmcb.ac.in%?

- Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely vours

)

: e

< Member Secretary

Signature & date with Stamp
Dr. VIMAL.M

Member Secretary
' SMVMCH Ethics Committee

The Member Secretary, SMVMGH - Ethics Commitiee
Phone: 0413 Tr2643036; NPKIETESTEEI48

CEAN
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Dr. Thiagarajan. T, p p
Founder & CEOQ,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
Eww
drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikamar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

{ECR/1088/SMVMCH/Inst/PY72013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ 13] /2022 Date: 19.08.2022
To

Ms. Karthika Devi. D. S,
Dept. of Community Medicine.

The study no. EC/33/2022 entitled, “Risk assessment of Diabetes among rural
farmers using Indian Diabetic Risk score”.

Dear Ms. Karthika Devi. D. S,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Questionnaire
3. Consent form (Part I & Il in English and Tamil)

The EC hereby approves the proposal entitled, “Risk assessment of Diabetes
among rural farmers using Indian Diabetic Risk score™.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 19/08/2022

No deviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or the conduct of the trial. 3

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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S (‘) 2 Sri Manakula Vinayagar Medical College and Hospital,
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e ST Pondicherry - 605 107
%‘Vfon.;. .m‘“kdg.
Chairman:
Dr. Thiagarajan. T, py p : ; : : :
Founder & CEO, _ This approval is valid for the entire duration of the study. A copy of the final
TIDES Institute of Health & report should be submitted to the EC for review. But for studies which will
Medigal oo continue for more than a year, a continuing review report needs to be submitted
Member Secretary: : (within I month of the due date i.e. 11 months from the date of approval) on or
Dr. Vimal. M : before 18/07/2023.
E mail: smvimcheci@smymch.ac.in’
drvimalmi@gmail.com : The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
Mitnbers: and other applicable regulatory requirements.
Dr. Amol R Dongre ;.
(Clinician) Sincerely yours

Dr. Bupathy. A 7 o o Ta &
(Clinician) I WW
' Member Secretary

Dr. Girija. S Signature & date with Stamp

(Clinician) |
Dr.K.N.Viswanathan  »  Dr. VIMAL.M
(Cimician) " Member Secretary
Dr. P. Ravikumar | SMVMCH Ethics Committee
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

{Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A, Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348
TRUE CUPY ATTESTED
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Member Secretary:
Dr. Vimal. M

E mail:smymchedas mymch.ac.in,
it :

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
{Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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Chairman:
Approval letter for observational Research Study
Dr. Thiagarajan. T, pi. p
Founder & CEO, .
TIOES Instituss of Healih & No: outward/SMVMCH-ECO/AL/ [3D /2022 Date: 19.08.2022
Medical Science

To

Dr. Kanimozhi. T,
Dept. of Paediatrics.

The study no. EC/34/2022 entitled, “COVID-19 vaccine hesitancy for children,
Public health challenge to be addressed”.

Dear Dr. Kanimozhi. T,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Questionnaire
3. Consent form (Part I & II in English and Tamil)

The EC hereby approves the proposal entitled, “COVID-19 vaccine hesitancy for
children, Public health challenge to be addressed™.

' It is understood that the study will be conducted under your direction, as per the

submitted protocol.

Date of approval of the study: 19/08/2022

No deviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research

participants or the conduct of the trial. '

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE C(}PY ATTESTED

AN
TUNG VINAYAGAR
AT LEQE & HOSPITAL,
MADAGADIPET pup. X UPPAM,

b PR YUAHERRY-605 107,




SMVMCH - ETHICS COMMITTEE
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§-. (6, 2 Sri Manakula Vinayagar Medical College and Hospital,
-,,' g Pondicherry - 605 107

fm';._ mﬂ*\ds‘
Chairman:
Dr. Thiagarajan. T, ppp Z : ; :
Founder & CEO, h This approval is valid for the entire duration of the study. A copy of the final
TIDES Institute of Health & - report should be submitted to the EC for review. But for studies which will
Mrion e j continue for more than a year, a continuing review report needs to be submitted
Member Secretary: : (within 1 month of the due date i.e. 11 months from the date of approval) on or

)
Dr. Vimal. M before 18/07/2023.
E mail: smvmcheci@smvmch.ac.in
drvimalm@gmail.com : The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
Members: { and other applicable regulatory requirements.
Dr. Amol R Dongre :
(Clinician) Sincerely yours
Dr. Bupathy. A J
(Clinician) : %u_éﬁ a¥
: Member Secretary

. Girija. S

?(;.hgg:)‘ Signature & date with Stamp
Dr. VIMAL.M

Dr. K. N. Viswanathan )
(Clinician) h Member Secretary

SMVMCH Ethics Committee
Dr. P. Ravikumar

(Clinician)
Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
{Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
i
Phone: 0413 - 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pr,

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smvmch.ac.in,

drvimalm@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

{Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28 03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
: Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ [ 1 B /2022 Date: 03.08.2022
To
Dr. Sriramadesigan. R,
Dept. of Psychiatry.

The study no. EC/35/2022 entitled, “Lunar cycle and its effect on mental illness™.

Dear Dr. Sriramadesigan. R,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Proforma

The EC hereby approves the proposal entitled, “Lunar cycle and its effect on
mental illness”.

It is understood that the study will be conducted under your direction, as per the

. submitted protocol.

Date of approval of the study: 03/08/2022

No deviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or the conduct of the trial.

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p,
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:

Dr. Vimal. M !
E mail: smvmcheci@smvmch.ac.in'
drvimal il.com :

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A 4
(Basic Medical Scientist) !
Dr. Sandhiya. 8 '
(Basic Medical Scientist) N
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 02/07/2023.

The EC functions in accordance with I[CH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

4 i T
A&l 2>
Member Secretary
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mus. Chitra Shah
(Social scientist)

Murs. Meenaks_hi
(Lay person)

TRUE

D
SRIMANAK UL
MEDICAL COLLE

PY ATTESTED

SMYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ |20 /2022 Date: 08.08.2022

To

Dr. Preethi. S,
Dept. of Psychiatry.

The study no. EC/36/2022 entitled, “Clinical Profile of Somatoform Disorder
patients in a tertiary care hospital- A Cross sectional study™.

Dear Dr. Preethi. S,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data Collection form/Proforma
3. Consent form (Part I & 1l in English and Tamil)

The EC hereby approves the proposal entitled, “Clinical Profile of Somatoform
Disorder patients in a tertiary care hospital- A Cross sectional study™.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 08/08/2022

No deviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research

participants or the conduct of the trial. '

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:

Dr. Vimal. M
E mail: smvmchec@smvmch.ac.in

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

' Dr. K. N. Viswanathan

(Clinician)

Dr. P. Ravikumar

(Clinician)

Dr. Suresh Kumar. S ¥
{Clinician) .
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

{Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs, Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 07/07/2023.

The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

%{Dw/ﬁw
Member Secretary
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 86748348
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drvimalpi@gmail.com J
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ [2.¢ 2022 Date: 11.08.2022
To

Dr. Ranisha Aboobacker,
Dept. of Pathology.

The study no. EC/37/2022 entitled, “Estimation of platelet count from peripheral
blood smear based on platelet: red blood cell ratio™.

Dear Dr. Ranisha Aboobacker,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Proforma

The EC hereby approves the proposal entitled, “Estimation of platelet count from
peripheral blood smear based on platelet: red blood cell ratio™.

. It is understood that the study will be conducted under your direction, as per the

submitted protocol.

Date of approval of the study: 11/08/2022

No deviations from, or changes of the protocol should be initiated without prior
written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or the conduct of the trial.

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348
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= (‘) 2 Sri Manakula Vinayagar Medical College and Hospital,
%4 '3 Pondicherry - 605 107
L7 “‘:7"-’. \N“#"
Colipge antd
Chairman:
Dr. Thiagarajan. T, py, p 2 : : > :
Founder & CEO, This approval is valid for the entire duration of the study. A copy of the final
TIDES Institute of Health & report should be submitted to the EC for review. But for studies which will
e e : continue for more than a year, a continuing review report needs to be submitted
Member Secretary: " (within 1 month of the due date i.e. 11 months from the date of approval) on or
; 2
Dr. Vimal. M } before 10/07/2023.
E mail: smvimcheci@smvmech.ac.in'
drvimalm@gmail.com The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
TS ' and other applicable regulatory requirements.
Dr. Amol R Dongre :
(Clinician) Sincerely vours
Dr. Bupathy. A ¢ N
(Clinician) % % 3 g\-;,k
Dr. Giriia. § Member Secretary
r. Girija. : .
(Clinician) Signature & date with Stamp

Dr. VIMAL.M
Member Secretary

SMVMCH Ethics Committee

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
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Chairman:

Dr. Thiagarajan. T, pi. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary: ;
Dr. Vimal. M ?
E mail:smyvmchec@smvmch.ac.in:
irvipsalnt@gamit ?

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A i
(Clinician) '_
Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar

(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/ 1 28 /2022 Date: 11.08.2022
To

Mr. Agilan. P,
Dept. of Pathology.

The study no. EC/38/2022 entitled, “Patterns of physical activity among
undergraduate medical students in Southern India- Do they Practice what they
learn?” :

Dear Mr. Agilan. P,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Questionnaire/Proforma
3. Consent form

The EC hereby approves the proposal entitled, “Patterns of physical activity

. among undergraduate medical students in Southern India- Do they Practice what

they learn?”.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 11/08/2022
No deviations from, or changes of the protocol should be initiated without prior

written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research -
participants or the conduct of the trial.

TRUE CHPY ATTESTED The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 9486748348

OENN
GRI MANAKLULA VINAYATAR
MEDIGAL COLLEGE & HOSPITAL
- KALITHEERTHALYKUPPAM,
RADAGADIPET, PUDUC ERRY-605 167,



SMVMCH - ETHICS COMMITTEE

‘\v_w LA Y, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-20 17 DT 28.03.2018)
T /2

S (‘) % Sri Manakula Vinayagar Medical College and Hospital,

N X -

W R Pondicherry - 605 107
"z, 2 (‘ou'u‘ Md""gq
Chairman:
Dr. Thi%mjan. T, PR D ; : ; : ;
Founder & CEO, ; This approval is valid for the entire duration of the study. A copy of the final
TIDES Institute of Health & report should be submitted to the EC for review. But for studies which will
M o continue for more than a year, a continuing review report needs to be submitted
Member Secretary: ' (within 1 month of the due date i.e. 11 months from the date of approval) on or
Dr. Vimal. M before 10/07/2023.
E mail: smvmcheci@ismvmeh.ac.in’
drvimalm@gmail.com The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
Miiihian: : and other applicable regulatory requirements.
Dr. Amol R Dongre -
{Clinician) Sincerely vours
Dr. Bupathy. A J s oa' %
(Clinician) ‘ QA(D/\\@ A

‘ Member Secretary

Dr. Girija. 8 ; :
(Clinician) Signature & date with Stamp

Dr. VIMAL. M
Member Secretary
SMVMCH Ethics Committee

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. §
(Clinician)

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M |
E mail:smvmchedasmvmch.ac.in,
i il.com 4

drvimalm@gmail.com 4

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Murs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

TRUE CORY ATTESTED

GEAN

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/[Z] /2022 Date: 17.08.2022

To

Ms. Aiswarya. S. Ignatious,
Dept. of Physiology.

The study no. EC/40/2022 entitled, “Does visual processing influence learning?
A comparative study of visual evoked potential in slow and advance learners™

Dear Ms. Aiswarya. S. Ignatious,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Consent form (Part I & II in English)

The EC hereby approves the proposal entitled, “Does visual processing influence
learning? A comparative study of visual evoked potential in slow and advance
learners™.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 17/08/2022
No deviations from, or changes of the protocol should be initiated without prior

written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or the conduct of the trial.

The Member Secretary, SMVMCH - Ethics Commitice
Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr. Th.i’gmiﬂn. Tyrnp
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M !
E mail: smvmchec@smvmeh.ac.in’,
drvimalm/@igmail com i

Members:

Dr. Amol R Dongre
(Clinician})

Dr. Bupathy. A
(Clinician)

Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

SMVMCH Ethics

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 16/07/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

- ok
%W/‘\%/\ 2
Member Secre
Signature & date with Stamp
pr. VIMAL.M

Member Secretary
. Committe2

The Member Secretary, SMVMCH - Ethics Commitiee

Phone: 0413 — 2643030, ile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pp p
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:
Dr. Vimal. M ;

E mail:smymchec@smvmch.ac.in .
drvimalnta gmail.com -j

Members:

Dr. Amol R Dongre
{Clinician)

Dr, Bupathy. A
(Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S

(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2(1 3/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 32 /2022 Date: 26.08.2022

To

Dr. Nishanthi. A,
Dept. of Pharmacology.

The study no. EC/42/2022 entitled, “Evaluation of training program on rational
drug prescribing for medical interns™

Dear Dr. Nishanthi. A,

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data Collection form

The EC hereby approves the proposal entitled, “Evaluation of training program
on rational drug prescribing for medical interns™.

It is understood that the study will be conducted under your direction, as per the
submitted protocol.

Date of approval of the study: 26/08/2022
No deviations from, or changes of the protocol should be initiated without prior

written approval by the EC of an appropriate amendment. The EC expects that the
investigator should promptly report to the EC any deviations from, or changes of,
the protocol to eliminate immediate hazards to the research participants and about
any new information that may affect adversely the safety of the research
participants or the conduct of the trial.

The Member Secretary, SMVMCH - Ethics Commitiee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:
Dr. Thiagarajan. T, py, p

Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smymchec@smvmch.ac.in'.

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A i
(Basic Medical Scientist) h

Dr. Sandhiya. S '

(Basic Medical Scientist) |
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist) g
Mrs. Meenakshi 1
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 25/07/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

W LT

Member Secretary
Signature & date with Stamp
Dr. VIMAL.M
Member Secretary
8MVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p,, p 't
Founder & CEO, iy
TIDES Institute of Health &

Medical Science 1y
Member Secretary:

Dr. Vimal. M

E mail: mvmchegagmvmch.ac.m
drvimalm@gmail.com

Members:

Dr. Amol R Dongre ¥
(Clinician) ty
Dr. Bupathy. A i
(Clinician)
Dr. Girija. S 1
(Clinician) 1
Dr. K. N. Viswanathan
(Clinician) »
Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician) X

Dr. Ganesh. R '
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. § |
(Basic Medical Scientist) 4

Mr. A. Karunamoorthy iy
(Legal Expert) A

Mrs. Chitra Shah g
(Social scientist) r

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for Interventional Research Study
No: outward/SMVMCH-ECO/AL/ B0 /2022 Date: 24.02.2022

To

Dr. Suresh. N,
Dept. of Anatomy.

The study no. EC/05/2022 entitled, “Effectiveness of 3d physical model over 3d
visual model in teaching pterygopalatine fossa anatomy™
Dear Dr. Suresh. N,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022, in the college council hall with Dr. Thiagarajan T as Chairman. The list
of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S - Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & 11 in English)

The EC hereby approves the proposal entitled, “Effectiveness of 3d physical
model over 3d visual model in teaching pterygopalatine fossa anatomy”

Mrs. Meenakshi :‘L
(Lay person)
The Member Secretary, SMVMCH - Ethics Committee
FRUEC ATTESTED Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, p, p

Founder & CEO,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. §
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. 8
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

1§
1
1

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

It is understood that the study will be conducted under your direction, in a total of
150 research participants, at Dept. of Anatomy, as per the submitted protocol.
Date of approval of the study: 24.02.2022

This approval is valid for the entire duration of the study.

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the EC
any deviations from, or changes of, the protocol to eliminate immediate hazards to
the research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final report
should be submitted to the EC for review. But for studies which will continue for
more than a year, a continuing review report needs to be submitted (within 1 month
of the due date i.e. 11 months from the date of approval) on or before 23.01.2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines and
other applicable regulatory requirements.

Sincerely yours

i
MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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[
% (.) /%5 Sri Manakula Vinayagar Medical College and Hospital,
% e :
Lot Pondicherry - 605 107
Chairman: Approval letter for observational Research Study
Dr. Fhisgaxajan. Ly p No: outward/SMVMCH-ECO/AL/ 5/ /2022 Date: 24.02.2022
Founder & CEO,
TIDES Institute of Health& '
Medical Science X To

Dr. Vijaya Santhi. T,

Member Secretary: Dept. of Pharmacology.

Dr. Vimal. M

E mail:s MM The study no. EC/12/2022 entitled, “Prescription audit of Psychiatry Department at

drvimalm@gmail. com I a Tertiary Care Hospital in South India using the World Health Organization
4 Recommendation — A cross sectional study”.

Members:

Dear Dr. Vijaya Santhi. T,
Dr. Amol R Dongre
(Clinician) The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The

Dr. Bupathy. A list of members who attended the meeting is as follows.

(Clinician)

(Clinician) _
| Dr. Girija. S Name of the Member Position on EC Affiliation
(Clinician) : Dr. Thiagarajan. T Chairman Not Affiliated
B Dr.K N. Viswanathan Dr. Vimal. M Member Secretary Affiliated
' (Clinician) % Dr. Amol R Dongre Clinician Affiliated
P Rk ! Dr. Bupjdthy. A Cl{n?cfan Afﬁh_ated
(Clinician) Dr. Ravikumar. P Clinician Affiliated
' Dr. Suresh Kumar. S Clinician Not Affiliated
'2;’.'- Suresh Kumar. § " |Dr. Mahalakshmy. T Clinician Not Affiliated
(et " |Dr. Sandhiya. S Basic Medical Scientist| _ Not Affiliated
Dr. T. Mahalakshmy % Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Ganesh: R f: It is hereby confirmed that neither you nor any of the study team members have
(Basic Medical Scientist) | participated in the voting/decision making procedures of the committee.
Dr. Nishanthi. A The EC has reviewed and approved the following documents submitted for the

(Basic Medical Scientist) ; above mentioned clinical study.
Dr. Sandhiya. S ¥

1. Research Proposal (Section A to D)
(Bl MedealSuonte) -, 2. Data collection form / proforma
Mr. A. Karunamoorthy i
(Legal Expert) !

Mrs. Chitra Shah i
(Social scientist)

Mrs. Meenakshi !
(Lay person) L

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman:
Dr. Thiagarajan. T, pp.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Prescription audit of Psychiatry
Department at a Tertiary Care Hospital in South India using the World Health
Organization Recommendation — A cross sectional study™.

It is understood that the study will be conducted under your direction, in a {otal
of 600 Prescriptions, at Dept. of Pharmacology. as per the submitted protocol.

E mail: smymchec@smvmch.ac.in'

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrus. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

Date of approval of the study: 24/02/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs fo be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 23/01/2023.

i The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

ol
L
e Tl
MEMBER SECRETARY
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

cppY ATTESTED

TRUE




SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Chairman: g

: roval letter for observational Research Stu
Dr. Thiagarajan. T,pnp 4ep G b
Founder & CEQ, Iy
TIDES Institute of Health &

Medical Science 1 No: outward/SMVMCH-ECO/AL/ 289/ 2022 Date: 15.11.2022
Member Secretary: ._

Dr. Vimal. M 1 To

E mdwe.@_e_tﬁw
drvimalm@gmail.com .
I Dr. Soundariya. K,

Members:

Dr. Amol R Dongre
(Clinician) N

Dr, Repathy. A } The study no. EC/116/2022 entitled, “Leaming to Learn™ — A workshop-based
(Clinician) ; approach for enhancing learing skills of the first-year medical undergraduates™.

Dr. Girija. S Dear Dr. Soundariya. K,

(Clinician)

Dept. of Physiology.

Dr. K. N. Viswanathan - The EC has reviewed and approved the following documents submitted for the

Clinician . : S5

: ) I above mentioned clinical study.
Dr. P. Ravikumar
(Clinician)

4 1. Research Proposal (Section A to D)

Dr. Suresh Kumar. S

(Clinician) h 2. Feedback form
Dr. T. Mahalakshmy i y :
(Clinician) et 3. Consent form (Part [ & 1I in English)

Dr. Nishanthi. A r : T parni -
(Basic Medical Scientist) The EC hereby approves the proposal entitled, “Leaming to Leam” — A

: I workshop-based approach for enhancing leamning skills of the first-year medical
Dr. Sandhiya. S 4

(Basic Medical Scientist) undergraduates™.

Mr. A. Karusamoorthy It is understood that the study will be conducted under your direction, in a total of
e i 90 research participants, at Dept. of Physiology, as per the submitted protocol.

Mrs. Chitra Shah 1

(Social scientist) L

Mrs. Meenakshi h
(Lay person) ;

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagmjan. T, PhD
Founder & CEOQ,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M
E mail: smvmehec@smvmch.ac.in
drvimalmi@ gmail com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A

(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiva. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

I

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/20 13/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Date of approval of the study: 15/11/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocel to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 14/10/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours
Mook

1511
Member Secretary
Signature & date with Stamp

_Dr. VIMAL.M
Member Secretary
SMVMCH Ethics Committee

X

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 - 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman:

Dr. Thiagarajan. T, p, 1
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary: ‘
Dr. Vimal. M |

E mail:smymchec@smyvmch.ac.in,
drvimalma@gmail.com I
Mem!

Dr. Amol R Dongre %
(Clinician) 4
Dr. Bupathy. A
(Clinician) :
Dr. Girija. S !
(Clinician) 1

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-regisiration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 5¢ /2022 Date: 25.02.2022

To
Dr. Krithisha, K,
Dept. of Emergency Medicine.

The study no. EC/88/2021 entitled, “Integrating point-of-care ultrasound for
evaluating patient presenting with Acute dyspnea to the Emergency department™.

Dear Dr. Krithisha. K,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

CItis hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in Tamil and English)

The Member Secretary, SMVMCH - Ethics Committee

TRUE COPY ATTESTED Phone: 0413 — 2643030, Mobile: 9486748348

By CAR
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SMVMCH - ETHICS COMMITTEE

{ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107
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Chairman:
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Dr Thiaghraies. T oo The EC hereby approves the proposal entitled, “Integrating point-of-care

Founder & CEO ultrasound for evaluating patient presenting with Acute dyspnea to the
TIDES Institute of Health & | Emergency department”.
Medical Science ‘ . , s

: : It is understood that the study will be conducted under your direction, in a total
Member Secretary: ; of 100 research participants, at Dept. of Emergency Medicine, as per the
Dr. Vimal. M : submitted protocol.

E mail: smymcheci@smvmeh.ac.in'.
drvimalmi@gmail com +

: 25
Nt Date of approval of the study: 25/02/2022

B, Aol Dowgre No deviations from, or changes of the protocol and Informed Consent Document

Clinici SR : : . :
s should be initiated without prior written approval by the EC of an appropriate
Dr. Bupathy. A amendment. The EC expects that the investigator should promptly report to the
(Clinician) i EC any deviations from, or changes of, the protocol to eliminate immediate
Dr. Girija. S hazards to the research participants and about any new information that may
(Clinician) g affect adversely the safety of the research participants or the conduct of the trial.
Dr. K. N. Viswanathan This approval is valid for the entire duration of the study. A copy of the final
(Clinician) report should be submitted to the EC for review. But for studies which will
Dy P Favikaiiar : continue for more than a year, a continuing review report needs to be submitted
(Clinician) 5 (within 1 month of the due date i.e. 11 months from the date of approval) on or

i before 24/01/2023.
Dr, Suresh Kumar. §
(Clinician) : ; ISR

; The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines
Dr. T. Mahalakshmy ; : F
(Clinician) : .and other applicable regulatory requirements.
Dr. Ganesh. R :
(Basic Medical Scientist) 1 Sincerely yours
Dr. Nishanthi. A 5 <
(Basic Medical Scientist) | %@W‘”gg 2|24
Dr. Sandhiya. S £ MEMBER SECRETARY
(Basic Medical Scientist) .. SHgHy & Sl Witk Sy
Mr. A. Karunamoorthy Dr. VIMAL.M
(Legal Expert) ; Member Secretary
Mrs. Chitra Shah ' gMVMCH Ethics Committee
(Social scientist) ~
Mrs. Meenakshi

(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
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Chairman:

Dr. Thiagarajan. T, p;, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchecasmymch.ac.in,

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVYMCH-ECO/AL/ 55 /2022 Date: 25.02.2022

To
Dr. Srinivas. D. N,
Dept. of Emergency Medicine.

The study no. EC/87/2021 entitled, “Clinical profile and outcome of patients who
revisit the Emergency Department within 72 hours™.

Dear Dr. Srinivas. D. N,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar, P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

" Itis hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part [ & 1I in Tamil and English)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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SMVMCH - ETHICS COMMITTEE

ev_\t._\) LA V“"‘I/ (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)
A5 /2
o (6, % Sri Manakula Vinayagar Medical College and Hospital,
S\ NS Pondicherry - 605 107
%,;‘-4,' Col! |nqq Hl‘d\‘dsc'
Chairman:

Dr. Thiagarajan. T, p, p

Founder & CEO,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in'

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N, Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The EC hereby approves the proposal entitled, “Clinical profile and outcome of
patients who revisit the Emergency Department within 72 hours™.

It is understood that the study will be conducted under your direction, in a total
of 174 research participants, at Dept. of Emergency Medicine, as per the
submitted protocol.

Date of approval of the study: 25/02/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from. or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 24/01/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

Wa“}g’gix

MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary
sMvMCH Ethics Committee

643030, Mobile: 9486748348
Y ATTESTED

DEAN a
SR MARNAKULA VINA
MEDICAL COLLEGE & HOSPTAL
KALITHEERTHALKUPPAM
MADAGADIPET, PUDUCHERRY- 107.




SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Y copege ™ Pondicherry - 605 107

Chairman: Approval letter for observational Research Study

Dr. Thiagarajan. T, i

i ::gczgl“ PD | No: outward/SMVMCH-ECO/AL/ 54 /2022 Date: 25.02.2022
TIDES Institute of Health &

Medical Science : To
i Dr. Sindhuri. R,

: ; i
Member Secretary Dept. of Community Medicine.

Dr. Vimal. M ,

E mail:ymymchec@smymch.ac.in. The study no. EC/81/2021 entitled, “Reasons for poor uptake of Cervical and
drvimalm@gmail.com ; Breast cancer screening among women in Tamilnadu- From the view of
e Beneficiaries and Health care Providers- A mixed methods study™.

- Dear Dr. Sindhuri. R,
Dr. Amol R Dongre i

(Clinician) : The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
; 23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
B Duputhy. A list of members who attended the meeting is as follows.
(Clinician) i
Dr. Girija. S Name of the Member Position on EC Affiliation
(Clinician) ' Dr. Thiagarajan. T Chairman Not Affiliated
Dr. K. N. Viswanathan Y Dr. Vimal. M Membt?r Secretary Afﬁh.ated
(Clinician) H Dr. Amol R Dongre Clinician Affihated
o ik Dr. Bupathy. A Clinician Affiliated
(2w mar TR v
(Clinician) - Dr. Ravikumar. P Clinician Affiliated
; Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Suresh Kumar. S ‘ Dr. Mahalakshmy. T Clinician Not Affiliated
(it . Dr. Sandhiya. S Basic Medical Scientist| _ Not Affiliated
Dr. T. Mahalakshmy " . Nishanthi. A Basic Medical Scientist Affiliated
(Clinician) X =
Dr. Ganesh. R / It is hereby confirmed that neither you nor any of the study team members have
(Basic Medical Scientist) | participated in the voting/decision making procedures of the committee.
Dr. Nishanthi. A The EC has reviewed and approved the following documents submitted for the
(Basic Medical Scientist) - above mentioned clinical study.
Dr. Sandhiya. S : 1. Research Proposal (Section A to D)

(Basic Medical Scienfist) 2. Data collection form / proforma

Mr. A. Karunamoorthy h 3. Consent form (Part I & II in Tamil and English)
(Legal Expert) ‘

Mrs. Chitra Shah

(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE CY Y ATTESTED

SEAN .
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Chairman:
Dr. Thiagarajan. T, py, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in’.

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Reasons for poor uptake of
Cervical and Breast cancer screening among women in Tamilnadu- From the
view of Beneficiaries and Health care Providers- A mixed methods study™.

It is understood that the study will be conducted under your direction, in a total
of 960 research participants, at Dept. of Community Medicine, as per the
submitted protocol.

Date of approval of the study: 25/02/2022

No dewviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within I month of the due date i.e. 11 months from the date of approval) on or
before 24/01/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

- and other applicable regulatory requirements.

Sincerely yours

foo 09.1'5 >
MEMBER SECRETARY
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — grs‘g?{g%ocgﬂgqgmmm
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Chairman:

Dr. Thiagarajan. T, p,. p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:s mmaheMmdf.ac.m

drvimalm@gmail. com

Members:

Dr.Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija.S

(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

TRUE

SMVMCH- ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28,03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

(Conditional) Approval letterfor observational Research Study

No: outward/SMVMCH-ECO/AL/ B2 /2022 Date: 25.02.2022

To
Dr. Vinoth. K,
Dept. of Psychiatry.

The study no. EC/18/2021 entitled, “To compare the knowledge, Attitude and
Behaviour regarding Homosexuality among Medical Undergraduates,
Postgraduates and Consultants™,

Dear Dr. Vinoth. K,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed the following documents submitted for the above

mentioned study -
(Part 1 & 11 in English)

Research Proposal, Data collection form and Consent form

The EC has decided to give conditional approval for the above study ONLY
' IF THE FOLLOWING CRITERIAS ARE FULFILLED

The Member Secretary, SMVMCH - Ethics Committee

> N
SR MANAKULAVINAYAGAR
MEGICAL COLLEGE & HOSPITAL
RALITHEERTHALKUPPAM,
MADAGADIPET, PUDUQHERRY-605 107.

Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pn.p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smvmchec@smvmch.ac.in ',

drvimalmi@gmail.com

Members:

Dr.Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija.S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH- ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03 2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

e This study should be first done as a Pilot study at the Institute level, onlv

after obtaining_appropriate permissions from the administrators of the
This will help in knowing the possible hurdles and conflicts, arising among the
students and consultants invited through Google form. The collected data and the
results of the Pilot study should be submitted to the administrators of the
Institution and the Ethics Committee. Based on the pilot study’s findings further
approval can be decided by SMVMCH-EC to proceed with the study involving
medical professionals and students from other institutes

However, the following points should be strictly incorporated in both the
Pilot study and the Main study.

The investigators have to explain why it is being done in Puducherry medical
professionals alone and why not at national level.

Mention clearly in the objective, whether the study will be done only in the
respective institute or will be including other institutes.

Sample size needs to be calculated to ensure sufficient number of participants
have participated in the study and the findings are powered enough to claim the
outcome. Having sample size will avoid both under and over recruitment of
participants. Sample size needs to be calculated for individual groups namely UG.
PG students, interns and consultants as the objective is to compare among these
groups. Without sample size calculation it may not be possible to compare among
the groups. ;

The PI has to explain clearly the disciplines from which consultants and
postgraduates will be invited to participate in the study.

One of the queries asks how many homosexual patients you come across with
option starting from less than 10. There are few disciplines which will be hardly
coming across such patients or taking history regarding this will introduce bias
towards the assessment of attitude and behavior.

Actually, there is no benefit for the participants, as this is a cross sectional study.
Age group of the participants should be strictly specified, preferably Major.
Recruitment of the participants from first year MBBS students may have the
possibility of including participants less than 18 years. Minors must be avoided, as
it requires participants assent, and Parental consent.

The variable “Religion” should be strictly removed from the questionnaire.
The variable “Employment Status-Government Vs Private” should be
strictly removed from the questionnaire.

All the possible identifiers in the study should be removed.

As it is a sensitive study, recruitment of the participants should be done with
utmost care.

Personal contact of the participants for enrolling in the study should be avoided.
Strict confidentiality of the collected data should be maintained. :

TRUE COPY Aﬁi TESTED

2 \




oA, SMVMCH- ETHICS COMMITTEE
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g“ ‘ "1_‘7_,; (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
2| S : : . :
» ( , /% Sri Manakula Vinayagar Medical College and Hospital,
N Pondicherry - 605 107
Chairman: No deviations from, or changes of the protocol and Informed Consent Document
: should be initiated without prior written approval by the EC of an appropriate
Dr. Thiagarajan. T, pnp amendment. The EC expects that the investigator should promptly report to the
?gg’i& ?E?’or Health & EC any deviations from, or changes of, the protocol to eliminate immediate
Medical Science : hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the
Member Secretary: . study.
Dr. Vimal. M '

E it R Mmm; The collected data and the review report of the Pilot study should be submitted

drvimalm@gmail.com within 3 months of the initiation of the study.

Members: : The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
Dr.Amol R Dongre : and other applicable regulatory requirements.

(Clinician) !

Dr. Bupathy. A h Sincerely yours

(Clinician)

Dr. Girija.S

(Clinician)
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Dr. K. N. Viswanathan 'y
(Clinician) ¥ /
Dr. P. Ravikumar 1 CHAIRMAN
(Clinician) ;
‘Dr. THIAGARAJAN.T
Dr. Suresh Kumar. S h Chairman
(Clinician) SMVMCH Ethics Committee
Dr. T. Mahalakshmy \
(Clinician)
Dr. Ganesh. R

(Basic Medical Scientist)

Dr, Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist) %
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi I
(Lay person) ;
The Member Secretary,SMVMCH - Ethics Committee
Phone: 0413 — 2643030 Mobile: 9486748348
TRLE df\c PY ATTESTED
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Chairman:

Dr. Thiagarajan. T, g, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E ml_me#ﬁ@‘um_w__‘i
drvimalmi@gmail.com '

Members:

Dr.Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija.S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist) +

SMVMCH- ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/20 13/Re-registration-2017 DT.28 03 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

(Conditional) Approval letterfor observational Research Study

No: outward/SMVMCH-ECO/AL/ 53 /2022 Date: 25.02.2022
To

Dr. Perarul. S,

Dept. of Psychiatry.

The study no. EC/71/2021 entitled, “Psychiatric morbidities in men having sexual
relationship with men — A Cross-Sectional study™.

Dear Dr. Perarul. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022, in the college council hall with Dr. Thiagarajan. T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Not Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar, P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

CItis hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.
The EC has reviewed the following documents submitted for the above

mentioned clinical study - Research Proposal, Data collection form and Consent
form (Part I & 11 in English)

) The EC has decided to give conditioned approval for the ir the above studv ONLY

IF THE FOLLOWING CRITERIAS ARE FULFILLED

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi J

(Lay person)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 - z&wg,y@@q%f@gﬂrm
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Chairman: T

Dr. Thiagarajan. T, ppp | o This studv should be first done as a Pilot studv, only after obtaining

Founder & CEO, ; appropriate permissions from the administrators of the Institution.

TIDES Institute of Health & Iy This will help in knowing the possible hurdles and conflicts, arising from

Medical Science ; recruiting the participants and handling the data. The collected data and the results

: f of the Pilot study should be submitted to the administrators of the Institution and

Member Secretary: . the Ethics Committee. Based on the pilot study’s findings further approval can be

Dr. Vimal. M decided by SMVMCH-EC to proceed with the main study.

E mail:smvmchec@smvmch.ac.in -

drvimalm@ gmail.com ; However, the following points should be strictly incorporated in both the
Pilot study and the Main study.

Members: . s The Principal Investigator needs to explain how they will be obtaining the details

Dr.Amol R Dongre + of th_e partners of participants. If the participant is not willing to rev.eai the partner

(Clinician) t details, it should be respected and should not be compelled to provide the details.
1y The same needs to be included in Informed Consent Form.

Dr. Bupathy. A I e Similarly the PI needs to explain how the partmer of the participant will be

(Clinician) 4 contacted after getting his details from the participant. Will they be interviewed

L o - 1 through phone or will be invited to Psychiatry department of SMVMCH? If

(Cfi S0 ajn ) interview through phone, verbal consent to be taken which needs to be recorded
and documented in the presence of a witmess. If the participant is called to

Dr. K. N. Viswanathan 1 psychiatry department for participation, reimbursement needs to be given and the

(Clinician) T amount needs to be mentioned in the Informed Consent Form.

e Psychiatry morbidities need to be explained clearly with appropriate

De £ Sulomer references. It needs to be explained using simple and understandable terms in

{Chpici) + the Informed Consent Form.

Dr. Suresh Kumar. S * e The study is beneficial only for the participants with psychiatric morbidities

(Clinician) i attending psychiatry OPD. The Principal Investigator has to explain how it will be
' of any benefit to those partners of the participants who are otherwise healthy and

Dr. T. Mahalakshmy oS do not have psychiatric morbidities. The mental health of those partners of the

(Clinician) £ participants should be evaluated prior to the study and remedial measures should

Dr. Ganesh. R T be taken. . ;

(Basic Medical Scientist) o e In Informed Consent Form under “what will happen if you participate™: should

include “that the partners information will be taken from the participants and

Dr. Nishanthi. A this study is all about tracing homosexual men to know about their mental

Shasio Medka! bkt health and help them out”
Dr. Sandhiya. S o To remove female gender from the Proforma as this is done only in males.
(Basic Medical Scientist) e “Name” should be strictly removed from the Proforma.
i o  All the possible identifiers in the study should be removed.
Mr. A, Karunamoorthy |,  compulsion of the participants for enrolling in the study should be avoided.
o) e Strict confidentiality of the collected data should be maintained.
Mrs. Chitra Shah
(Social scientist) '
Mrs. Meenakshi i
(Lay person)

D
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SMVMCH- ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Chairman: No deviations from, or changes of the protocol and Informed Consent Document

should be initiated without prior written approval by the EC of an appropriate
Dr. Thiagarajan. Typp amendment. The EC expects that the investigator should promptly report to the
mﬁﬁi};m SN EC any deviations from, or changes of, the protocol to eliminate immediate
Medical Science ‘ hazards to the research participants and about any new information that may

affect adversely the safety of the research participants or the conduct of the
Member Secretary: | study.

Dr. Vimal. M . : ;
¥ i anovnch i o b, Tt_le _collected data and-tl_xet review report of the Pilot study should be submitted
drvimalma gmail.com ' within 3 months of the initiation of the study.

Members: 3 The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines

Dr.Amol R Dongre : and other applicable regulatory requirements.
(Clinician) :

Dr. Bupathy. A : Sincerely yours
(Clinician) '
Dr. Girija.S

(Clinician)

Dr. K. N. Viswanathan - 71
(Clinician) i

Dr. P. Ravikumar
(Hmigkon) CHAIRMAN
Dr, Suresh Kumar. S Dr. THIAGARAJAN.T
) Chairman

Dr. T. Mahalakshmy " SMVMCH Ethics Committee
(Clinician) e

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mprs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 - 264BRABICHDP V/AATREBT ED

EERTHAL KUPRAM,
MADAGADIFET, PULUCHERIYY-605 107,
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Chairman:

Dr. Thiagarajan. T, g, p

Founder & CEO,

TIDES Institule of Health &
Medical Science
Member Secretary
Dr. Vumal. M

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-20 17 DT 2803 2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for Research Study
No: outward/SMVMCH-ECO/AL/ 5% /2022 Date: 03.03.2022

To
Ms. Saraswathi. L,
Dept. of Child Health Nursing.
The study no. EC/105/2021 entitled, “A study to assess the Effectiveness of Skill

Training Programme on Management of Selected Pediatric Emergencies among
Staff Nurses at SMVMCH, Puducherry”.

Dear Ms. Saraswathi. L,
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

3. Consent form (Part I & I in English) (if applicable)

The EC hereby approves the proposal entitled, “A study to assess the
Effectiveness of Skill Training Programme on Management of Selected Pediatric
Emergencies among Staff Nurses at SMVMCH, Puducherry™.

It is understood that the study will be conducted under your direction, in a total of
300 research participants, at Dept. of Pediatrics, SMVMCH as per the submitted
protocol.

The Member Secretary, SMVMCH - Ethics Committee

A TESTED Phone: 0413 - 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, g, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail: smvmcheci@smvmeh.ac.in'
drvimalm'@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar, S
(Clinician)

Dr. T. Mahalakshmy
(Clinician) g
Dr. Ganesh. R !
(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/InsU/PY/2013/Re-registration-2017 DT 28.03 2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Date of approval of the study: 03/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date 1.e. 11 months from the date of approval) on or
before 02/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

GQLW’L 2 |at

Member Secretary
Signature & date with Stamp

. Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
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Chairman:

Dr. Thiagarajan. T, py
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail:smyvmcheca@smvmeh.ac.
drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMYMCH-ECO/AL/ 58 /2022 Date: 03.03.2022

To
Ms. D. S. Karthika Devi,
Dept. of Pediatrics.

The study no. EC/21/2022 entitled, “Effects of electronic exposure on behaviours
of 6 months — 13 years by using Digital Screen Exposure Questionnaire (DSEQ)
in a tertiary care hospital”

Dear Ms. D. S. Karthika Dewvi,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows. '

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / Questionnaire
3. Consent form (Part I & 11 in Tamil and English)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPJr ATTESTED

SAN

ANAKULY% VINAYAGAR
ARt & uosPIIAL
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Chairman:

Dr. Thiagarajan. T, p p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch. acml

drvimalmi@gmail com +

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
{Clinician)

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. 8

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Effects of electronic exposure on
behaviours of 6 months — 13 years by using Digital Screen Exposure
Questionnaire (DSEQ) in a tertiary care hospital ™.

It is understood that the study will be conducted under your direction, in a total
of 135 participants, at Dept. of Pediatrics, as per the submitted protocol.

Date of approval of the study: 03/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 02/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

WGuo:
MEMB@ARY

Signature & date with Stamp
Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMyAGCH € DYFis
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pp. p
Founder & CEO.

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchecasmvmch.ac.in,

drvimalmagmail.com
Members:

Dr. Amol R Dongre
{Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)
Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Appraval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 59 /2022 Date: 03.03.2022

To
Ms. D. S. Karthika Devi,
Dept. of OBG.

The study no. EC/20/2022 entitled, “Knowledge, attitude, belief on pesticide
exposure in pregnant women in a tertiary care hospital”

Dear Ms. D. S. Karthika Devi,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

r Name of the Member Pasition on EC Affiliation
[Dr. Thiagarajan. T Chairman Not Affiliated
. Vimal. M Member Secretary Affiliated
. Amol R Dongre Clinician Affiliated

Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

Tt is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.
1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & 11 in Tamil and English)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPYATTESTED

KALITHEERTHALRUPPAM,

MADAGADIPET, PULUCH RRY-505 107.
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Chairman:

Dr. Thiagarajan. T, py, p

Founder & CEQ,
TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

drvimalm ail.co

E mail: smvmcheci@smymch.ac. m

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. §

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Knowledge, attitude, belief on
pesticide exposure in pregnant women in a tertiary care hospital™.

It is understood that the study will be conducted under your direction, in a total
of 164 participants, at Dept. of OBG, as per the submitted protocol.

Date of approval of the study: 03/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 02/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y. ICMR guidelines
and other applicable regulatory requirements.

- Sincerely yours

i
33l%>
MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M

Membar Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py, p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smymchec@smvmch.ac.in.

drvimalmiagmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy

(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mprs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMYMCH-ECO/AL/ 60 /2022 Date: 03.03.2022

To
Dr. Sushmitha. J,
Dept. of Pathology.

The studv no. EC/19/2022 entitled, “Estimation of Platelet count in unstained
peripheral smears — Can it serve as a Point of Care Test?”

Dear Dr. Sushmitha. J,

The meeting of the SMYMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

Ttis hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned chinical study.
1. Research Proposal (Section A to D)

2. Data collection form / proforma

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348



Chairman:

Dr. Thiagarajan. Tymp
Founder & CEO,
TIDES Institute of Health &

Medical Science
Member Secretary:

Dr. Vimal. M
E mail: s mvmch_e_c_'@,gmvmchacm

drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
{Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

{Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03 2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Estimation of Platelet count in
unstained peripheral smears — Can it serve as a Point of Care Test?”.

It is understood that the study will be conducted under your direction, at Dept. of
Pathology. as per the submitted protocol.

Date of approval of the study: 03/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of appmval) on or
before 02/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

- Sincerely yours

T
MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, Mobile: 9486748348

TRUE cqQry ATTESTED
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Chairman: : Approval letter for observational Research Study

Dr. Thiagarajan. T, py, p : ;

Founder & CEO, No: outward/SMVMCH-ECO/AL/ 6] /2022 Date: 03.032022
TIDES Institute of Health &

Medical Science i To
' Dr. Subalakshmi. S,

Member Secretary: Dept. of Community Medicine.

Dr. Vimal. M

E mail:smymchec@smvmch.ac.in. The study no. EC/15/2022 entitled, “Cervical cancer screening results and follow

drvimalm@gmail.com up status of women screened at Rural Health Training Centre, Thiruvennainallur,
; Tamil Nadu- A Follow up study”

Members:

Dear Dr. Subalakshmi. S,
Dr. Amol R Dongre
(Clinician) ; The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on

! 23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
Dr. Bupathy. A ! list of members who attended the meeting is as follows.
(Clinician) ;
Dr. Girija. S } [ Name of the Member | Position on EC Affiliation
(Clinician) ' Dr. Thiagarajan. T Chairman Not Affiliated
SR et s worPR Vimal. M Member Secretary Affiliated
(Clinician) " Dr. Amol R Dongre Clinician Affiliated
e A ; Dr. Bupathy. A Clinician Affiliated

B 4 V1 i . r

(Clinician) Dr. Ravikumar. P Clinician Affiliated

' Dr. Suresh Kumar. S Clinician Not Affihated
Dr. Suresh Kumar. S 1 Dr. Mahalakshmy. T Clinician Not Affiliated
s " Dr. Sandhiya. S Basic Medical Scientist| _ Not Affiliated
Dr. T. Mahalakshmy T Dr. Nishanthi. A Basic Medical Scientist Affiliated
(Clinician) (B
Dr. Ganesh. R : It is hereby confirmed that neither you nor any of the study team members have
(Basic Medical Scientist) | participated in the voting/decision making procedures of the committee.
Dr. Nishanthi. A | The EC has reviewed and approved the following documents submitted for the
(Basic Medical Scientist) _ above mentioned clinical study.
Dr. Sandhiya. S 1. Research Proposal (Section A to D)
(Basic Medical Scientist) 4 5 Dits collectiai b
Mr. A. Karunamoorthy ‘ 3. Consent form (Part | & 11 in Tamil and English)

(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs, Meenakshi

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smyvmchec@smvmch.ac.in'

drvimalmi@gmail com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mprs. Meenakshi
(Lay person)

The EC hereby approves the proposal entitled, “Cervical cancer screening results
and follow up status of women screened at Rural Health Training Centre,
Thiruvennainallur, Tamil Nadu- A Follow up study™.

It is understood that the study will be conducted under your direction, at Dept. of
Community Medicine, as per the submitted protocol.

Date of approval of the study: 03/03/2022

No dewviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 02/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yo

Dw/gﬁ]f’»

MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

| SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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SMVMCH - ETHICS COMMITTEE

V“LU LA Vl/’,
§“‘ ® (ECR/1088/SMVMCH/Inst/PY/2013/Re-rogistration-2017 DT.28.03.2018)
2 £ : ) : :
% (.) :_"’3 Sri Manakula Vinayagar Medical College and Hospital,
o;r,,,‘_w';:“‘ > Pondicherry - 605 107
Chairman: i Approval letter for observational Research Study
Dr. Thiagarajan. T, pn. p L / :
Founder & CEO. : No: outward/SMVMCH-ECO/AL/ é-? /2022 Date: 03.03.2022
TIDES Institute of Health & |
Medical Science ! To

Dr. Subalakshmi. S,

: - LS
Member Secretary Dept. of Community Medicine.

Dr. Vimal. M !

Enfail:smmhfg:mmvﬂacin}: The study no. EC/14/2022 entitled, “Acceptors and barriers of Injectable

drvimalmi@gmail.com : Contraceptive usage among reproductive women in a Primary Health Centre — A

i . qualitative study in Puducherry™

: ¥ Dear Dr. Subalakshmi. S,

Dr. Amol R Dongre I

(Clinician) 0 The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
: 23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The

Dr. Bupathy. A T list of members who attended the meeting is as follows.

(Clinician) v

Dr. Girija. S ' Name of the Member Position on EC Affiliation

(Clinician) Dr. Thiagarajan. T Chairman Not Affiliated

Dr. K. N. Viswanathan ; Dr. Vimal. M Member r?.e-:cretary Aﬁiliated

(Clinician) 1 Dr. Amol R Dongre Clinician Affiliated

- ; Dr. Bupathy. A Clinician Affiliated

Dr. P. Raviku ¥ =t -

i | [Dr. Ravikumar. P Clinician Affiliated
i Dr. Suresh Kumar. S Clinician Not Affiliated

L b 8 ' Dr. Mahalakshmy. T Clinician Not Affiliated

o ©  Dr.Sandhiya S Basic Medical Scientist| _ Not Affiliated

Dr. T. Mahalakshmy Dr. Nishanthi. A Rasic Medical Scientist Affiliated

(Clinician) :

Dr. Ganesh. R It is hereby confirmed that neither you nor any of the study team members have

(Basic Medical Scientist) || participated in the voting/decision making procedures of the committee.

Dr. Nishanthi. A The EC has reviewed and approved the following documents submitted for the

(Basic Medical Scientist) { above mentioned clinical study.

Dr. Sandhiya. S , 1. Research Proposal (Section A to D)

(Basic Medical Scieatist) h 2. Data collection form

Mr. A. Karunamoorthy 3. Consent form (Part I & I in Tamil and English)

(Legal Expert) 4

Mus. Chitra Shah
(Social scientist)

Mrs. Meenakshi

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. Tienn

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S8
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs, Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled. “Acceptors and barriers of
Injectable Contraceptive usage among reproductive women in a Primary Health
Centre — A qualitative study in Puducherry™.

It is understood that the study will be conducted under your direction, at Dept. of
Community Medicine, as per the submitted protocol.

Date of approval of the study: 03/03/2022

No deviations from. or changes of the protocol and Informed Consent Document
should be mitiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted

(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 02/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerel‘y:;(;uf
% |42k
MEMBER SECRETARY
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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SMVYMCH - ETHICS COMMITTEE

P-\LULA ;,!4,
s 6 % (ECR/1088/SMVMCH/Inst/PY/2013/Re-regisiration-2017 DT 28 .03.2018)
2 2 : 3 : :
» ( ) = Sri Manakula Vinayagar Medical College and Hospital,
s wn,,ss* Pondicherry - 605 107
Chairman:

Dr. Thiagarajan. Tsenp

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smyvmcheda ,Mmd!.ac.m

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

TRUE COPY/ TTESTED
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Approval letter for observational Research Study

No: outward/ SMYMCH-ECO/AL/ £2 12022 Date: 03.03.2022

To
Dr. Reenaa Mohan,
Dept. of Community Medicine.

The study no. EC/13/2022 entitled, “Exploration of challenges faced by psoriasis
patients and its potential solutions™

Dear Dr. Reenaa Mohan,

The meetmg of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

. Nishanthi. A Basic Medical Scientist Affiliated

Ttis hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form
3. Consent form (Part I & II in Tamil and English)

The Member Secretary, SMVMCH - Ethics Commiitee
Phone: 0413 — 2643030, Mobile: 9486748348

5107.




SMVMCH - ETHICS COMMITTEE

pHULA v,qf (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.032018)

(‘, 2 Sri Manakula Vinayagar Medical College and Hospital,
:-” Pondicherry - 605 107

a"‘c t«,. :\15\,'
Chairman:
- Vi e The EC‘ ht?reby_approves_ the propo_osa] entﬁtlec& “Exploration of challenges faced
Founder & CEO. : by psoriasis patients and its potential solutions™.
mgfml?ggl::f Hell s It is understood that the study will be conducted under your direction, at Dept. of

Community Medicine, as per the submitted protocol.
Member Secretary:

Dr. Vimal. M

E mail: smvmcheci@smvmch.ac. In
drvimalmdgmail.com

Date of approval of the study: 03/03/2022

No deviations from, or changes of the protocol and Informed Consent Document

R ! should be initiated without prior written approval by the EC of an appropriate
Dr. Amol R Dongre ! amendment. The EC expects that the investigator should promptly report to the
(Clinician) 1 EC any deviations from, or changes of, the protocol to eliminate immediate
Dr. Bupathy. A : hazards to the research participants and about any new information that may
(Clinician) affect adversely the safety of the research participants or the conduct of the trial.

Dr. Girija. 8 ' This approval is valid for the entire duration of the study. A copy of the final
(Clinician) report should be submitted to the EC for review. But for studies which will
Dr. KN, Viswanuthan continue for more than a year, a continuing review report needs to be submitted
(Clinician) ) (within 1 month of the due date i.c. 11 months from the date of approval) on or

i before 02/02/2023.

Dr. P. Ravikumar
(Clinician)

The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines
D, Stecek K and other applicable regulatory requirements.

(Clinician)

Dr. T. Mahalakshmy ! _
(Clinician) ; - Sincerely yours

Dr. Ganesh. R t %‘w,oi
(Basic Medical Scientist) .| AR

Dr. Nishanthi. A : MEMBER SECRETARY
(Basic Medical Scientist) ' Signature & date with Stamp
Dr.Sandhiya.S 1  py VIMAL.M
(Basic Medical Scientist) i Member Secretary :

Mr. A Karunamoorthy . SMVMCH Ethics Committee
(Legal Expert) I

Mrs. Chitra Shah

(Social scientist) :

Mrs. Meenakshi "

(Lay person)

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030, Mobile: 948674848
TRUE COPY ATTESTED
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Chairman:

Dr. Thiagarajan. T, ps p
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

Name of the Member Paosition on EC Affiliation

. Thiagarajan. T Chairman Not Affiliated
[Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ ¢ 1 12022 Date: 03.03.2022

To
Mr. Girirajan. N,
Dept. of Physiology.

The study no. EC/06/2022 entitled, “Estimation of COVID Infection, Reinfection
of status among Medical Students and its correlation with vaccination status, at a
Private Medical College, Puducherry”

Dear Mr. Girirajan. N,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part I & II in English)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348




SMVMCH - ETHICS COMMITTEE

Member Secretary:
Dr. Vimal. M

E mail: smvimcheci@smvmeh.ac.in’

drvimalm@igmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar, S
(Clinician)

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Murs, Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

ev.\m LA Yoy, (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03 2018)
T R/2
3 (‘) % Sri Manakula Vinayagar Medical College and Hospital,
v . S
e ST Pondicherry - 605 107
% —x
* Collpcre ar8™
Chairman:
5 A e T The EC hereby approves the proposal entitled, “Estimation of COVID Infection,
F;lmr 2 Eci;igl&ll- el Reinfection of status among Medical Students and its correlation with vaccination
TIDES Institute of Health & status, at a Private Medical College, Puducherry”.
Medical Science

It is understood that the study will be conducted under your direction, in a total
of 900 participants, at Dept. of Physiology, as per the submitted protocol.

Date of approval of the study: 03/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an approprate
amendment. The EC expects that the investigator should promptly report fo the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the enfire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 02/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours
i
MEMBER SECRETARY
Signature & date with Stamp
Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —264303fR Mobite RIgIFBES TED

:
SR MENAKULA VE YAGAR
MEDICAL COLLEGE & CSPITAL ;
KALITHI':ERTH:\LKU AM,
MADAGADIPET, FUDUCHERRY-605 107. :
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% «, 3 Sri Manakula Vinayagar Medical College and Hospital,
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Chairman: Approval letter for observational Research Study

Dr. Thiagarajan. T, py. p
Founder & CEO,
TIDES Institutc of Health &
Medical Science ' To

Dr. Arulmozhi. M,

Dept. of Community Medicine.

No: outward/SMVMCH-ECO/AL/ 66 /2022 Date: 07.03.2022

Member Secretary:
Dr. Vimal. M

E mail:smymchecsmvmeh.ac.in The study no. EC/22/2022 entitled, “Experiences of medical students in COVID

home triage — An exploratory qualitative study in urban Puducherry”

drvimalm(a gmail.com 1

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Dear Dr. Arulmozhi. M,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
. Vimal. M Member Secretary Affiliated

[Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form
3. Consent form (Part I & IT in English)

STED The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

SRI MANAKLLA YT
:DICAL COLLEGE ()
M LITHEERTRALKY
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Chairman:

Dr. Thiagarajan. T, py, p

Founder & CEO,

TIDES Institute of Health &

Medical Science

Member Secretary:
Dr, Vimal. M

E mail: smvmchec@smvmch ac.in i

drvimalmd gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §
(Basic Medical Scientist)

Mr. A, Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Experiences of medical students
in COVID home triage — An exploratory qualitative study in urban Puducherry™.

It is understood that the study will be conducted under your direction, in a total
of 40 participants, at Dept. of Community Medicine, as per the submitted

protocol.

Date of approval of the study: 07/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a vear, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 06/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

fedur
T
MEMBER S TARY
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary \
SMVMCH Ethics Committee

The Member Secretary, SMVMUCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUC COPY ATTESTED
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SMVMCH - ETHICS COMMITTEE
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% ( ) = Sri Manakula Vinayagar Medical College and Hospital,
Sagts Pondicherry - 605 107
Chairman: i Approval letter for observational Research Study
Dr. Thiagarajan. T, pr.p : : :
Sptms ‘ No: outward/SMVMCH-ECO/AL/ & /2022 Date: 07.03.2022
TIDES Institute of Health & !
Medical Science To
1y Dr. Pravin. S,
Member Secretary: Dept. of Community Medicine.
Dr. Yimal. M ;
E@I:-M_M_M@.-Lcﬂ" The study no. EC/18/2022 entitled, “An interprofessional approach on planning,
drvimalniagmail. com implementation and evaluation of a community driven and owned program for
= 3 advocacy, communication and social mobilization of NTEP goals in suburban
Members: . and rural areas of Puducherry”

Dr. Amol R Dongre ¥ Dear Dr. Pravin. S,
(Clinician) !

I The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
Dr. Bupathy. A ! 23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
(iimician) 0 list of members who attended the meeting is as follows.

Dr. Girija. §
(Clinician) 1 Name of the Member Position on EC Affiliation
i Dr. Thiagarajan. T Chairman Not Affiliated
(Clinician) Dr. Vimal. M Member Secretary Affiliated

: , . Amol R Dongre Clinician Affiliated
%ﬁ;ﬁg“‘““’" Dr. Bupathy. A Clinician Affiliated

I Dr. Ravikumar. P Clinician Affiliated

Dr. Suresh Kumar. $ ¥ Dr. Suresh Kumar. S Clinician Not Affiliated
(Clens) : Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. T. Mahalakshmy ' Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
(Clinician) ' Dr. Nishanthi. A Basic Medical Scientist Affiliated
Dr. Ganesh. R l
(Basic Medical Scientist) 1t is hereby confirmed that neither you nor any of the study team members have
Dr. Nishanthi. A : participated in the voting/decision making procedures of the committee.
(Basic Medical Scientist) . The EC has reviewed and approved the following documents submitted for the
Dr. Sandhiya. S above mentioned clinical study.
(Basic Medical Scientist) 1 1. Research Proposal (Section A to D)
Mr. A. Karunamoorthy 2. Data collection form / Questionnaire
(Legal Expert ; 3. Consent form (Part I & I1 in Tamil and English)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi »

(Lay person) 4
The Member Secretary, SMVMCH - Ethics Committee

ESTED Phone: 0413 —2643030, Mobile: 9486748348
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Chairman:

Dr. 'I']nagarajan. Tyenp
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in’
drvimalm@gmail.com '

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. 8

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
{Legal Expert)

Mrs. Chitra Shah
(Social scientist)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “An interprofessional approach on
planning, implementation and evaluation of a community driven and owned
program for advocacy, communication and social mobilization of NTEP goals in
suburban and rural areas of Puducherry™.

It is understood that the study will be conducted under your direction, in a total
of 370 participants, at Dept. of Community Medicine, as per the submitted
protocol.

Date of approval of the study: 07/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 06/02/2023.

. The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines

and other applicable regulatory requirements.

Sincerely yours
Somos
3 S
MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman:

Dr. Thiagarajan. T, Ph.D
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mdl:smnldgﬂ@mch.acin;

drvimalm(@gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs, Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

MEDICAL ¢ o -

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital.
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ £ € /2022 Date: 07.03.2022

To
Dr. Pravin. S,
Dept. of Community Medicine.

The study no. EC/17/2022 entitled, “Challenges, barriers and enablers for vector
borne disease control in rural and semi-urban regions of Pondicherry and Tamil
Nadu”

Dear Dr. Pravin. S,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated

. Vimal. M Member Secretary Affiliated
[Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form
3. Consent form (Part [ & 11 in Tamil and English)

The Member Secretary, SMVMCH - Ethics Commiittee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, pn p

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac. m

drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr, Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
{Basic Medical Scientist)

Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Challenges, barriers and enablers
for vector borne disease control in rural and semi-urban regions of Pondicherry
and Tamil Nadu™.

It is understood that the study will be conducted under your direction, at Dept. of
Community Medicine, as per the submitted protocol.

Date of approval of the study: 07/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 06/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours
B>
MEMBER SECRETARY
Signature & date with Stamp
Dr. VIMAL.M
Member Secretary
sMvMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobilg: 09486748348

TRUE COPY ATTESTED
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N > 4 Pondicherry - 605 107
Chairman: Approval letter for observational Research Study

Dr. Thiagarajan. T, p, p

Founder & CEO,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail:smyvmchedasmvmch. ar:.m

drvimalmiagmail.com

Members:

Dr. Amol R Dongre
{Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr, Sandhiya. S
{Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Name of the Member Position on EC Affiliation
|Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated

: Dr. Nishanthi. A Basic Medical Scientist Affiliated

No: outward/SMVMCH-ECO/AL/ €9 /2022 Date: 07.03.2022

To
Dr. Nivethia. K. R,
Dept. of Pharmacology.

The study no. EC/07/2022 entitled, “Perception and practices on covid-19
vaccination and booster dose acceptability among healthcare workers — a
questionnaire-based study”

Dear Dr. Nivethia. K. R,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
Iist of members who attended the meeting is as follows.

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / Questionnaire
3. Consent form (Part I & 1 in Tamil and English)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEQO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M -

E mail: smvmcheci@smymch.ac. i,
drvimalm il.com ;

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. $
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A :
(Basic Medical Scientist) !
Dr. Sandhiya. S

(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Perception and practices on
covid-19 vaccination and booster dose acceptability among healthcare workers —
a questionnaire-based study ™.

It is understood that the study will be conducted under your direction, in a total
of 550 participants, at Dept. of Pharmacology, as per the submitted protocol.

Date of approval of the study: 07/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 06/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y. ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours
oy

113
MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M
Member Secretary
SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee

Phone: 0413 — 2643030,
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Chairman: Approval letter for observational Research Study

Dr. Thiagarajan. T, gy p
Founder & CEO,
TIDES Institute of Health &
Medical Science To

Dr. Suganya. S,

Dept. of Biochemistry.

No: outward/SMVMCH-ECO/AL/ F © /2022 Date: 07.03.2022

Member Secretary:

Dr, Vimal. M i
E mail:smymchecasmvmeh.ac.in The study no. EC/09/2022 entitled, “Serum lactate dehydrogenase level at
drvima il.com : admission and its clinical significance among COVID-19 Patients™
Members: Dear Dr. Suganya. S,
Dr. Amol R Dongre The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
(Clinician) 23.02.2022 m the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.
Dr. Bupathy. A
(Clinician) Name of the Member Posifion on EC Affiliation
Dr. Girija. § Dr. Thiagarajan. T Chairman Not Affiliated
(Clinician) [Dr. Vimal. M Member Secretary Affiliated
Dr. K. N. Viswanathan . Amol R Dongre Clinician Affiliated
(Clinician) Dr. Bupathy. A Clinician Affiliated
5 Reitkanias Dr. Ravikumar. P Clinician Affiliated
(Clinician) Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
?&;';f;:;‘ Mot 5 Dr. Sandhiya. S Basic Medical Scientist| _ Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

Ttis hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mprs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
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Chairman:

Dr. Thiagarajan. T, Ph. D

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@smvmch.ac.in

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar, S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. 8
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Serum lactate dehydrogenase
level at admission and its clinical significance among COVID-19 Patients™.

It is understood that the study will be conducted under your direction, at Dept. of
Biochemistry, as per the submitted protocol.

Date of approval of the study: 07/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date 1.c. 11 months from the date of approval) on or
before 06/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

- Sincerely vours

uﬂ)gj{,v»oﬂ,
MEMBER S TARY
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348
TRUE o0 Y ATTESTED
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SMVMCH - ETHICS COMMITTEE
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g"‘ % (ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)
o o ;
@ 3 Sri Manakula Vinayagar Medical College and Hospital,
e Pondicherry - 605 107
College st
Chairman: ¥ Approval letter for observational Research Study
Dr. Thiagarajan. T, ppp § . :
< S 06, : No: outward/SMVMCH-ECO/AL/ ¥ [/2022 Date: 07.03.2022
TIDES Institute of Health &
Medical Science g To
Dr. Suganya. S,
Momber Secretgry: : Dept. of Biochemistry.
Dr. Vimal. M
E mail:smymchec@smvmeh.ac.in The study no. EC/08/2022 entitled, “Transient hyperglycemia and its clinical
drvimaimigigniail com ' significance among non-diabetic Covid-19 patients”
RMeosibers: Dear Dr. Suganya. S,
Dr. Amol R Dongre ) The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
(Clinician) Iy 23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The

list of members who attended the meeting is as follows.
Dr. Bupathy. A

(Cliicien) { Name of the Member Position on EC Affiliation
Dr. Girija. S { Dr. Thiagarajan. T Chairman Not Affiliated
(e ' |Dr. Vimal. M Member Secretary Affiliated
Dr. K. N. Viswanathan " . Amol R Dongre Clinician Affiliated
(Clinician) iy Dr. Bupathy. A Clinician Affiliated
Do P Rasikines Dr. Ravikumar. P Clinician Affiliated
(Clinician) , Dr. Suresh Kumar. S Clinician Not Affiliated

' Dr. Mahalakshmy. T Clinician Not Affiliated
fgli‘:g:;' e 5 Dr. Sandhiya. S Basic Medical Scientist| _ Not Affiliated

Dr. Nishanthi. A Basic Medical Scientist Affiliated

Dr. T. Mahalakshmy
e linicem) Ttis hereby confirmed that neither you nor any of the study team members have
Dr. Ganesh. R participated in the voting/decision making procedures of the committee.
(Raske Mediowl Yerpution) The EC has reviewed and approved the following documents submitted for the
Dr. Nishanthi. A % above mentioned clinical study.

B Macies! Saieie) 1. Research Proposal (Section A to D)

Dr. Sandhiya. S 9

(Basic Medical Scientist) f 2. Data collection form / proforma

Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs, Meenakshi
(Lay person)

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE COPY ATTESTED
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Chairman:
Dr.Thﬁﬂﬂ“1ﬂ@n.1;th
Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M

E mail: smvmcheci@smyvmeh.ac. m
drvimalmi@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

{Clinician)

Dr. K. N. Viswanathan
{Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
{Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi

(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Transient hyperglycemia and its
clinical significance among non-diabetic Covid-19 patients™.

It is understood that the study will be conducted under your direction, at Dept. of
Biochemistry, as per the submitted protocol.

Date of approval of the study: 07/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly repert to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 06/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

- Sincerely yours

W A,
MEMBER SECRETARY
Signature & datc with Stamp

Dr. VIMAL.M

Member Secretary
SMVMCH Ethics Committes

\
I

=

The Member Secretary, SMVMCH - Ethics Committee

CEAN

°”'N6*P—‘I * VINAYAGAR
MED. Ay i "LLEGE & HOSPITAL
RAa_irqe ERTHALKUPP,
ﬂ:\DAuwnrh- PULUCHERRY. 605 107




e‘,.w LA 1,

¢/
T '4,'7.1_
= %
E'() 3
w =]

%a -
Y College ard

Chairman:

Dr. Thiagarajan. T, pnp |
Founder & CEO, 1y
TIDES Institute of Health &
Medical Science

Member Secretary:

Dr. Vimal. M :
E mail:smymchec@smvmech.ac.in.
trvisusionagmeail !
Members:

Dr. Amol R Dongre
(Clinician}

Dr. Bupathy. A

(Clinician)

Dr. Girija. 8
(Clinician)
Dr. K. N. Viswanathan
(Clinician) I
Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy .
(Clinician) g

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
{Basic Medical Scientist)

Dr. Sandhiya. 8§

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,

Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ & /2022 Date: 07.03.2022

To
Dr. Suganya. S,
Dept. of Biochemistry.

The study no. EC/03/2022 entitled, “Association of genetic polymorphism of
TCF7L2 gene among Gestational Diabetes Mellitus Subjects of South India™

Dear Dr. Suganya. S,
The meeting of the SMYMCH Ethics Committee (SMVMCH-EC) was held on

23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

Name of the Member Position on EC Affiliation
Dr. Thiagarajan. T Chairman Not Affiliated
Dr. Vimal. M Member Secretary Affiliated

. Amol R Dongre Clinician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar. P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
Dr. Nishanthi. A Basic Medical Scientist Affiliated

ltis hereby confirmed that neither you nor any of the study team members have

participated in the voting/decision making procedures of the committee.
The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data collection form / proforma
3. Consent form (Part [ & Il in Tamil and English)

TRUE C ‘FY ATTESTED

% e

The Member Secretary, SMVMCH - Ethics Commitiee
Phone: 0413 — 2643030, Mobile: 9486748348

i VIMAYAGAR
& HOSPITAL



Chairman:

Dr. Thiagarajan. T, pp.p

Founder & CEO,

TIDES Institute of Health &
Medical Science
Member Secretary:
Dr. Vimal. M

E mail: . h mvmch.ac.in: i

drvimalm@gmail.com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R
(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “Association of genetic
polymorphism of TCF7L2 gene among Gestational Diabetes Mellitus Subjects of
South India™.

It is understood that the study will be conducted under your direction, in a total
of 90 participants, at Dept. of Biochemistry, as per the submitted protocol.

Date of approval of the study: 07/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment, The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to eliminate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 06/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

—S[a>
MEMBER SECRETARY
Signature & date with Stamp

Dr. VIMAL.M

Member Secretary

SMVMCH Ethics Committee

The Member , SMVMCH - Ethics Committee
PhaER U AQGPEQ{?EB 9486748348

DEAN
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Chairman:

Dr. Thiagarajan. T, pi. p

Founder & CEQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:smyvmchecasmvmeh, acin.

drvimalmi@ gmail.com
Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
{Clinician)

Dr. Girija. §
(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
{Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)

Dr. Nishanthi. A
(Basic Medical Scientist)

Dr. Sandhiya. §
(Basic Medical Scientist)

Mr. A. Karunamoorthy
(Legal Expert)

Mus. Chitra Shah
(Social scientist)

Mrs. Meenakshi
(Lay person)

Name of the Member Position on EC Affiliation
r. Thiagarajan. T Chairman Not Affiliated
|Dr. Vimal. M Member Secretary Affiliated
Dr. Amol R Dongre Chmnician Affiliated
Dr. Bupathy. A Clinician Affiliated
Dr. Ravikumar, P Clinician Affiliated
Dr. Suresh Kumar. S Clinician Not Affiliated
Dr. Mahalakshmy. T Clinician Not Affiliated
Dr. Sandhiya. S Basic Medical Scientist Not Affiliated
~ Dr. Nishanthi. A Basic Medical Scientist Affiliated

SMVYMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ T 372022 Date: 07.03.2022

To
Mr, Kaviraj. M,
Dept. of Biochemistry.

The study no. EC/16/2022 entitled, “A study on the Single Nucleotide
Polymorphisms of the Cytokine Genes and their association towards Pulmonary
Tuberculosis™

Dear Mr. Kaviraj. M,

The meeting of the SMVMCH Ethics Committee (SMVMCH-EC) was held on
23.02.2022 in the college council hall with Dr. Thiagarajan T as Chairman. The
list of members who attended the meeting is as follows.

It is hereby confirmed that neither you nor any of the study team members have
participated in the voting/decision making procedures of the committee.

The EC has reviewed and approved the following documents submitted for the
above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data collection form / proforma
3. Consent form (Part I & IT in Tamil and English)

i

The Member Secretary, SMVMCH - Ethics Commitiee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE CoPY ATTESTED
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Chairman:

Dr. Thiagarajan. T, Ph D

Founder & CEO,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail: smvmchec@. ,gmvmchacm

drvimalmi@gmail com

Members:

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S

(Clinician)

Dr. K. N. Viswanathan
(Clinician)

Dr. P. Ravikumar
(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Pr. T. Mahalakshmy
(Clinician)

Dr. Ganesh. R

(Basic Medical Scientist)
Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. §

(Basic Medical Scientist)
Mr. A. Karunamoorthy
(Legal Expert)

Mrs. Chitra Shah
(Social scientist)
Mrs. Meenakshi
(Lay person)

SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-registration-2017 DT 28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

The EC hereby approves the proposal entitled, “A study on the Single Nucleotide
Polymorphisms of the Cytokine Genes and their association towards Pulmonary
Tuberculosis™.

It is understood that the study will be conducted under your direction, in a total
of 303 participants, at Dept. of Biochemistry, as per the submitted protocol.

Date of approval of the study: 07/03/2022

No deviations from, or changes of the protocol and Informed Consent Document
should be initiated without prior written approval by the EC of an appropriate
amendment. The EC expects that the investigator should promptly report to the
EC any deviations from, or changes of, the protocol to elimmate immediate
hazards to the research participants and about any new information that may
affect adversely the safety of the research participants or the conduct of the trial.
This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 06/02/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

/ll'
MEMBER ECRETARY
Signature & date with Stamp

Dr. VIMAL.M
mMember Secretary
sMVMCH Ethics Committee

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 —2643030, i

Al . M,
MADAL.AL. .-Li PULJUCHER -805 107,y
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Chairman:

Dr. Thiagarajan. T, py p
Founder & CEOQ,

TIDES Institute of Health &
Medical Science

Member Secretary:
Dr. Vimal. M

E mail:

drvimalmiagmail.com

Members:

i

Dr. Amol R Dongre
(Clinician)

Dr. Bupathy. A
(Clinician)

Dr. Girija. S
(Clinician)

Dr. K. N. Viswanathan ™
(Clinician) }
Dr. P. Ravikumar

(Clinician)

Dr. Suresh Kumar. S
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Nishanthi. A

(Basic Medical Scientist)

Dr. Sandhiya. S

(Basic Medical Scientist)

Mr. A, Karunamoorthy |
(Legal Expert)

Mrs. Chitra Shah :
(Social scientist) "

Mr. Dhanaselvam
(Lay person)
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SMVMCH - ETHICS COMMITTEE

(ECR/1088/SMVMCH/Inst/PY/2013/Re-tegistration-2017 DT.28.03.2018)

Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

Approval letter for observational Research Study
No: outward/SMVMCH-ECO/AL/299 / 2022 Date: 14.12.2022
To

Ms. Ashwani Shuruthi. S,
Dept. of Pharmacology.

The study no. EC/i20/2022 entitled, “Hand hygiene knowledge and
perception among health care workers in the era of Covid-19 pandemic — A
cross-sectional study™

Dear Ms. Ashwani Shuruthi. S,

The EC has reviewed and approved the following documents submitted for
the above mentioned clinical study.

1. Research Proposal (Section A to D)

2. Data Collection form
3. Consent form (Part I & I in English)

The EC hereby approves the proposal entitled, “Hand hygicne knowledge and

* perception among health care workers in the era of Covid-19 pandemic — A

cross-sectional study™.

It is understood that the study will be conducted under your direction, as per
the submitted protocol.

Date of approval of the study: 14/12/2022
No deviations from, or changes of the protocol should be initiated without

prior written approval by the EC of an appropriate amendment. The EC
expects that the investigator should promptly report to the EC any deviations
from, or changes of. the protocol to eliminate immediate hazards to the -
research participants and about any new information that may affect adversely
the safetv of the research marticinants or the conduct of the trial

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 - 2643030, Mobile: 9486748348

605 197,




SMVMCH - ETHICS COMMITTEE

e"‘w LA iy, (ECR/1088/SMVMCH/InstPY/2013/Re-registration-2017 DT 28.03.2018)
"3 Ve
-, . ; : :
St (‘, @ Sri Manakula Vinayagar Medical College and Hospital,
W . .
o \ WA S Pondicherry - 605 107
,’w(‘oﬂ.-o-,a “ﬂ\\f
Chairman:
Dr. Thiagarajan. T, pp | : s
Founder & CEO. r This approval is valid for the entire duration of the study. A copy of the final
:}gﬁs lllgcntlﬁe of Health & report should be submitted to the EC for review. But for studies which will
gigieE ' continue for more than a year, a continuing review report needs to be submitted
Member Secrefary: s (within 1 month of the due date i.e. 11 months from the date of approval) on or
Dr. Vimal. M ; before 13/11/2023.
E mail: smvmchec@smvmch.ac.in j:
drvimalm il.com The EC functions in accordance with [CH GCP, Schedule Y, ICMR guidelines
Menbers: and other applicable regulatory requirements.
Dr. Amol R Dongre ; _
(Clinician) Sincerely yours
Dr. Bupathy. A ¥ -k
(Clinician) : ) wgnalar
Dr. Girifa. S Member Secretary
(C'l'ink'n'.';’n’;‘ Signature & date with Stamp

Dr. K. N. Viswanathan _ Dr. VIMAL. M
(Clinician) 3y Member Secretary

Ethics Committee
Dr. P, Ravikumar SMVMCH Eti

(Clinician)

Dr. Suresh Kumar. S i
(Clinician)

Dr. T. Mahalakshmy
(Clinician)

Dr. Nishanthi. A

(Basic Medical Scientist)
Dr. Sandhiya. S 3
(Basic Medical Scientist) I
Mr. A. Karunamoorthy '
(Legal Expert) 't

Mrs. Chitra Shah !
(Social scientist) <
Mr. Dhanaselvam "t
(Lay person) <

The Member Secretary, SMVMCH - Ethics Committee
Phone: 0413 — 2643030, Mobile: 9486748348

TRUE[/COPY ATTESTED

CEAN

. VINAYAGAR
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Chairman:
Approval letter for observational Research Study
Dr. Thiagarajan. T, p,

St g No: outward/SMVMCH-ECO/AL/30 0 / 2022 Date: 14.12.2022
Medical Science
To

Member Secretary:

Dr. Vimal. M " Dr. Vimal. M,

E mail: "

smymchec@smymeh.ac.in Dept. of Pathology.

drvimalm@gmail.com t

Members: The study no. EC/118/2022 entitled, “Effectiveness of AETCOM bioethics

S e E - e - . h.

Dr. Amol R Dongre ] modl.ch f"or medical ?uqlfdergraduates Experiences of a tertiary care teaching
¥ (Clinician) ¥ hospital in South India”

Dr. Bupathy. A f

(Clinician) ! Dear Dr. Vimal. M,

Dr. Girija. S : :

(Clinician) : The EC has reviewed and approved the following documents submitted for

N K N Visataathaa - the above mentioned clinical study.
r. K. N. VI i

(Clinician)

e i I. Research Proposal (Section A to D)

{C’hmmn; oy . 2. Data Collection form

?(;uizﬁ)h e ; The EC hereby approves the proposal entitled, “Effectiveness of AETCOM
! bioethics module for medical undergraduates — Experiences of a tertiary care

([::'i'i;;im) o  teaching hospital in South India™.

g;sz“ﬁ::it;‘ gcientist) It is undf.jrstood that the study will be conducted under your direction, as per
' the submitted protocol.

Dr. Sandhiya. S y

ic Medical Scientist %

e i) Date of approval of the study: 14/12/2022

Mr. A. Karunamoorthy No deviations from, or changes of the protocol should be initiated without

(Legal Expert) prior written approval by the EC of an appropriate amendment. The EC

Mrs. Chitra Shah expects that the investigator should promptly report to the EC any deviations

(Social scientist) { from, or changes of, the protocol to eliminate immediate hazards to the
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Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/303 /2022 Date: 16.12.2022°

To
Dr. Soundariva. K,

Dept. of Physiology.

The study no. EC/122/2022 entitled, “UNCLE (Unconventional Learning
Exercises): An Innovative approach towards active learning in Physiology for
I MBBS Students™

Dear Dr. Soundariya. K,

The EC has reviewed and approved the following documents submitted for
the above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Feedback Questionnaire form

The EC hereby approves the proposal entitled, “UNCLE (Unconventional
Learning Exercises): An Innovative approach towards active learning in

Physiology for I MBBS Students”.

It is understood that the study will be conducted under vour direction, as per
the submitted protocol.

Date of approval of the study: 16/12/2022
No deviations from, or changes of the protocol should be initiated without

prior written approval by the EC of an appropriate amendment. The EC
expects that the investigator should promptly report to the EC any deviations
from, or changes of, the protocol to eliminate immediate hazards to the
research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial. ?
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Sri Manakula Vinayagar Medical College and Hospital,
Pondicherry - 605 107

This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a vear, a continuing review report needs to be submitted
(within 1 month of the due date i.e. 11 months from the date of approval) on or
before 15/11/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely yours

o o Al
Member Seﬁgtal“y/

Signature & date with Stamp

Dr. VIMAL.M
Wember Secretary
gMVMCH Ethics Committee

The Secretary, SMVMCH - Ethics Committee
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Sri Manakula Vinayagar Medical College and Hospital,
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Approval letter for observational Research Study

No: outward/SMVMCH-ECO/AL/ 304 / 2022 Date: 16.12.2022

To
Dr. Renuga Devi. P,

Dept. of Pharmacology.

The study no. EC/119/2022 entitled, “Accuracy of drug promotional
literatures and its perceptions by Clinicians in Tamil Nadu and Puducherry”

Dear Dr. Renuga Devi. P,

The EC has reviewed and approved the following documents submitted for
the above mentioned clinical study.

1. Research Proposal (Section A to D)
2. Data Collection form

The EC hereby approves the proposal entitled, “Accuracy of drug promotional
literatures and its perceptions by Clinicians in Tamil Nadu and Puducherry”.

It is understood that the study will be conducted under your direction, as per

" the submitted protocol.

Date of approval of the study: 16/12/2022
No deviations from, or changes of the protocol should be initiated without

prior written approval by the EC of an appropriate amendment. The EC
expects that the investigator should promply report to the EC any deviations
from, or changes of, the protocol to eliminate immediate hazards to the
research participants and about any new information that may affect adversely
the safety of the research participants or the conduct of the trial.
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This approval is valid for the entire duration of the study. A copy of the final
report should be submitted to the EC for review. But for studies which will
continue for more than a year, a continuing review report needs to be submitted
(within | month of the due date i.e. 11 months from the date of approval) on or
before 15/11/2023.

The EC functions in accordance with ICH GCP, Schedule Y, ICMR guidelines
and other applicable regulatory requirements.

Sincerely vours
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Signature & date with Stamp

Dr. VIMAL.M
Member Secretary
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