File No. ECr24/000140

Government of Indja
Direciorate General of Health Servicas
Central Drugs Standard Contral Organization
(Ethics Committee Registration Divizlon)

FDA Bhawan, Kotla Road,
Mew Dalhi - 110002, India
Dated: 07-Mov-2024

Ta

The Chairman

Institutional Ethies Committes

Government Medical Callege Aurangabad
Ethics committes, Department of Pharmacology
Government Medical Collegea, Aurangabad
Aurangabad Aurangabad Maharashtra = 431001
India

Subject: Ethics Committes Re-Registration No. ECR/314/Inst/MH/2013/RR-24 issued under New Dirugs and
Clinkcal Trials Rules, 2019,

SirMadam;

Please refer lo your application no. EC/RENEW/INST/2024/17065 datad O2-Apr-2024 submitted to this
Directorate for the Re-Registration of Ethics Commiltes.

Please find enclosed registration of the Ethies Committes in Form CT-02 vide Ragistration No.
ECRII4/Inst/MHIZ013/RR-24. The said registration is subjact to the conditions as mentioned below--

Yours falthfully

L

RAJEEV SINGH ==imrmmms
RAGHUVANSH| Fsainss

kg Y Ly

(Dr. Rajeav Singh Raghuvanshi)
Drugs Controlier Gengral (n &
Central Licensing Authority

Conditions of Registration

1. The registration is valid from 08-May-2024 to 07-May-2029, unbess suspended or cancellad by the Cantral Licencing
Authorily,

2. This certficate Is issued o ¥ou en the basls of declaralion/sutsmission madea by o,
3. Composition of the sald Ethicg Committes i a8 par the Annexurs,

4. Mo clinlcal trial ar bicavailability or bisequivalenca protoeal and related documents ehall be revigwed by an Ethics
Committes in mesting unlass al least five of iis membars as detzlled balow ars present in the meating, namely--

{1 madical sciemniist (preferably a pharmacologis):

(it} clirdcian;

(i} g axpart:

{iv) secial scientist or represantative of non-governmental waluntary Bpency of philosopher or ethiclsi ar thestaglen or 3
sirmilar parson:

(v} lay paraon.

5. Tha Ethics Committas shall have a minimum of seven and maximum of fifteen membiers from madical, Meei-rreged iad
scientific and nom-scienlific areas with at least,
(i} tna lay parson:
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Lii} one woman memibar:

{iii} one legal expert;

(iv} ane indepandent merméar from any ofher related Nield such as sacial scientist or representative of non-goviEmmantal
valuntary agency or philosopher or ethicist o thaalogian,

8. Ona member of the Ethics Commitiee who is not adfilisted with the instiute or organization shall be the Chairperssn, and
shall be appointed by such instiute or arganization and one member whe is affillatad wilh 1he insditute or arganizatian shall
be appointed as Memibar Socredary of ihe Ethics Cammilles by such Inatitule or organization.

F. The Ethics Committes shall cansist of at least fifly parcesd of its membars who are not affilisted with tha Instituie or
arganization in which such committes is constitutad.

B. The commiltes shall includs at keast one member whose primary area of interes! or specialisation i nar-sciantiic and
least one member who is independsnt of the matitution,

8. Tha Ethics committee can have as its membars, individygis fram ciher Institutlons or Comrunities, it racuined,

10, Mambers should ba conversant with the proviszans of Mew Drug and Clinical Trigls Rules, 2019, Good Clinical FPrasclice
Guidelnes for clindeal trisls in India and athar regulstary Mquiremenis o safeguard the rights, safety and welbaing of the
triel aubjects.

11. The members representing madical sCienlists and clinicians shall possess af least post graduate qualification in their
raspective area of speclalizafion, adequate experience in tha respective flalds and fequisite knowladge and clarity about
thair role and responsibility as commitipe memnbers,

12. As far as possible, based on the requirament of resesrch araa such as HIV. Ganslic discrder, efo., specific patient group
may atso ba represented in \he Ethics Commiélae,

13. Tha Ethics Committee may assnciate such experns who are not its members, in its deliberations bul such axperts shall
niot rava voting rights. if any

14. Mo mamber of an Ethics Commities, having & canflict of Inerest, shall be nvelved in the cversight of the Clinical trisl or

bioavailability or bloequivalence study profocol being revieswed by it and all members shall sign & declaration o the affest
that thare s no conllict of Interest,

15. While considering an application which Invalves & conflic] of inferest of any mamber of the Ethics Committea, swch

maember may voluntarily withdraw fram the Ethics Commitles raview meeting, by Bxpressing the same in writing, lo the

Chairpersan, The details in respact of the confict of inferest of the member shall e duly racarded in the minutes of the
maatngs of the Ethics Committes,

16. Ay change in the mamibarship or the conslituiion of the mgEtared Ethics Commilttes shall ba infimatad inwriting fo the
Cendral Licencing Authority within thirty working days,

17. The Ethics Committes ehall review and accord Bpproval to & Clinkcal trial, Bioavailabiity and Bioequivalence shudy
protacol and olher redsted documents, s the casa may ba, in the format specified in clauss (2] of Table 1 of the Thirg
Schedule of New Druga and Clinlcal Trials Rules, 2019 and averses the conduct of dinical trial fo sateguard the rights,
Eately and wallbeing of frisl subjecls in accordance with those rules. Good Clinical Practioss Guidalings and olher spplicabla
regulations.

19. Whera a Bisavailability or Bioequivalenes study cantre doss nat have its own Elhics Commities, bisavailability or
bloeguivalanes study at r:h:_yt site may be initiated afer obtaining aparoval of the protecal from the Ethics Committas

20 Ethics correnittes shall indicate the reasons ihal waighad with & while rejecting or esking for 2 change ar natfication in
the protocal in writing and a copy of such reasons ahall also be made mailable o the Central Licensging Authority,

21. Ethics committea shall make, at appropriate intervals, an an-going review of the tials for which they have reviewad the
protoenl. Such a review may be basad on the pericdic study progress meports Remishad by tha investigators o muordtoring
and internal audi reports furnished by the #panear ar by visiling the sludy altes,

Z2 Whara any sarous adverse BVEnt oocurs io @ trial subject or to study sulael during elinical trial or ecavadability or
boequivalance study, B Ethics Committes shall analysa the mlevant documents pertaining to such avent and toramrd its

rapor o the Cerdral Licancing Autharity and comply with the provisions of Chapter VI, New Drugs and Clinical Triaks Riiles,
2014,
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23, Tha Ethics committee shall undenake proper causality assessment of SAE's with the halp of subjact exparts wharever
required, for deciding relatednoss and quantum of compensation, as par eandision no {22 mentioned sbava,

24. Whera al any slaga of a clinical trial. & comes to a conclusion that the frial s likety 1o compromise the right, safety o
weilltiaing of the trial subject, the Ethics comimifiee may order discontinuation or Buspension of tha clinfcal trial and the same
ahall be inlimated to the haad of the instifulion conducting clirécal trial and the Central Licencing Autharity,

<5. Ethica commitler shall comply with the requirements or conditions: in addition bo the requirements spacified under the
Diisgs & Cosmetics Act, 1940 and Mew Drugs and Clinical Trials Fues, 2019, as may be epecified by the Cantral Lisencing
Autharity with the approval of the Central Govammant, ta safeguard the rights of clinical tial gubject ar bivavaiability or
bioequivalence Ellidy subjec,

ol such clnical trial,

28, Funding meshaniem for the Efhics Commiiles 1o support thair operations should be designed and approved By enswng
that the commiliee and theér membars hawva o financial incentiva to Approve or reject particular study,

£8. 30P's for lunding of the Ethics COmMMELes in order to support their operations must be maintaingd, The records of
mcome & expenditre of Ethics Commilieg shall be maintained for review and insgsection,

30. The Chairman of Ethics Committes shall enter inte MOU with head of inetitution, that necessary support and facilitips
and independence will ba provided ta Ethica Commiltee and thair recards will ba maintainad,

32, Wheare Caniral Lizencing Autharity is ol the opEnion that Elhics Commillen fads bz comply with any provision of this Drsgs
and Cogmelics Act, 1940and Mew Drruges & Clinical Trials Rulgy, 2018, it may lssue show cavse nodles to such Ethics
Commities spacifying therein such nan-compiances and tha period within which reply shall be furnished by euch Ethics
Committee. Aftar consideration af the facts and reply given by the Ethics Committas, the Cantral Licencing Authority may
take ohe or mare actions specified under provision of Rule 14, Chapter Il of New Drugs and Chnical Trals Rules, 2018,
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Teliphone Mo (240-2402412-18

Gowi Maharaihitin

Government Medical College, Chhatrapati Sambhajinagar
Address: Jubali Park, Panchhaki Road Chh Sambhainagar 431 000

£ mail : deangmea@gmail.com

ANNEXURE-IX-B

=,
b, 4

Details of Institutional Ethical Committee
A) Details of Institutional Ethical Committee
Name of Ethical Committee Member Designation

Sr.No.

1 Dr. Shafat Hussain Talib Chairperson

a Dr. Mirza Shiraz Baig Member Secretory

3 Dr.Satish Eknath Bahekar Medical Selentist

4 Dr. Sudir Gajanan Kulkarni Clinician

5 Dr.Jyoti Iravane Clinician

i Dr. Kailas Zine Clinician

7 Dr. Khan Mahlaga- Lay Person

8 Mrs. Pratibha Girbane Legal Expert

] Dr. Aparma Magnath Kotapalle Legal Expert

10 Mr. Milash Balkrishna Kotkar Social Sclentist

Date: X J
""F.H.-F.'r.'._. 'E.":-"?- 1 o
PETu RO B M
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Flle No. EC/24/000140
Government of India

Directorate General of Health Services
Central Drugs Standard Cantrol Organization
(Ethics Commitiee Registration Division)

FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 07-Nov-2024

Composition of the Ethics Committes:-

Professor & Head
Dapl, of Pharmacology

Gevt. Madics! Collage Aurangabao
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S, Nama of Member Qualification ~ [RelelDesignation in Ethics Committes
Mo,
1 | Ms. Apama Maghnath Kottapalle |LLB [Master of Laws (LL.M.}) Lepgal Expart
] Ms. Pratibha Ramesh Girbane | LLB (Master of Laws (LLM.}} Legal Expart
3 Dr. Salish Eknath Bahekar MEBS (MD-Pharmacology) Medical Scientist
4 Dr. Shafat Husain Talkib MEBS (MD Medidne, MD Chair Persan
Chest, Ph.D Chest)
5 Dr. Mirza Shiraz Baig MEBS (MD Pharmacology) Member Secretary
[ Mr. Nilesh Balkrishna Hotkar BA (MSW) Social Selantist
T Dr. Sudhir Gajanan Kulkarmi MEES {MD Madicing, DM Clinician N
: p Mensrology)
d Dr. Mahiaga Afzal Khan MA English (PhD, Philasophy Lay Parson
J
g Dr. Jyeli Anil lravane MBES (MD Microbiology | Clinician 3
10 Dr. Kallash U Zine MBBS {MD forensic Medicine Clinician
and Towicology )
~ RAJEEVSINGH =i
RAGHUVANSHI =i
(Dr. Rajeev Singh
Raghuvanshi)

Drugs Controlier General (I) &
Central Licensing Authority

|
ki

covt, Medical Cpllege
Aurangabad.






