
. ECR/1760/Eelievers/lnsrt/Kl
Government of India

Ministry of'Health & Family Welfare
Directorate Ceneral of Health Services

Office of Drugs Controller Ceneral (tndia)
Central Drugs Standard Control C)rganization

FDA Bhawan, Kotla Road,
New Delhi,- I tQ 002, tnctia
nateo:gJlOe l&otO

To
The Chairman
Institutional Ethics Committee
Believers Church Medical College Hospital
P.O. Box 31, St. Thomas Nagar,kuttapuzha
Thiruvalla- 689103, Kerala, lndia

sub: - Ethics committee Registration No. ECR/1098/Inst/I(L/201g issued under Rule l22DD of theDrugs & Cosmetics Rules.l945.
-ai:',MaCam,

Please refbr to your application submitted to this Directorate fbr the Registration ol Erhicscomrnitteg. rrr! r\ri

Based on the documents submitted by you, this ofllce hereby register.s the INST.l.rtJl'loNAI-ETHICS COMMITTEE situated at BELIEVERS cHURCn rurblclt, COLLEGE HOSprrAL,P.O. BOX 3I, ST. THOMAS NAGAR, KUTTAPUZHA,THIR,UVALLA- 689I03, KERALA TNDIAwith Registration number ECIVI098 lrnstlKL/2lrs as per tfe prouisions of Rule l22DD of the Drugsand cosmetics Rures, r945 subject to the foilowing conditions:

l' ThisRegistrationissubjecttotheconditionsspecifiedun<lerRule tzzDDandAppendixVIll of.schedule-yofDrugs and Cosmetics Act, I940 and Rules 1945.

2' The Ethics commiftee shall review and accord its approval to a clinical trial and also carry ongoing review oftf9 tria] at appropriate intervals as specified in Schedule Y and the cood clinical pracrice Guidelines forclinical Trials in India and other applicable regulatory requirements lor safeguarding rhe rights, safety and well-being of the trial sub.jects

3 ln the case of any serious adverse event occurling to the clinical trial sub.jects during the clrnical trial. the [:thicsCommittee shall analyze and forward its opinion as per procedures specified under APPENDIX xll ofSchedule Y.

4' The Ethics Committee shall allow inspectors or officials autholizecl by the ('entral Drugs Standard c,'rrrlorganization to enter its premises to inspect any record. data or any clocument related to clinical trial arrtlprovide adequate replies to any query raised by such inspectors or officials, as the.ur. ,nuy be, in relation to rhe
conduct of clinical trial.

5. The iicensing aurhority shaii be informed in writing in
constitution of the ethics committee takes place.

6' All the records of the ethics committee shall be safely maintained after the completion or terrnination sf thestudy for not less than five years from the date of completion or termination of the trial (Both in hard and soft
copies),

7' If the Ethics Commiftee fails to conrply with any of the conditions of registration, the I-icensrng Authority rnay,
after giving an opportunity to show cause why such an order should not6e passed, by an order in writing stating
the reasons therefor, suspend or cancel the registration of the Ethics Comnrittee fo; such period as considered
necessary.

8' This registration shall be in tbrce for a period of t!rygJsgis from the date of issue, unless ir rs sooner suspended
or cancelled Provided that if the application tbr-re-registration is rec:eivecJ by the Licensing Authority ra,ithin
three months before the expiry, the registration shall continue to be in force until urders are passecl bv the said
authority.

a' The Licensing Authority shall be infbrmed in writing in case of any change in the rnernbership or the
constitution of the Ethics Committee takes olace.

case of any change in the membership or the
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File No. ECR/l 760/8etievers/Inst/KL

Government of India
Ministry of Health & Fanrily Welfare

Directorate General of Health Services
Off rce of Drugs Controller Ceneral (lndia)

Central Drugs Standard Control Oreanization

The Chairman
Institutional Ethics Committee
Believers Church Medical College Hospital
P.O. Box 31, St. Thomas Nagar, Kuttapuzha,
Thiruvalla- 689103, Kerala, India

sub: Ethics committee Registration No. ECR/1098 llnstlKLl20lg issued under Rule 122DD o1'
the Drugs & Cosmetics Rules,l945.

Sir/Madam,

Please refbr to your application submitted to this Directorate lbr the Registration of Ethics
Committee.

Your Ethics Committee is hereby registered uncler Rule l22DD vide Registration No.
ECR/I098llnstlKLl}0l8 with the fbllowing composition and all the conclition nrelrioned under
the Registration certificate issued to vou.

Reddy)

FDA Bhawan, Kotla Road,
New Delhi,- l.l0 002. lndia
Dated: ,rr\o'b[2ot[}

To

Sr. No. Name of member Qualification Role/Designation in
Ethics Commiftpp

Dr. Tomy Philip MD (General Medicine) Chairman

2. Dr. Satish Thomas MD (Opthalmology) Member Secretary

a
J. Dr. Anna Mani MD (Ceneral Medicine) Clinician

4. Dr. Vinoo .lacob MBI]S. FiRCS Cliniciarr

5. Dr. Kannan Vaidyanathan MD (Biochemistry) Basic Medical Scientist 
I

I

- --_-- -- t
Legal t:xl)ct't6. Adv. Josepir John LLB

a Adv. Princy Joseph LLB Legal L:xpert

8, Mr. P.O, Mathew MA Lay Person

9. Rev. Varghese Abraham BA. BD. Dmin Theologian

Drugs Controller General (I) & Licensinq Authorih,


