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Government of India
Ministry of Health & Family Welfare

Directorate General of Health Services
Office of Drugs Controller General (lndia)

Central Drugs Standard Control Organization

*rfra 3qo
FDA Bhawan, Kotla Road,
New Delbi - 110 002, Irdia

To
The Chairman
Institutional Elhics Committee
Shri Guru Ram Rai Institute of Medical & Ilealth Sciences
Adminislrative Builditrg
Patel Nagar, Dehradun-248001, Uttrakhand
India

Sub:- Ethics Committee Re-Registration No. ECR I0[nst/LJIg2015iRR-18 issued under Rule l22DD
ofthe Drugs & Cosmetics Rules,l945.

Sir/Madam,

Please refer to your application subrnitted to this Direotorate for the Re-Registratiol of Ethics
Commitlee.

Based on th€ documents submitted by you. this office hereby re-registers the INSTITUTIONAL
ETHICS COMMITTEE situated at SHRI GURU RAM RAI INSTITUTE OF MEIIICAL &
HEALTH SCIENCES, ADMINISTR"ATIVE BUILDING, PATEL NAGAR, DEHRADUN.248OO1,
UTTRAKIIAND, INDIA with Re-Registration Number ECR/710/Itrst/uK/2015/RR-18 as per the
pro
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6. The licensing authority sball be informed in writin8 in case of any change in the membership or the
constitution ofthe ethics committee takes place.

7. All the records of the ethics committee shall bc safely maintained affer the completion or tetmination ofthe
study for not less than five yeaB from the date of completion or termination of the triat (Both in hard and soft
copies).

8. If the Ethics Committee fails to comply with any ofthe conditions ofregistration, the Lic€nsing Authority may,
after giving an opportunity to show cause why such ar order should not be passed, by an order in writi g slating
the reasons thercfore, suspend or cancel thc regisfation ofthe Ethics Committee for such period as consid€r€d
necessaly.

9. Ethics Comminee shall consist ofnot less thafl seven members and is subject to a maximum of 15. One among
its members. who is iiom outside the institute, shall be appointed as chairman. one m€mb€r as a Member
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Secretary and rest of the members slnll be from Medical, Scientific, Non-Medical and Non-sciertific fields
including lay public.

lO. The committee shall include at least one member whose primary area of interesl or specializaticn is Non-

scientific and at least one member who is independent of lbe insdturion besidest there should be appropriate
gender representation on the Erhics Commitee.

ll. The Ethics committee can have as its members, individuals from other Institutions or Communities, ifrequired

12. Members should be conversant with the provisions ofclinical trials under tlris Schedule, Cood Clinical Practice
Guidelines for clinical trials in lndia and ts. saf€ty and Yell-
being ofthe rial sBbjects.
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Social scientht or representativ
ethicist or DSCOV. Lay person
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Basic medical!f ientist
Clinician j.l

mental uolunriry agency or philosopher or

l1 qualification and adequate
as committee members.

HlV, Genetic disorder, etc,, specific

l6 ly vrithdraw fiom $e Ethics Committee
meeting while making a decision on an application which evokes a conflict of interest which may be indicaM
in writirg to the Chainnan prior to the review and be recorded so in the minfies. All members shall sign a
declarati,on on conflict of interest,

17. Subject experts or other experts rnay be invited to the meetiogs for their advice. But no such experi shall have
voting rights.

18. This certificate is issued to you on the basis ofdeclaration/submission by you that yours is an ln$itutioo and re-
regisaation is soughl for tnstitutional Ethics Comminee.

19. Funding mechanism for the Ethics Commiltee to support their op€rations should be designed to ensure that the
committee and their members have no financial incentive to apFove orreject partieular studies.

?0. SOP'S for funding of the Ethics commitee in order to support their opqations must be maintained. The records
ofincome & expenditure ofEthics Committee shall be maintained fq review and inspection.

21. The Chainnan of Ethics Committee shall enter into MOU with head of institution, that necessary suppon and
facilities and independence will b€ proyidei to Ethics Committee and their records v,rill be maintained as long
as required.

22. Ethics Committee may undertake the review and monitoring of clinical trial protocols of other invesfigato(s)
and site(s) who do not have theh IEC, subject to the condjtion that the other sites are within the loco- regional
and communiry s€ ings. similar to that of the registered Ethics committee. The approving erhics committee
must be willing to accept their responsibilities for thc study at such trial site(s) aod the ffial site(s) willing ro
accept such an anangement.

23. Ethics Committee shall review and approva the sritabilily ofthe investigaror and $ial site for the propos€d kial.
The ethics committee shall undertake proper causality assessmeni of SAE'S with the help of subject expera
where required, for deciding relatedness and compensation, as per condition no (4) mentioned aboye.

Yours laithfully,
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