From.

Office of Drugs Controller General (India) ‘ .
Directorate General of Health Services ] ER

To,

File No. ECR/699/SMIMS/Inst/SK/2013 N

FDA Bhawan, Katla R
New Delhi— 110 002, Ty
Dated: m.3} o }

The Chaiman, ' S o ‘5.; ‘
SMIMS Ethics Committee, o SN

~ Central Library Premises, B R

6" Level, New College Building,

Sikkim Manipal Institute of Medical Sciences,
5™ Mile, Tadong, Gangtok, East Sikkim- 737102.
India. I

SUB: - Ethics Committee Registration No.ECR/570/Inst/SK/2014 issued under Rule 122DD of the Drugs & Cosmetlcs .

Ru les 1945.

Sir/Madam, : . S

“‘l o

Please refer to your application no. SMIMS/IEC/2013-71 dated 20.08.2013 subnutted to thas ofﬁee

for the Registration of Ethics Committee.

Based on the documents submitted by you, this office hereby Registers the SMWS ETHICS

COMMITTEE situated at CENTRAL LIBRARY PREMISES, 6" LEVEL, NEW COLLEGE
BUILDING, SIKKIM MANIPAL INSTITUTE OF MEDICAL SCIEN CES, 5"' MILE, TADONG,
GANGTOK, EAST SIKKIM- 737102 INDIA with Registration number ECR/S70/Inst/SK/2014, as per
the provisions of Rule 122DD of the Drugs and Cosmetics Rules, 1945 subject to ‘the follofvmg

conditions:

[, This Registration is subject to the conditions specified under Rule 122DD and Appendix VHI of Schedule-Y of
Drugs and Cosmetics Act, 1940 and Rules 1945.

2. The Ethics Committee shall review and accord its approval to a clinical trial at apptopriate intervals as sbémﬁeﬁ
in Schedule Y and the Good Clinical Practice Guidelines for Clinical Trials in India and othel '1pp11cab]e
1egul‘1t01y tequuemenis for safeguarding the ughts safety and well-being of the trial subjects. =

- I ' :

3. Inthecase of any serious adverse event occuumg to the clinical trial subjects during the chmcal tr[a] the Ethlcs

- Committee shall analyze and fo: wald its opinion as per procedures specified under APPENDIX XH _Qf
Schedule Y, AP ‘fif C

4. The Ethics Committee shall allow inspectors or officials authorized by the Central Drugs- Standald Gontrol
Organization to enter its premises to inspect any record, data or any document related to chmcal tnﬁl and
provide adequate replies to any query raised by such inspectors or officials, as the case may be in relation’ to-the
conduct of clinical tifal. : ] i

5. The licensing authot ity shall be informed in writing in case of any change in the membersh:p of the
_constltutlon of the ethics committee takes place,

6. All the records of the ethics committee shall be safely maintained after the completion or termination ‘of the

study tor not less than five years from the date of completion or termination of the trial (Both in hfud and soft
copies). ’ AT 'rg;

Pdgelfof2



necessary.

File No. ECR/699/SMTMS/Inst/SK/2013 oy

If the Ethics Committee fails to comply with any of the conditions of registration, the Llcensmga Authonty inay,
after giving an opportunity to show cause why such an order should not be passed, by an order {n writing statmg
the reasons therefore, suspend or cancel the registration of the Ethics Conunittee for such pet iod as COI]SidGlEd

This registration shall be in force for a period of three years from the date of issue, unless lt IS soonel

or cancelled. : . O
‘ . ‘ i

Ethics Commitiee shall consist of not less than seven members and is subject to a maxtmum of 15 One amoug

* its members, who is from outside the institute, shall be appointed as chairman, one membel ‘as al Me iber

10,

13.

. The membels representing medical scientist and clinicians should have Post graduate quahf‘ catlou and adequate

Secretary and rest of the members shall be from Medical, Scientific, Non- Medlcai and Non scwntlf c| ﬁélds
including lay public. ‘ '

The committee shall include at least one member whose primary area of interest or spec1ahzatmn is Non-
scientific and at least one member who is independent of the institution besides; there should be appropi late
gender representation on the Ethics Committee.

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

. Members should be conversant with the provisions of clinical trials under this Schedule, Good Clinical Practice

Guidelines for clinical trials in India and othier regulatory requirements to safeguard the rights, safety and well-

7 being of the trial subjects.

For review of each protocol the quorum of Ethics Committee shall be at least five members with the! followmg
representations:

[ Basic medical scientist (preferably one pharmacologist) S ;
1. Clinician ' RIS ‘
III.  Legal expert KT ‘;: 3
Iv. Social scientist or leplesentatlve of non-governmental voluntary agency or plnlosopher or
ethicist or theologian or a simitar person. _
V. Lay person from community R T L ;::

experience in their respective fields and aware of their role and responsibilities as committee members.

. As far as possible, based on the requirement of research area such as HIV, Genetic dlsmde: ete., SpGOlfiC

patient group may also be represented in the Ethics Committee.

There should be no conflict of interest. The members shall voluntarily withdraw ﬁom the Eﬂncs Commlttée
meetmg while making a decision on an application which evokes a conflict of interest which' may be indicated
in writing to the Chairman prior to the review and be recorded so in the minutes. AH membels shal[ SIgn a

- declaration on conflict of interest,
. Subject experts or other expeits may be invited to the meetings for their advice. But lgo such e\pcrt shall hayc

voting rights. X

. This certificate is issued to you on the basis of declalatlonlsubmlssmn by you that youls is an lnsutuuon and

registration is sought for Institutional Ethics Commitiee, S EL L

ke (A Visaig)
Deputy Drugs Controller (I) & Llpensmg Authon ltv




