File No. EC/18/000014

Government of India
Ministry of Health & Family Welfare
Directorate General of Health Services
Office of Drugs Controller General (India)
Central Drugs Standard Control Qrganization
FDA Bhawan, Kotla Road,

New Delhi - 110002, India
Dated: 18-Jul-2018

To

The Chairman

Research Ethics Board RIMS

Regional Institute of Medical Sciences

Lamphel Imphal Imphal imphal West Manipur - 795004
India

Subject: Ethics Committee Registration No. EC &wgﬁ‘flgSTlMleOw issued under Rule 122DD of the Drugs &
Cosmetics Rules 1945. ﬁxos
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Sir/Madam, QQ“ . o
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Please refer to your application no. 018/1660{‘f§\ated 09-Mar-2018 submitted to this
Directorate for the Reglstratcon of Ethics €

Based on the documents sub ‘tg’%
sﬂuated at Regional Institute of I\E’?{?Q‘?S"él #
Cosmetics Rules, 1945 subjed@o the fol_l,_ ] J "ons: &

1. This Registration is subject to the conditions specn‘"ed un @gﬁule 122DD and Appendix VIl of Schedule-Y of
Drugs and Cosmetics Act, 1940 and Rule ‘51‘945;.{ GQ‘JE"W

- rq’z%t{g |sters the Research Ethics Board RIMS
»I phal Imphal West Manipur - 795004 with

2. The Ethics Committee shall review and accord its approval to a clinical trial and also carry ongoing review of
the trial at appropriate intervals as specified in Schedule Y and the Good Clinical Practice Guidelines for Clinical
Trials in India and other applicable regulatory requirements for safeguarding the rights, safety and well-being of
the trial subjects.

3. In the case of any serious adverse event occurring to the clinical trial subjects during the clinical trial, the
Ethics Committee shall analyze and forward its opinion as per procedures specified under APPENDIX XII of
Schedule Y.

4. The Ethics Committee shall allow inspectors or officials authorized by the Central Drugs Standard Control
Organization to enter its premises to inspect any record, data or any document related to clinical trial 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 trial.

5. The licensing authority shall be informed in writing in case of any change in the membership or the
constitution 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 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 Committee fails to comply with any of the conditions of registration, the Licensing Authority may,
after giving an opportunity to show cause why such an order should not be passed, by an order in writing stating
the reasons therefore, suspend or cancel the registration of the Ethics Committee for such period as considered
necessary.

8. This registration shall be in force for a period of three years from the date of issue, unless it is sconer
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suspended or cancelled. Provided that if the application for re-registration is received by the Licensing Authority
within three months before the expiry, the registration shall continue to be in force until orders are passed by the
said authority.

a. The Licensing Authority shall be informed in writing in case of any change in the membership or the
constitution of the Ethics Committee takes place.

9. Ethics Committee shall consist of not less than seven members and is subject to a maximum of 15. One
among its members, who is from outside the institute, shall be appointed as chairman, one member as a
Member Secretary and rest of the members shall be from Medical, Scientific, Non-Medical and Non-scientific
fields including lay public.

10. The committee shall include at least one member whose primary area of interest or specialization is Non-
scientific and at least one member who is independent of the institution, Besides; there should be appropriate
gender representation on the Ethics Committee.

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

12. Members should be conversant with the provisions of clinical trials under this Schedule, Good Clinical
Practice Guidelines for clinical trials in India and other regulatory requirements to safeguard the rights, safety

and well-being of the trial subjects. ﬁN\'\xD?‘\RD CON;}%

13. For review of each protocol th%CqCﬁ%rum of Ethics Comﬁi‘t}ge shall be at least five members with the
following representations: & ’ w;'%;?;mi‘i o8

. Basic medical scientist (preferably one-phay Slagist) ”%\

IIl. Clinician & F A

il ® .
ng%ggr;hental voluntaty agency or philosopher or ethicist or
=

K]

lll. Legal expert =

IV. Social scientist or representative of ?c?
theoclogian or a similar person. ;

V. Lay person from communigE}SC’{D}é

Z, § b =
14, The members representing thedical scigntisi’and elificians sh@d have Post graduate qualification and
adequate experience in their respgctive fieldsand-aware of tP)éir role and responsibilities as committee
members. ’LO/\N oD
e

=

Ea;, . _r_}p@”‘\
15. As far as possible, based on the require?%e"ﬁﬁo’ﬁi%ééé)rch area such as HIV, Genetic disorder, etc., specific
patient group may also be represented in the Ethics Committee.

16. There should be no conflict of interest. The members shall voluntarily withdraw from the Ethics Committee
meeting 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. All members shall sign a
declaration on conflict of interest.

17. Subject experts or other experts may be invited to the meetings for their advice. But no such expert shall
have voting rights.

18. This certificate is issued to you on the basis of declaration/submission by you that yours is an Institution and
registration is sought for Institutional Ethics Committee.

19. Funding mechanisms for the Ethics Committee to support their operations should be designed to ensure
that the committees and their members have no financial incentive to approve or reject particular studies.

20. SOP's for funding of the Ethics committee in order to support their operations must be maintained. The
records of income & expenditure of Ethics Committee shall be maintained for review and inspection.

21. The Chairman of Ethics Committee shall enter into MOU with head of insitution, that necessary support and
facilities and independence will be provided to Ethics Committee and their records will be maintained as long as
required.

22. Ethics Committee may undertake the review and monitoring of clinical trial protocols of other investigator(s)

and site(s) who do not have their IEC, subject to the condition that the other sites are within the loco- regional
and community settings similar to that of the registered Ethics committee. The approving Ethics
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Committee must be willing to accept their responsibilities for the study at such trial site(s) and the trial site(s)
willing to accept such an arrangement.

23. Ethics Committee shall review and approve the suitability of the investigator and trial site for the proposed
trial. The ethics committee  shall undertake proper causality assessment of SAE’s with the help of subject
experts where required, for deciding relatedness and compensation, as per condition no { 3) mentioned above.

Digitally signed by S

S ESWARA REDDY ESWARAREDDY

te; 2018.07.19
(S. Eswarg, %&SQ) .
Drugs Controller C-:-ené:a!g]a1 ) ;>0

Licensing Authority
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File No. EC/18/000014

Government of India
Ministry of Health & Family Welfare
Directorate General of Health Services
Office of Drugs Controller General (India)
Central Drugs Standard Control Organization

FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 18-Jul-2018

To

The Chairman

Research Ethics Board RIMS

Regional Institute of Medical Sciences

Lamphel Imphal Imphal Imphal West Manipur - 795004
India

L\ IARD ¢ .
Subject: Ethics Committee Registration No. EQ‘R\)&I\%SIINST(IR‘;}@&@ZS issued under Rule 122DD of the Drugs &

Cosmetics Rules 1945. R O,
Sir/fMadam, -y Z

o . A o
Please refer to your applicatioff no. EC/NE! ?8?/1660 da@q 09-Mar-2018 submitted to this

Direciorate for the Registration gf Ethics Com
O

Your Ethics Committee is @w@
No.ECR/1105/INST/MN/2018 with tié Tollowing,com

4

4 =
le 122DD vide Registration
ioh and all'the condition mentioned under the

Registration certificate issued to ’y’%a’u. g
“
Sr. | Name of Member - _ [Role/Designation in Ethics Committee
No. } 4, . AT : i M T
1 Dr. Brogen Singh Akoijarﬁ MBBS (MD - Commkunity Cli‘nicia‘n'
. Medicine )

2 Or. Telem Jeetenkumar Singh MBBS (MD - Medicine ) Clinician

3 Dr. Rajkumar Lenin Singh MBBS (MD - Psychiatry ) Clinician

4 Dr. Ngangom Gunindro Singh | MBBS (MD-Pharmacology} Basic Medical Scientist

5 Dr. Chabungbam Gyan Singh (MBBS (MS - General Surgery ) Clinician

6 Ms. Sobita Mangsatabam Master of Social Science Social Scientist

(Master of Social Science)
7 Ms. K Gomti Devi Graduate (Graduate) Lay Person
8 Mr. Moirangthem Devananda BSc (LLB) Legal Expert
Singh

9 Dr. Meera Devi Thounaojam |MBBS (MD Forensic Medicine} Member Secretary

10 Dr. Murar Eknath Yeolekar MBBS (MD Medicine) Chair Person

11 Dr. Khuraijam Ranjana Devi MBBS (MD Microbiology) Basic Medical Scientist

12 Dr. Nalin Mehta MBBS (MD Physiology) Basic Medical Scientist

Digitally signed by
S ESWA RA S ESWARA REDDY

Date: 2018.07.19
REDBrYS Eswradasddyy 30°

Drugs Controller General (1) &
Licensing Authority




	Page 1
	Page 2
	Page 3
	Page 4

