Filc No. ECR/7T78'ECRC/1nst/AS/2013

Fren

Difice of Drugs Controller Ceneril (Irdia)

Directorate General of Health Sevices
FDA Bhawan, Kotla Roa3d.
New Delhi - 1170 (Hl,!] Indin

Dated: 9 G 1;

The Chairman,

Ethies Committee,

Marwari Hospital & Research Centre,
ECRC-HEC, Research Unit

Sati Jaimati Road, Athgaon
Guwahati-781008,

Assam. 'ndia.

SUB: - Lithics Cermittee Re
Cosmer ce Rules 1945,

distration o, ECR/M487/Inst/AS/2013 issued undzr Rule 122DD of the Digzs &

Sir,

Please refer to vour appl caticn no. Nil dated 27.03 2013 submitted to this office for e Rugrstwtion of
Ethics Committze,

Based on the documents cubmitted by you, this office hereby registers the ETHICS
COMMITTEE, MARWARI HOSPITAL & RESEARCH CENTRE situated at ECRC-HELC.
RESEARCH UNIT, SATI JAINATI ROAD, ATHGAON. GUWAHATI-781008, ASSAM. 1N,
with Registration number ECR/487/Inst/AS/2013 as per the provisions of Rule 122DD of the Druas ar o
Cosmetics Rules, 19435 subject o the followig conditions:

b This Regrtration s cubject to the conditions specified under Rule 12200 ani Appendix VI e Schedue-y v
Druzs and Cosmerics Aer, 1940 o d Rules 1945,

2 The Bihice Committer shadoviews and accord its approval 1o a clinical trial at appropriate intervals uas sp22itic
i1 scredule Y and the Sood Coinical Practice Guidelines for Clinical Trials in India and othe - app cab
regulitory requirements for safeg arding the rizhts, safety and well-being of tne trial subjects.

P Iatte vasc of eny serious coverse svent oceurr g to the clinical trial subjects during the clinical wial. the Ff i
Commuuee shall ancze wad forward its opition as per procedures specified under APPENDIX XII )
Schedule ™.

4 The b hice Committee siall allow mspectors or officials authorized by the Central Drugs S andard Conr
Organizalion o enter its remise . to inspect any record. data or any document related 1o clinical trial ¢
provic . adequate rep s 1o 0y qoery raised b such inspectors or officials, as the case may be, inreatior ¢l

concu.t of clinical tria .

The drcensing authority shul b informed in writing, in case of any chaige in the membership or ol
const i ol the eth s cormitte s takes place

n

6 Allthe records of the ethies comanittee shall be safely maintained after the completion or termination <1 ¢
stud / tor rot less than five »oars trom the date of completion or termination of the trial (Both nhard ard 09
copis’
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[fthe thics Commince “ails to ¢ 'mply with any of the conditions of registration. the Licensing Acthoriy nuy
afte giving an opportunity 1o show cause why such an order should not be passed, by an order in witing stvin;
the ¢osons therefore, suspend or cancel the registration of the Ethics Committee for such period as cons der:
DECES sl

Ihis tegis ration shall be in force for a period of three vears from the date of ssue, unless it is shoner suspzada
or carcelled

Ethice Conmittee sha.l consist ¢ not less thar seven members and is subjec: to a maximum ot 15, One zron,
its members, who ie from outsi fe the institute, shall be appomted as charrman. one member as a Mealber
Secie ary and rest of the membors skall be fom Medical, Scientific, Non-Medical and Non-scientific fiel ]
inclacng av puklic.

'he comriitter shal: include at least one member whose primary area of interest or specializarion is o1

scientitic inc at least one membor who is independent of the institution besides; there should be approprict -
cender representation on the Ethi ~ Committee

Ihe Frhice commrittes can have a its members, individuals from other Institutions or Communities, it requirec.
Menbers sheuld be coaversant woith the provisions of clinical trials under this Schedule, Good Clinical Fractiz:

Gurde ines tor clinical treals in Irdia and other regulatory requirements to saleguard the rights, salety and se |
beirg of the trial sub 2cts.
@) ferreview oo cach protocol the quorum of Ethics Comimirtee shall be at least five memters with the

2 Jowing represente Lons

[ Bas = medical scientist (preterably one pharmacologist)
I Clinician
11 Legil expen
% Soc al scientist or representative of non-governmmental volunrary agency or philosopher ¢

cthicist or theole gian or a similar person.
V lLay rersen from community

“he members reoresentirg medic | seientist and clinicians should have Post graduate qualification « nd acegnet
experinee in their respect ve fie s and aware of their role and responsibilities as committee members,

As far as possible, sased on the requirement of research area such as HIV, Geretic disordzr, vte., specil
patizr group may alsc be represcnted in the Fthics Committee.

“here snould we no contlict of 1terest. The members chall voluntarily withdraw from the E hic: Corminiuz
mect ¢ while making a decision on an application which evokes a conflict of interest which may be indicar
in writing to the Chairnan priot to the review and be recorded so in the minutes. All members shall ser
dec aratint oaconflizt of incres

Subject e perts ar other experts vay be invited 10 the meetings for their advice. But no sucl expert shal Fay:
voting reaats,

“his certiicate s issued to vou on the basis of declaration’submussion by vou that vours is a1 Institutizr an |
regist-ation s sought for msututional Ethics Commuittec.

Yous Faitatal v,
’l"‘
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(A Visala)
Deputy Drugs Controller (I) & Licensing Authorit:

. A. Visala
Deputy Drugs Cont slier i
Dte. General of Health Servigss
Cenvai Drugs Stendard Cantrf 88&ifs 3 cn
! FDA Bhawan, Kotla Road New Delh-113((2



