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File No. ECR 201/ Sanjivani/Inst/ Ahm/2013

Fhe Dreugs Contoller General (India)

Directorate General Health Services

FDA Bhawan, kotla Road.
New Dethi = 110 092

N Dated: 2 e 2oy
Sanjivani Hospital Ethics Commitiee
loNew Uday Park Soc..
N Sunrise Park.
N astrapur. Almedabad 380013
SUB: - Ethies Committee Registration No. FCR/ 183 st/ Ahm 2013 issued under Rule 122DD

of the Drugs & Cosmeties Rules19435

Dear Su

Please reter to sour application nos Nibdated 2103 2003 Dy Noo 13365 dated 23 3 2003 cabanitted 1o this

otfice tor the Registration of Ethics Committee

Based on the documents submitted by vou this office hereby Rewisters Sanjivani Hospital Lthies Comumittee

sitwated at 1o New Uday Parke Society. Near Sunrise Park, Vastrapur, Ahmedabad -380015. with Regivration
number ECR 183 _/Inst/Ahm 2013 as per the orovisions of Rule 122DD of the Druzs and Cospretios

Rutes. 1943 subject wo the tollow ing conditions

"

s Regstration is subject to the conditions specificd ander Ruie 12200 ard Appendin VIH 1 Scticaule-)

ol Drues and Cosmenes et 1940 and Rules 1915

[he Bthies Commuttee shalt review wnd accord s approval tooa clinical il at appropriate viernsis s

speaiticd o Sehedule Y and the Good Clinical Practice Guidelines tor Chimead Triads e 1 din o

applivable regulators reguirements for sateeuarding the riehts, safety and well being of the trad <ah eots

In the case ot any serous adverse cvent ceearring to the clineal trial subjects during the clisieal wial the
Fthies Commitee shall analy ze and forsard s opinior as per procedures specitied under APPENDIN NI
of Schedude

The Lihies Committee shall allow inspectors or officials authorized by the Central Drugs Stndard Control
Organization to enter its promises toomnspect any record. data or any document refated 1o clivical wial und
provide adeguate replics to any query raised by sueh inspectors or officials, as the case niy oo relation to

the conduct ot chnical tal.

Fhe Ticensmy authorite shall be fitornea mowriting in cuse ot any change mthe mem oo the
constituiien of the ethies committee tahes prace
AT the records ol the ethies committee shall be sately maintained atter the completion or e maion of e

study for aot fess than tive years from the date of completion or termination of the trial (Bots i hasd and son
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I the Fhics Committee fails o comply with any of the conditions of registration. the Licensing Authorits
may.alter giving an opportunity o show cause why such an order sheuld not be passed. v an order i
writing stting the reasons theretore. suspend or cancel the registration of the Ethics Comriitee for such

pertod as considered necessan

his registration shall be in foree for a period of three sears trom the date of issue. unives it is sooner

suspended or cancelted.

Eihics Committee shall consist of aot dess than seven members and i subject W a maximum of 535, One
among s members. who s from outside the institute. shall be appointed as chairman. one member as o
Member Seerctars and rest of the members shall be from Medical. Scientific . Non Medical and Non-

screntitie felds including lay public

he committee shall include at least one member whese primary arca of interest or speciadization is \on-
serentitic and at least one member whois impendent of the institution besides: there sheeid B¢ appropriae
sender representation oo the Ethics Commitiee

The Filiies comminee can have as ity members. individuals from other Institutions o Coemmunities, it

reyaied.

Members should be conversant with the provisions ot clinicai trials under this Schedule. s omod Clineal
Pracuice Gandelines tor chinieal wials i Indiacand other regulaters requireiner s 1o sateguare i richis, siels

andoweli-bemy ot the wial subjects

b review ot vaeh protocol the guerum of Ethies Committee shall be at least five menshers witl the

6

Jollow i representations
L Basicmedical seientist (preferably one pharmacologist
I Clineian
[TE Tegal expert
IV Soctal seientist or represeniative of non-governniental voluntary ageney or philesopher or ethicisg o
theologian ora similar person

Vo Lay person from community

Fhe members representing medical scientist and clinicians should have Post graduate gesditication and
adequate experience intheir respective Helds and aware of their role and responsibilitios as committee
metnbers

As tar as possibles based on the requirement of research area sirch as HING Genetie disorder. vie speciiie
patient 2reop may also be represented mthe Fthies Comaittee

here should be no conthict of iterest. The members shall voluntariby withdeaw from the E e Comnnitiee
mecting winle making a decision onan application which evokes u contlict of interest which masy he mdicated
o riting o the Chairman prior to the review and be recorded so iy the minutes. Al memhess <hall sien o
deckirauon on conttict ot interest

Subject experts or other experts may be mvited o the meetings for their advice, But no such expert shall hasve
voting rights

his certificate is issued to you on the basis of declaration submission by vou that sours is an institution and

registration is sought for Institutional Fthics Commitiee.

Yours Faithtully

(Dr.

Drues Controller General (I & Licefising Authorit

i\, Singh)




