File No. EC/20/000448

Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 06-Apr-2021

To

The Chairman
Somani Hospital Ethics Committee

Somani Hospital
Somani Hospital, 277, Shri Gopal Nagar 80 Feet

Road, Gopalpura Byepass Jaipur Jaipur Rajasthan -
302019 India

6 Subject: Ethics Committee Registration No. ECR/1531/Inst/RJ/2021 issued under New Drugs and Clinical Trials
Rules, 2019.

Sir/Madam,

Please refer to your application no. EC/NEW/INST/2020/10400 dated 18-Dec-2020 submitted to this
Directorate for the Registration of Ethics Committee.

Please find enclosed registration of the Ethics Committee in Form CT-02 vide Registration No.
ECR/1531/Inst/RJ/2021. The said registration is subject to the conditions as mentioned below:

Yours faithfully

oy o gt by WAL
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(Dr. V.G. Somani)
‘ Drugs Controller General (1) &
Central Licensing Authority

Conditions of Registration

1. The registration is valid for a period of five years from the date of its issue, unless sus

€ ! { 4 ; ) ’ pended or cancelled b
the Cent(al quencmg Aqthorfty. Provided that if the application for renewal of registration is received by thz
Ceptral Licencing Authority ninety days prior to the date of expiry, the registration shall continue to be in force
until an order is passed by the said authority on such application.

2. This certificate is issued to you on the basis of declaration/submission made by you.
3. Composition of the said Ethics Committee is as per the Annexure.

4. No clinical trial or bioavailability or bioequivalence protocol and related documents shall be reviewed by an

Ethics,ycommmﬂﬁ in meeting unless at | ve of its members as detailed below are present in the meeting

namely:- '
(i) medical scientist (preferably
(ii) clinician: i
(iii) legal expert; _
(iv) social scientist or repr

st):
rnmental voluntary agency or philosopher or ethicist or
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/

i 'theologian or a similar person;
(v) lay person,

5. The Ethics Committee shall have a minimum
medical, scientific and non-scientific areas with

(i) one lay person;

(ii) one woman member;

(iii) one legal expent;

(iv) one independent member from any other related field such as social scientist or representative of non-
governmental voluntary agency or philosophe ici X

9. The Ethics committee can have as its members, i

11. The members reépresenting medical scientists and clinicians shall possess at least post graduate

Clive area of specialization, adequate experience in the respective fields and requisite
out their role and responsibility as committee members,

the requirement of research area such as HIV, Genetic disorder, etc., specific
sented in the Ethics Committee.

y associate such experts who are not its members, in its deliberations but such
ghts, if any

mittee, having a conflict of interest, shall be involved in the oversight of the
bioequivalence study protocol being reviewed by it and all members shall sign a
ere is no conflict of interest.

ition which involves a conflict of interest of any member of the Ethics
arily withdraw from the Ethics Committee review meeting, by expressing
The details in respect of the conflict of interest of the member shall be
tings of the Ethics Committee.

onstitution of the registered Ethics Committee shall be intimated
in thirty working days.

d approval to a Clinical trial, Bioavailability and Bioequivalence

case may be, in the format specified in clause (B) of Table 1

s Rules, 2019 and oversee the conduct of clinical trial to

subjects in accordance with these rules, Good Clinical
ns.

cs Committee, clinical trial at that site may be initiated
Committee of another trial site; or an independent Ethics
1 the provisions of rule 7: provided that the approving
onsible for the study at the trial site or the centre, as
thics Committee and the clinical trial site or the
, shall be located within the same city or within a



e a Bioavailability or Bioequivalence study centre does not have its own Ethics
fter obtaining approval of the

pioavailability or bioequivalence study at that site may be initiated a :
the Ethics Committee registered under rule 8:Provided that the approving Ethics Committee shall

in such case be responsible for the study at the centre: proving Ethics
Committee and the centre, shall be located within the same ¢ bility

or bioequivalence study centre.

19. Wher

Ccommittee,
col from

proIS Provided further that both the ap

ity or within a radius of 50kms of the bicavaila

it while rejecting or asking for a change or

shall indicate the reasons that weighed with
hall also be made available to the Central

20. Ethics committee
tocol in writing and a copy of such reasons s

notification in the pro
Licencing Authority.
an on-going review of the trials for which they have

periodic study progress reports furnished by the

21. Ethics committee shall make, at appropriate intervals,
r by visiting the study sites.

reviewed the protocol. Such a review may be based on the
investigators or monitoring and internal audit reports furnished by the sponsor 0
to study subject during clinical trial or
ents pertaining to
isions of Chapter

nt occurs to a trial subject or
the Ethics Committee shall analyse the relevant docum
Authority and comply with the prov

22. Where any serious adverse eve
bioavailability or bioequivalence study,
such event and forward its report to the Central Licencing
VI, New Drugs and Clinical Trials Rules, 2019.

of SAE's with the help of subject experts

23. The Ethics committee shall undertake proper causality assessment
tion, as per condition no (22) mentioned

wherever required, for deciding relatedness and quantum of compensa

(‘ above.

24. Where at any stage of a clinical trial,
safety or wellbeing of the trial subject, the
clinical trial and the same shall be intimated to th

Licencing Authority.

it comes to a conclusion that the trial is likely to compromise the right,
Ethics committee may order discontinuation or suspension of the
e head of the institution conducting clinical trial and the Central

ts or conditions in addition to the requirements specified
s and Clinical Trials Rues, 2019, as may be specified by
o safeguard the rights of clinical

25. Ethics committee shall comply with the requiremen
under the Drugs & Cosmetics Act, 1940 and New Drug
the Central Licencing Authority with the approval of the Central Government, t
trial subject or bioavailability or bioequivalence study subject.

thics Committee shall review and approve the suitability of the investigator and trial site for the proposed

: sha!l maintain data, record, registers and other documents related to the functioning
al or bioavailability study or bioequivalence study, as the case may be, for a period of

on of such clinical trial.

the Ethics pommittee to support their operations should be designed and approved
tee and their members have no financial incentive to approve or reject particular

C '@e Ethics committee in order to support their operations must be intai
: : : maintained. T
nditure of Ethics Committee shall be maintained for review and inspection. o

ittee shall enter into MOU with head of institution, that neces
, ; . sary su
e provided to Ethics Committee and their records will be maintairgd. el

w any officer authorized by the Central Licencing Authorit i

v : y to enter, with
remises, any record,_ or any documents related to clinical trial, furni.:,)hr

h authorized person, in rglatlon to the conduct of clinical trial and to verify

these rules, Good Cl!mcal Practices Guidelines and other applicable

safety and well-being of trial subjects.

‘of the opinion that Ethics Committee fails to co i
Ett ; mply with an isi
d New Drugs & Clinical Trials Rules, 2019, it ma))l, issue sxo%:o:zgg
therein such .non-c.ompliances and the period within which repl
.yAt;t:r consideration of the facts and reply given by the Ethic:
e one or m i i isi

e one ore actions specified under provision of Rule 14,
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Ccomposition of the Ethics Committee:-

Sr. Name of Member oy
No. Qualification Role/Designation in Ethics Committee
1 . Vi i
Dr. Vishnu Bhutia MBBS (MD-General Medicine) Chair Person
2 Dr. Nupur Kasliwal MBBS (DGO-Obstetrics and Member Secretary
Gynecology)
Q 3 Dr. Manohar Lal Bhatia MBBS (MD-Pharmacology) Medical Scientist
4 Dr. Diwanshu Khatana MBBS (MD-General Medicine) Clinician
5 Mr. Chandra Shekhar B.Sc. (LLB) Legal Expert
6 Dr. Ashok Kumar Peepliwal LLB (Ph.D) Legal Expert
7 Ms. Reena Gupta BA (MSW -Master of Social Social Scientist
Work)
8 Ms. Abha Maheshwari HSC, SSC (BA) Member
9 Ms. Rehma Dugar BA (MA-English) Lay Person
‘ VENUGOPAL  F57 070000
= GIRDHARILAL s el
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