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File No. EC/19/000392

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

FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 10-Oct-2019

To

The Chairman
Institutional Ethics Committee, PGIMS UHS Rohtak
PGIMS UHS Rohtak

Pt. BD Sharma, Post Graduate Institute Of Sciences
PGIMS UHS Rohtak-124001 Rohtak Rohtak Haryana -
124001 India

Subject: Ethics Committee Re-Registration No. ECR/293/Inst/HR/2013/RR-19 issued under New Drugs and
Clinical Trials Rules, 2019.

Sir/Madam,

Please refer to your application no. EC/RENEW/INST/2019/5407 dated 26-Jul-2019 submitted to this
Directorate for the Re-Registration of Ethics Committee.

Please find enclosed registration of the Ethics Committee in Form CT-02 vide Registration No.
ECR/293/Inst/HR/2013/RR-19. The said registration js subject to the conditions as mentioned below:-

Yours faithfully

e

mani)
Drugs Controller General ()&
Central Licensing Authority

Conditions of Registration

1. The registration is valid from 10-Oct-2019 to 09-Oct-2024, unless suspended or cancelled by the Central

Licencing Authority.

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 Committee in meeting unless at least five of its members as detailed below are present in the meeting,
namely:- s

(i) medical scientist (preferably a pharmacologist);

(ii) clinician;

(iii) legal expert;

(iv) social scientist or representative of non
theologian or a similar person;

(v) lay person. f g gy N

-governmental voluntary agency or philosopher or ethicist or
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5. The Ethics Committee shall have g minimum of se
medical, scientific and non-

" : )

sclntifc g A Ieas(ten and maximum of fifteen members from medical, nop.
(i) one lay person; '
(i) one woman member:;

(iii) one legal expert:

(iv) one independent member fi

rom any other relateq i S
governmenta| voluntary agency o

] field such as ocial scientj i

r ph|losopher or ethicist or theologian. wilc) Leesetatie pons
6. One member of the Ethics ¢
Chairperson, ang shall be appoi

institute or Organization shall b
organization,

ommittee who is not affiliated with ¢
nted by such institute or or

he institute or Organizatio
€ appointed as Member S

dw N shall be the
9anization and one member who s affiliated with the
ecretary of the Ethics Committee by such Institute or

::(?i;]:\él;n;t;:r?i shgul?j bre corfwersant with the provisions of New Drug and Clinjcal Trials Rules, 2019, Goog
Clice Guidelines for clinical trials in Indig and other regulatory re uirements to saf i
safety and well-being of the trig| subjects, ' - Qb

1. The members representing medical sC
qualification in their r

espective areg of speciali
knowledge ang clarit

ientists and clinicians shall Possess at least post graduate
Yy about their role ang res

zation, adequate experience in the respective fields and requisite
ponsibility as committee members.
12. As far as possible,

based on the requir
patient group may also

ement of research are
be represented in t

a such as HIV, Genetic disorder, etc., specific
he Ethics Committee.

13. The Ethics Committee may associate such experts who are not its members, in its deliberations but such
experts shall not have voting rights, if any

14. No member of an Ethics Committee
Clinical trial or bioavailability or bi
declaration to the effect that ther

» having a conflict of int
oequivalence study protocol be
e is no conflict of interest.

erest, shall be involved in the oversight of the
ing reviewed by it and all members shall sign a

15. While considering an application which involves a conflict of interest of any member of the Ethics
Committee, such member may voluntarily withdraw from the Ethics Committee review meeting, by expressing

the same in writing, to the Chairperson. The details in respect of the conflict of interest of the member shall be
duly recorded in the minutes of the meetings of the Ethics Committee.

16. Any change in the membership or the constitution of the_ registered Ethics Committee shall be intimated
inwriting to the Central Licencing Authority within thirty working days.

17. The Ethics Committee shall review and accord approval to a Qlinical trial, Bioavgilabili
study protocol and other related documents,_ as the case may be, in the format specifi
of the Third Schedule of New Drugs and Clinical Tnals Rules, .2019 and overseg th
safeguard the rights, safety and wellbeing of trlal.subjects In accordance with
Practices Guidelines and other applicable regulations.

ty and Bioeqguivalence
ed in clause (B) of Table 1
e conduct of clinical trial to
these rules, Good Clinical

ini ial si i i ittee, clinical trial at that site may be initiated
inical trial site does not have its own Ethics Cc'>mm| ; trial at . ‘
;géxl?;?n;gappmval of the protocol from the Ethics Committee of anothefer trllal73|te, onandlrtl:etp;ndent Ethilr(:;
i ini i i i ith the provisions of rule 7: provided that the approvi
Committee for clinical trial constituted in accordance wi : s e cpprving
i i linical trial shall in such case be responsible for thg study a il < the c :
tEhtzlzsag: r:\:;:t l::::'fo;:r‘:avided further that the approving Ethics Committee and the clinical trial site or the

bioavailability and bioequivalence centre, as the case may be, shall be located within the same city or within a
radius of 50 kms of the clinical trial site.

ilabili i i tre does not have its own Ethics
Bioavailability or Bioequivalence st.udy centre « /e - il
::?:.mrwitt;:;ii:availability or bioequivalence study at that site may be initiated after obtaining approva
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from the Ethics Committee registered under rule 8:Provided that the approving Ethics Committee shall in such
rovided further that both the approving Ethics Committee and

the centre, shall be located within the same city or within a radius of 50 kms of the bioavailability or

bioequivalence study centre.

20. Ethics committee shall indicate the rea

notification in the protocol in writing and a
Licencing Authority.

sons that weighed with it while r

ejecting or asking for a change or
copy of such reasons shall also

be made available to the Central

22. Where any serious adverse eve ject or to study subject during clinical trial or
bioavailability or bioequivalence study, the Ethics Committee shall analyse the relevant documents pertaining to
such event and forward its report to the Central Licencing Authority and comply with the provisions of Chapter
VI, New Drugs and Clinical Trials Rules, 2019.

nt occurs to a trial sub

23. The Ethics committee shall undertake proper causality assessment of SAE's with the help of subject experts
wherever required, for deciding relatedness and quantum of compensation, as per condition no (22) mentioned
above.

24. Where at any stage of a clinical trial, it comes to a conclusion th
safety or wellbeing of the trial subject, the Ethics committee may

clinical trial and the same shall be intimated to the head of the instit
Licencing Authority.

at the trial is likely to compromise the right,
order discontinuation or suspension of the
ution conducting clinical trial and the Central

25. Ethics committee shall comply with the requirements or conditions in addition to the requirements specified
under the Drugs & Cosmetics Act, 1940 and New Dr

ugs and Clinical Trials Rues, 2019, as may be speciﬁgq by
the Central Licencing Authority with the approval of the Central Government, to safeguard the rights of clinical
trial subject or bioavailability or bioequivalence study subject.

26. Ethics Committee shall review and approve the suitability of the investigator and trial site for the proposed
trial.

27. The Ethics Committee shall maintain
and review of clinical trial or bioavailabili
five years after completion of such clinic

data, record, registers and other

ty study or bioequivalence study,
al trial.

documents related to the functioning
as the case may be, for a period of

28. Funding mechanism for the Ethics Committee to su

pport their operations should be designed and approved
nd their members hav

€ no financial incentive to approve or reject particular

29. SOP’s for funding of the Ethics co

mmittee in order to sup
records of income & expenditure of Etl

port their operations must be maintained. The
hics Committee shall b

€ maintained for review and inspection.
30. The Chairman of Ethics Com

mittee shall enter into MOU with head
facilities and independence will b

of institution, that necessary support and
€ provided to Ethics Committee and their records will be maintained.

31. The Ethics Committee shall allow any officer authorized by the Central Licencing Authority to enter, with or
without prior notice, to inspect the Premises, any record, or any documents related to clinical trial, furnish
information to any query raised by such authorized person, in relation to the conduct of clinical trial and to verify
compliance with the requirements of these rules, Good Clinical Practices Guidelines and other applicable
regulations for safeguarding the rights, safety and well-being of trial subjects.

32. Where Central Licencing Authority is of the opinion that Ethics Committee fails to com
of the Drugs and Cosmetics Act, 1940and New Drugs & Clinical Trials Rules, 2019,

mmittee specifying therein such non-compliances and the

ply with any provision
it may issue show cause

One or more actions specified under provision of Rule 14,
Chapter I1l of New Drugs and Clinical Trials Rules, 2019.
d;‘\m =
Keglsiry;
Pt. B.p Sharm;
1 1a
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File No. EC/19/000392
Government of India

Directorate General of Health Services

(Ethics Committee Registration Diy

Central Drugs Standard Control Organization

ision)

FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 10-Oct-2019

Composition of the Ethics Committee:-

3:;. Name of Member Qualification Role/Designation in Ethics Committee
1 Dr. Alpana Raizada MBBS (MD - Medicine ) Clinician

2 Dr. Yatish Agarwal MBBS (MD-Radio- Chair Person

- diagnosis,D.Sc.)
3 Dr. Savita Verma MBBS (MD-Pharmacology Member Secretary
0g
4 Dr. Sunita Siwach B.Ed. (MA,PhD-Psychology, Social Scientist
PDF)

5 Mr. Yogender Rathee BA, LLB (MA-Sociology,LLM) Legal Expert

6 Ms. Vandana Verma MJMC (M.Phil) Lay Person

i Dr. Harpreet Singh MBBS (MD-General Medicine Clinician

8 Dr. Sumit Sachdeva MBBS (MS-Opthalmology) Clinician

9 Dr. Reetu Hooda MBBS (MD-Obstetrics and Clinician

Gynecology) i e

10 Dr. Raj Singh MBBS (MS-Orthopaedics) Clinician

11 Dr. Kapil Bhalla MBBS (MD-Pediatrics) Clinician

12 Dr. Aarti Rohila MBBS (MD-Anatomy) Basic Medical Scientist

13 Ms. N Sankareshwari MA-Political Science (BSc.- Lay Person

Chemistry, B.Ed.) o
14 " Dr. Pradeep Garg MBBS (MS-General Surgery) Clinician
"~ Dr.K S Sangwan BA-Sociology (M.Phil, Ph.D) Social Scientist

SOMAN| =55
(Dr. V.G. Somani)
Drugs Controller General (I) &

Central Licensing Authority

Pt. B.2. Sharma
Univers
P ahrak-

v of Health Sciences,
124001 (Haryana)
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The Biomedical Research Ethics Commitiee, PGIMS/UHS, Rohtak is reconstituted as under

with immediate effect-
{ 3
I :;-"f Qualification with [ Designation/ Curreat | Role in Ethics | Affiliation
P Member specification organization committee with The
|
2 Institute
! | DrSham Smgla MS, Surgery Pro-Chancellor, SGT Chairperson No
L University, Gumigram
v/ 2 Dr Savita MD, Phamnacology | Professor, Pt. B D Sharma Member Yes
Verma PGIMS, Rohtak Scevery
3 | Dr. Ashish Gogl MD, Medicine Prof and Head, Medicine, Clinician No
AIMS, Mohali
[ & ] DrPradecp | MS,Orhopacdics |  Sr. Professor, Pt BD Clinician Yes
L Kambay Sharma PGIMS, Rohtak
| & Dr Sumit MS, Professor, Pt. B D Sharma Clinician Yes
! Sachdeva Ophthaimology PGIMS. Rohtak
& | DrRestuHBooda | MD, Obstetrics & | Professor, Pt. B D Sharma Clinicisn Yes
Gymaecology PGIMS, Rohtak
7 Dr Aarn MD, Anatomy Professor, Pt. B D Sharma | Basic Scientist Yes
PGIMS, Rohtak
£ | DrKazpil Bhalla MD, Pediatrics Professor, Pt. B D Sharma Clinician Yes
PGIMS. Rohtak
3 Dr Pawan MD, DM, PCCM Associate Professor, Pt. B Clinician Yes
Kumar Singh D Sharma PGIMS, Rohtak
i Dr Sunita M.Sc, Ph.D UGC, New Delhi Sciennfic No
Siwach . _ Member
11 Mrs N MA, Polincal Indus Public School Lay Petson Neo
Sankarcswari Science
i2 Mr Varun LLB Assistant District Attomey, | Legal Expert No
Sharms Prosecution Department,
Haryana ;
13 Prof. K.S. M_Phil, Ph.D Superannuation, MDU, Sfma_l No
_Sengwan Rohiak Shesi
12 | Mrs. Prem Wati BT Associated with Krish NGO/ Lay . No
Hope Foundation, NGO person
VICE CHANCELLOR
Endst. No.RC/22/102-117 Dated: 14.06.2022

A copy of above is forwarded to the following for information and necessary action pl.

2. Vice Chancellor for kind information of Honorable Vice Chancellor
3& ) formation of Worthy Director.
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PT.B.D: SHARMA POSTGRADUATE INSTITUTE OF MEDICAL SCINGES, ROHTAR
OFFICE ORDER

On the request of Chmrperson ot‘lAEC committee, the name of Dr. Deepak Kumirw ,,gm
Professor from Department of Riotechnology & Malecular Medicitie, PGIMS, Rohtak Ys’ ier
included in place of Dr. Monica, Assooviate Professor, Biochemistry Department as committee memheu
already constituted vide office order bearing Endst. No. MG-11/2021/9848-57 dated 22, 11,2021, {

The following faculty will be the members of the Institutional Animal Ethics Committed
(IAEC) for registration with Commitiee for Purpose of Control & Supervision of Fxperiments: or

Animals (CPCSEA):

] Sr. | Name of Member Qualification | Designation Role/Designation IAEC
] No- g
{1 | Dr Savita Verma, | MD | Professor,  Department  of | Chairperson
(oot Ba el D o Phamachlogly PGIMS, Rohitak

2 | Dr. Mndul MD | Associate Profossor, | Scientist from differen
i ' « | Physivlogy, PGIMS, Rohtak discipline
I3 | Dr. Himanshu P, | Ph.D u| Assistant Professor, | Biological Scicmiu

| Raikwar i Riotechnology &  Molecular | (Member Secretary) |
| > 5 Medicine, PGIMS, Rohtak
14, IDr Deepak | Ph.D Assistant Professor, Department | Scientist from differel
| | Kumaer l of Biotechnology & Molecular discipline
| Medicing, PGIMS. Rohtak X K

Sotatbr. Pardesp | B,V 5S¢, ‘; \‘uwﬁl‘xl{r}' Surgean, Y eterinarian
i - Kharab : | Government  Vety. Hospital,
i i ; | Kahneli, Rohtak

Roltak has already been asssgm

Dr. Savita Verma. Professor of Pharmacology department, PGIMS,
¢ (IAEC) vide Office: Ordcr,End

the duties as Chairperson of Institutional Animal Ethics € ommittes
No. ME-UA-11/2021/8545-52 dated 02.06.2021.

Endst, No. MG-11/2022/ 31224 S
A copy of the above 15 forwarded to the followmg for kind information and}

please:
|. Dean Academic Affairs, UHS, Rcitzk.

2. Dean, PGIMS, Rohtak
3. Dr. Savita Verma, Professor, De anment of Pharmacology. PGIMS, R h(aif:

!eucr Mo, [AEC/2022/05-06 datec 08.03.2022.
4. Dr. Monica, Associate Professo , Biochemistry Dcpartmem thmugh Su
‘Biochemistry Depantment, PGIM: , Rohtak. _
5. Dr. Mridul, Assoc, Prof. of Phy: uetagy deparimem 1hmugh Sn ?ref i
Department, PGIMS, Robtak. ;
, Raikw

Univeisity of Health Sciences. -
Rohle 124001 (Harya S
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