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INDIAN COUNCIL OF MEDICAL RESEARCH
T ST REE (e U OiREnY el JErer)
T THIETETE G99, ST T, 98 [See ] - 110029
DEPARTMENT OF HEALTH RESEARCH (MINISTRY OF HEALTH & FAMILY WELFARE)
V. RAMALINGASWAMI BIHAWAN, ANSARI NAGAR, NEW DELHI- 110029

No.E16/70/2022-Admn. Dated:13/1/2023

To

The Directors/Directors-in-charge of
All Institutes/Centers of ICMR

Sir/Madam,

Please find enclosed the following letters which have been received from different
Ministries/Departments for information and necessary action:

S.No | Reference No. & Date | Name of Ministry Subject
1 D.0.No.4/1/2021-Leg I | Ministry of Parliamentary | Sending official communications
Dated: 06.12.2022 Affairs 40, Parliament House, | pertaining to business of
New Delhi Parliament between 10.00 am

to 6.00 pm-reg.

2 No. U-11022/01/2020- | Ministry of Health & Family | Registration of Ethics
HR/8120573 Welfare, DHR, New Delhi committees for Biomedical and
Dated: 09/12/2022 Health Research with DHR -

regarding

Yours faithfully

/’W
“TI0 M
(Jagdish Rajesh)
Assistant Director General (Admin.)
Encl: As above
Copy to: 1. PSto DG/Sr. DDG(A)/Sr. FA
2. All Divisional Heads
3. DDG(A)/ ADG(A)/ ADG(F)
4. Dr. LK. Sharma, Scientist “E”-soft copy of the same has been mailed at your email ID
(Sharma.lk@icmr.gov.in) for website upload
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V. Ramalingaswami Bhawan, P.O. Box No. 4911, Fax: +21-11-28588662 | icmrnic.in

Ansari Nagar, New Delhi - 110 029, India
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Fwd: Sending official communications pertaining to business of Parliament between
10.00 am to 6.00 pm-reg.

1 message

Jagdish Rajesh <rajeshj.hq@icmr.gov.in> Thu, Dec 15, 2022 at 12:44 AM
To: admn2355 <admn2355@gmail.com>

Dear Hemant,
Please put up.
With Regards,

Jagdish Rajesh,

Assistant Director General (Admn.)

Indian Council of Medical Research(iICMR),
New Delhi

From: "dhrhq icmr" <dhrhq.icmr@gmail.com>

To: "Jagdish Rajesh” <rajeshj.hg@icmr.gov.in>

Cc: "Aruna Sen" <aruna.sen@gov.in>, "Harish Chandra" <harish.cmondal@gov.in>, “Jatin Singh"
<jatin.singh80@gov.in>, "dhrhq icmr" <dhrhg.icr@gmail.com>

Sent: Thursday, December 15, 2022 1:19:24 PM

Subject: Sending official communications pertaining to business of Parliament between 10.00 am to 6.00 pm-reg.

Sir,
Please find the attached scanned copy of email dated 07.12.2022 on the subject mentioned above received from
MoPA for information and compliance.

Regards,
DHR-ICMR Section
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From : Gudey Srinivas ssecympaddgov.in: wed, uec U/, 207
Subject : kReg. sending officiai communications. pertaming 1o Husiness
of Parliament between 10.00 am to 6.00 pm.
To : Manoj Ahuja <secy-agri@nic.in>, Dr(Mr) Himanshu Pathak
<dg.icar@nic.in>, RAJESH KOTECHA <secy-ayush@nic.in>,
Arun Baroka <sec.cpc@nic.in>, Shri Rajesh Kumar Singh IAS
<secyahd@nic.in>, Secretary DoF <fertsec@nic.in>, Ms S.
Aparna <secy-pharma@nic.in>, Secy moca
<secy.moca@nic.in>, Secretary Coal <secy.moc@nic.in>,
Lommerce Secretary Office <csoffice@nic.in>, Secy DPLT

<secy-ipp@nic.in>, Secretary Posts <secretary- B
posts@indiapost.gov.in>, K Rajaraman <secy-dot@nic.in>, 15 (‘
ROHIT KUMAR SINGH <secy-ca@nic.in>, Shri Sanjeev L —
Chopra <secy-food@nic.in>, Secretary MCA L 3K
<secy.mca@nic.in>, Gyanesh Kumar <secy-coop@gov.in>, T

Govind Mohan <secy-culture@nic.in>, Shri Giridhar Aramane
<defsecy@nic.in>, Secretary DP <sdpns@nic.in>, Secretary

DRDO <secydrdo@gov.in>, Shri Vijoy Kumar Singh IAS \ }'?.
(RS 2
e

<secyesw@nic.in>, Mr Lok Ranjan <secydoner@nic.in>, Dr

M Ravichandran <secretary@moes.gov.in>, K. Sanjay Murthy
<secy.dhe@nic.in>, Sanjay Kumar <secy.sel@nic.in>,

Secretary MeitY <secretary@meity.gov.in>, Ms Leena

Nandan <secy-moef@nic.in>, Vinay Kwatra .
<psfs@mea.gov.in>, Shri Ajay Seth <secy-dea@nic.in>, T.V. M)' /
Somanathan <secyexp@nic.in>, Sanjay Malhotra

<rsecy@nic.in>, Secretary DIPAM <secydivest@nic.in>, W
1
\’V\\

Secretary DFS <secy-fs@nic.in>, Jatindranath Swain <secy-
fisheries@gov.in>, Secretary MoFPI <secy.mofpi@nic.in>, Mr

Rajesh Bhushan <secyhfw@nic.in>, DG ICMR j bv-kav}%a Lae

<dg@icmr.org.in>, Shri Kamran Rizvi <shioff@nic.in>, Shri
Ali R. Rizvi <secy-dpe@nic.in>, Ajay Kumar Bhalla 79 Uf( e
<hshso@nic.in>, SECRETARY,0OL <secy-ol@nic.in>, Dr.

Dharmendra Singh Gangwar <secybm@nic.in>, Anuradha :

Prasad <secy-iscs@nic.in>, Manoj Joshi e

<secyurban@nic.in>, Apurva Chandra <secy.inb@nic.in>, (4 [ l 1{ S e
Ms. Vini Mahajan <secydws@nic.in>, Shri Pankaj Kumar

<secy-mowr@nic.in>, O/o Secy Labour Emplayment <secy- [v{ G
labour@nic.in>, Shri S.K.G Rahate <secy-jus@gov.in>, Dr. e Kapi

Niten Chandra, Law Secretary <secylaw-dla@nic.in>,
Secretary LD <secyoffice-ld@gov.in>, Bidyut Behari Swain
<secretary-msme@nic.in>, Vivek Bharadwaj <secy-
mines@nic.in>, Secretary, Minority Affairs <secy-
mma@nic.in>, Bhupinder S Bhalla IAS <secy-mnre@nic.in>,
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My Sunil Kurmar <secy -mopr@nc.in>, Offico of Secretary,

Persopnel <secy mop@nicans, Sl VL Srinlvas <Secy-
srpg@nic.ini>, Secy FNG <Spc.nng@nic.ins:, Shr Alok Kumar
<secy-powarginic.n >, Chairmanitaiwaybioa: | RailwayBoard
<crb@rb.raiinel.govanz, SECRE FARY MORTi <secy-
road@nic.in>, Mr Ajay Tirkey <secy-dolr@nic.in>, Shailesh
Kumar Singh <secyrd@nic.in>, br Rajesh S Gokhale
<secy.dbt@nic.in>, SECRETARY-DST <dstsec@nic.in>,
Director General CSIR <dgcsir@csir.res.in>, Office of
Secretary Ports Shipping and Waterways <secyship@nic.in>,
Atul Kumar Tiwari <secy-msde@nic.in>, Anjali Bhawra
<secywel@nic.in>, Sh Rajesh Aggarwal <secretaryda-
msje@nic.in>, Dr(Mr) G P Semanta <secymospi@nic.ans,
Sanjay Singh <secy-steel@nic.in>, Rachna Shah <secy-
textiles@nic.in>, Secretary Tourism <sectour@nic.in>,
Lakshmi Naryain <secy-tribal@nic.in>, Mr Indevar Pandey
<secy.wed@nic.in>, Sujata Chaturvedi <secy-
sports@nic.in>, Secretary Youth Affairs <secy-ya@nic.in>,
chmn@dae.qov.in, chairman@isro.gov.in

Cc :S.5.Patra <ss.patra@nic.in>, SUMAN SUCHITA BARA
<ss.bara@nic.in>

Respected PPS/PS to Secretary,

Please find enclosed d.o. letter of Secretary, Mo Parliamentary Affairs for information and
appropriate action.

Regards,

(J.N. Naik)
PS to Secretary, MoPA
T-+811123017663
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RINISTRY OF PARLIAMENTARY AFFAIRS
40, PARLIAMENT HOUSE,
NEW DELHI-110001

| RLan TN

y

D.0O. No. 4/172021-Leg | @qu}},} 2 '7 —dated:  06.12.2022

Dear Secretary.

Please - find enclosed herewith a copy of D.O letter No.
RS.6/12/72022-B dated 23.11.2022 recetved from Secretary-General,
Rajya Sabha regarding sending official communications pertaining to
business of the House during office hours only, ie. between 10.00
a.m. to 6.00 p.m.

It 1s accordingly requested to adhere to the timelines while
sending official communications connected with the business of the
Rajyva Sabha.

- With regards,

Yours sincerely,

Je[an) ¢ (4]

s —

W

All Secretaries : :
Government of India
(all Ministry/Departments)

Heallh  RerearcC




B.OXNLBS.6/122022-8 Drated the 23rd November, 2022

AL RS e PR ED
As vou are aware, the next (258") Session of Rajya Sabha is scheduled to commence from
.. 3 =il ~ gy - 3 pt
Wednesdav, the 7" December. 2022, You may appreciate (hat dune to various procedural and

technical requirements of the Rules of Procedure and Conduct of Business in the Council of
Stales (Rajva Sabha). it is not possible for the Sccretariat to process communications relating to
business of the Houscs received afier the office hours and as such they would be processed only
on the subsequent day. It is, therefore, necessary that the Ministries/Departments send official
communications pertaining to business of the House during office hours only. i e, between 10.00

aa. to 6.00 p.o
2. Your kind atteniion in this regard is invited to D.O. letter dated 137 July, 2022 of this
inter alia requesied to  advise all

Secretarint  {copy enciosed) wherein it was
cations pertaining to

Ministrics‘Departments to ensure {imely submission of official commumn
business of the House 1o the Secretariat. However, it had been observed during the last. few
Sessions that various notices/communications required under the rules of procedure were sent by
Min_igtrieggpepai'tments at the cleventh hour causing avoidable inconvenience to the Hon'ble
Chairman and the Secrctariat, 1 therefore, request you to once again impress upon the
Ministries‘Departments of the Government of India to sirictly adhere to the specified time for
sending official communications connected with the business of the Rajya Sabha.

% Besides, the information regarding the listing of Government legislative and other
business for next day in Rajya Sabha may also be furnished to this Secretariat by the Ministry of
Parfiamentary Affairs at the earliest, but in any case not later than 6.00 p.m., so that the

[ist/Revised List of Business, for information to Members of Rajya Sebha could be issued

timely.
Yours sincerely,

Shri Gudey Srinivas,

Secretary.

Ministry of Parliamentary Affairs,
40, Parliament House.

New Delhi.




FOGRAE CRVEREIEF

.0O.No.RS.6/12/2022-8 Dated the 13™ Julv, 2022

;"3 Ay {_q:fl;(z_ wtsb.

As you are aware, the next (2 57" Session of Rajya Sabha is scheduled to commence from
Monday, the 18" July, 2022. You may appreciate that due Lo vavidus procedural and technical
requirements of the Rules of Procedure and Conduct of Business in the Council of States (Rajys
Sabha), it is not possible for the Secretariat to process commnunications relating to business of e

-3 vilx LT L

Houses received afler the office hours and as such they would be processed ouy on e
subsequent -day. It is, therefore, necessary ‘that the Ministries Departments  seud  official
between 1900

communications pertaining to business of the House during office hours only, 7.¢.,

a.m. to 6.00 p.m.

2. Your kind attention in this regard is invited to D.O. letter dated 28" January, 2022 of this
Secretariat (copy enclosed) wherein you were inler alia requested to advise all
Minisiries/Departments to ensure timely submission of official communications pertaining L0
business of the House to the Secretariat. However, it had been observed during the last Session
that various notices/communications required under the rules of procedure were sent by
Ministries/Departments at the eleventh hour causing avoidable inconvenience to the Hoa'ble
Chairman and the Secretariat. I, therefore, request you t¢ once again impress upon the
Ministries/Departments of the Government of India to strictly adhere to the specified time for
sending official communications connected with the business of the Rajya Sabha.

3. Besides, the information regarding the listing of Government legislative and other
business for next day may also be furnished to this Secretariat by the Ministry of Parliamentary
Affairs at the earliest, but in any case not later than 6.00 p.m., so that the LisvRevised List of
Business, for information to Members of Rajya Sabha could be issued timely.

Yours sincerely,

(P.C. Mady)
Shri Gyanesh Kumar,

Secretary, _ _
Ministry of Parliamentary Affairs, \ b S/ZH :

40, Parliament House, s W‘.,q—/f’
New De.ihi- ; gL OF FCE Xu ? l?,L
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U-11022 701/2020-HR

No. U-11022/01/2020-HR/8120573
Government of India
Ministry of Heaith & Family Welfare
(Department of Health Research)

274 Floor, IRCS Building,
1, Red Cross Road,
New Delhi-110001

Dated the 9" December, 2022

To;

The Directors, ICMR Institutes
(As per the annexure)

Subject: Registration of Ethics committees for Biomedical
and Health Research with DHR - regarding

Sir,

As you are aware that the 'New Drugs and Clinical Trials Rules,
2019' was notified in the Gazette of India vide G.S.R.227 (E) dated
19.03.2019 wherein, Chapter IV of this rules mandates that, all ethics
committees related to biomedical and health research involving human
participants shall be required to register with the authority designated
by the Central Government in the Ministry of Health and Family
Welfare, Department of Health Research (DHR).

2 Accordingly, the ‘National Ethics Committee Registry for
Biomedical and Health Research (NECRBHR), was set up at the
Department of Health Research in 2019 to facilitate the processing of
such applications, seeking registration of ethics committees for
biomedical and health research involving human participants. With
effect from 15.09.2019, it is a mandatory requirement under law for
those ethics committees conducting or intending to conduct biomedical
and health research, involving human participants, to get registered
with the designated authority in the DHR. In this regard, earlier vide

(copies enclosed), the Directors of concerned ICMR Institutes were also
requested to ensure that the Ethics Committees of their respective
Institutes are registered with NECRBHR, DHR.

J\g\—{V ~"" letters of even number dated 12" September, 2019 and 224 June, 2022
\
b

3 In view of the above, it'is again requested to kindly ensure to
get registered their respective institutes’ Ethics Committee with
NECRBHR, DHR at the earliest. The Institutes which are already at
various stages of registration on the Naitik portal are requested to s
kindly expedite their process urgently. It may kindly be noted that in _Qw"“’“’b

VIS : W’/ o A - , .KIMW /Zﬁf)/
e . f?\'ﬂw@@%‘*) S0 s
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U-11022/01/22020-HR
1/3559944,/2022

cases where institutional EC sre not registered with NECRBHR, DHR,
no funds may be released under any scheme of DHR/ICMR from the
next financial year onwards. A list of the institutes indicating the status
of EC registration process, as per the Naitik Portal, is attached herewith
at Annexure-I.

Yours faithfully
Signed by Daulat Ram

Meena
Encl: As above. : Date: 09-12-2022 13:48:34
(D.R. Meena)
Director

Tel.No.:011- 23736901
Copy to:

1. Director General, ICMR, Ansari Nagar, New Delhi.
2/Sr. DDG (Admin), ICMR, Ansari Nagar, New Delhi.



U-11022/01/2020-HR

Annexure - |
Login registered only, application not submitted :

1. Director, ICMR-NIIRNCD, Jodhpur, Rajasthan.

2. Director, ICMR-National Institute of Research in Tribal Health,
Jabalpur, Madhya Pradesh

3. Director, ICMR-National AIDS Research Institute, Pune,
Maharashtra

4. Director, ICMR-National Institute of Virology, Pune, Maharashtra

5. Director, ICMR-Regional Medical Research Centre, Andaman and
Nicobar Islands

6. Director, ICMR -Centre for Ageing & Mental Health, Kolkata

7. Director, ICMR-Regional Medical Research Centre, Bhubaneshwar

No login registration:

8. Director, ICMR-Regional Occupational Health Centre, Bangalore,
Karnataka (field unit)
9. Director, ICMR-Centre for Research, Management & Control of
Heamoglobinopathies, Mumbai, Maharashtra
10. Director, ICMR-National Institute of Cholera and Enteric Diseases,
Kolkata, West Bengal
11. Director, ICMR-Centre for Research in Medical Entomology,
Madurai, Tamil Nadu
12. Director ICMR-Vector Control Research Centre, Pondicherry
13. Director, ICMR National Animal Resource Facility for Biomedical
Research (NARFBR), Hyderabad, Telangana

Provisional expired:

1. ICMR- National Institute of Malaria Research, Delhi

2. ICMR-National Institute for Research in Tuberculosis

3. National JALMA Institute for Leprosy & Other Mycobacterial
Diseases, Agra




File Mo U-11022/01/2020-HR

NoU-1122/0172620- 1 R/8120573
Government of India
Ministry of Health and Family Welfare
(Department of Health Research)
2™ Floor, IRCS Building,
i, Red Cross Road, New Delhi — 110001

Dated, the 2" June, 2022
To,

The Directors, ICMR Institutes
{As per the Annexure)

Subject: Registration of Ethics Committces for Biomedical and Health
Research with DHR - regarding.

Sir/Madam,

As you are aware that the 'New Drugs and Clinical Trials Rules, 2019' was notified in
the Gazette of India vide G.S.R.227 (I9) dated 19.03.2019 wherein, Chapter IV of this rules
mandates that, all cthics committees related to biomedical and health research involving
human participants shall be required to register with the authority designated by the Central
Government in the Ministry of Health and Family Welfare, Department of Health Research

(DHR),

% Accordingly, the National Ethics Committee Registry for Biomedical and Health
Research' (NECRBHR), was set up at Department of Health Research in 2019 to facilitate
processing of such applications, secking registration of cthics committees for biomedical and
health research involving human participants. With cffect from 15.09.2019, it is a mandatory
requirement under law for those cthics committees conducting or intending to conduct
biomedical and health research, involving human participants, to get registered with the
designated authority in the DHR. In this regard, a communication No.U.11024/01/2018-
HR(Part-2)/8015255 dated 12t September, 2019 (copy enclosed) was also sent to all the
stakeholders. :

<2 In view of the above, it may please be ensured that all Ethics Committees of ICMR
institutes gets registered with DHR, at the carliest.

Encl: As above.
Yours faithfully,

Digitally Signed by Daulat
Ram Meena

Date: 02-06-$02R18¥0:6pa)
Deputy SccretaryRessoverpoiedt of India
Copy to:
1. Sr. PPS to Secretary (DHR)/ PS to DG, ICMR, New Delhi.

2. PPS to JS(AN ), DHR.
3. Sr. DDG (Admin), ICMR

N e




File No.U-11022/01/2020-HR

Annexure

- Director, ICMR National Institute Of Pathology, Delhi.

2. Director, ICMR-NIIRNCD, Jodhpur, Rajasthan.
3. Director, ICMR-National Institute Of Research In Tribal Health, Jabalpur, Madhya

No v s

10.
11
12.

13,
14.
15;

Pradesh.

. Director, ICMR-National AIDS Research Institute, Pune, Maharashtra.
. Director, ICMR-National Institute Of Virology, Pune, Maharashtra.
. Director, ICMR-Regional Occupational Health Centre, Bangalore, Karnataka.

Director, ICMR-National Institute for Research in Environmental Health, Bhopal
Madhya Pradesh,

Director, ICMR-~Centre for Research, Management & Control of Heamoglobinopathies,
Mum‘bai, Maharashtra.

Director, ICMR-Regional Medical Research Centre, Andaman and Nicobar Islands.
Director, ICMR-Regional Medical Research Centre, Bhubhaneshwar.

Director, ICMR -Centre for Ageing & Mental Health, Kolkata, West Bengal.
Director, ICMR-National Institute of Cholera and Enteric Diseases, Kolkata, West
Bengal.

Director, ICMR-Centre for Research in Medical Entomology, Madurai, Tamil Nadu.
Director ICMR-Vector Control Research Centre, Pondicherry.

Director, ICMR National Animal Resource Facility for Biomedical Research
(NARFBR), Hyderabad, Telangana.




To
i. The Deoan / Pnncipal,
Medical / Nental 7 Pharmusey / Nursing colleges,
i, Dhrector, ICMR Institutes

Subjeet: Registration of Ethics Commutices for Biomedical and Health Rescarch with
National Lthics Committee .\-u;.su'y tor Biomedical and Health Research,

DIR-Regarding,
Sir/Madam,

I am dirccted to say that, i exereise of the powers conferred by the Drugs and
Cosmetics Act, 1940 (23 of 1940). the Central Government, in the Ministry of Health and
Family Wellfare, Depariment of Heaith and Family Welfare, has notified the "New Drugs and
Climcal }rm!s Rules, 2019, on 19.03.2019, 1n the Gazcette of India (Extraordmary)- Part-1l,
Scction 3, Sub-scetion (i), vide (G.S.R.227 (I5) dawed 19.03.2019. The above Rules, except
& haplcr—!\f thereof, have come into foree from the date ol their publication in the Official
Gazetic, ic. wel, 19.03.2019, The Chaprer 1V of the afuresaid Rules, relating o Ethics
Commitiees for Biomedical and FHealth Rescarch. involving human participants, came mto
force on cxpiry of 180 days from the date of publication of the above Rules. e, aller

14.09.2019.

2 The Chapter 1V of the above Rules provides that any institution or organization, etc.,
which intends to conduct biomedical and health rescarch, shall be required 1o bave an Ethics
Commiltee to review and oversee the conduct of such rescarch, as detatled in the "National
Lthical Guidelines for Biomedical and Health Rescarch Involving Human Participants',
specified by the Indian Conneil of Medical Research (1€ \4R) These guidelines may be seen
at the website of the Department of Health Rescarch © Lothe e ander Tmportant
Lanks' with the heading "National [ithical Guidelines for 131uuwdu.ll and Health Research
Involving Human Participants.

3 In compliance to the sub-rule (1) of rule 17, an authority has alrcady been designated
by the DUR for registration of Ethics Commitices {or biomedical and health rescarch
involving human participants. vide this Department's Oflice Order No. U-11024/01/2018-
HR (Par) 8006615 dated 12.09.2019 (Encl. 1) Also. a set-up. with the nomenclature
"National Ythics Commitiee Registry for Biomedical and Health Rescarch’ (NECRBIIR), has
been put in place within the Department of Health Rescarch, vide this Department's (D Note
No. U-11024/01/2018-1R (Part-2)/8013255 dated 12.09.2019 (Iincl. 2). to facilitate receipt
and processing of applications sceking registration, and o assist the authorily, thus
designated. in the discharge of s dutics. A communication was also sent o the
Scerctaries/Principal Scerctaries, Health and Pamily Welfare Departments ol all the Swie
Governments/Union Terrtory Admimsirations to bring the provisions of this rule into the

fContd. 2}
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and. who ar¢ con ,
mvoiving human participants. are required 1o register ther Ethics Committees on the above

partal. I 1s now a mandatory requirement. with eifeet Trom 13.09.2019, for those cihics
committeds conductung or intending 1o conduct hiomedical and health research. mvelving

human participants, 10 get registered with the destanatied authority m the DHIR

2 in view of the abeve, it may pleagse be ensured that all such ethies committees
mvolved in Biomedical and Health Research i your Institutions. get themsclves registered
with Departiment of Health Rescarch inunediately.
Yours faithfully,
! f el
CAGS SR
(D.R. Mecna)
Deputy Seeretary to the Government of India
Tele: 011-23736085

w2

Capy

i Sceretary. Department of Health and Family Welfare, New Delii,

2 Secrctary, Ministry of AYUSH. New Delhi.

3. Secretary. Department of Biotechnology, New Delhi,

4 Secretary, Departiment of Science & T'echnology, New Deibi.

> Sceretary, Departiment of Higher Education, Méa of HRE, New Delhi.
6 DGHS, Nirman Bhawan, New Delhi,

5 Secretary. University Grans Commission, New Delhi.

8 Secretary, MCH/ DCL/ NCU/ PCL New Delhi.

9. Hospital Section, D/O Health and Family Welfare, New Delhi.

10, DCG(I), CDSCO, FDA Bhawan, ITO, Kotla Road. NI - 110002.

1. Director, BMIIRC, Bhopal.

12, Dr. Vijay Kumar, Sc-'G' & Jlcad (BMS Division), ICMR, New Delhi,
13, Dr. Roli Mathur, Scientist '3 & Heud (Biocthics Unit), NCDIR (ICMR), Bengaluru,

Copy, also, o
PPS to Scey(DHR) & DG (ICMR) /7 PPS to JISIAN ) 7St PPS to IS(GNY DS(DRM)/
DS(VKY DS(GRRY DS(ABS)NECRBI 1R/Cons(DKBY/Guard File.

S .‘i*‘f}\?
(D, R. Mcena)
Deputy Secretary to the Government of India
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Phe Secre cS i nal dueid
flealth and Family Weitare Depurtinent
State Governments / Union Territory Admimstrations
Subject : Registration of Kthics Commitices for Biomedical and [Hlealth

Rescarch - Regarding
Sir/Madam,

I am directed to say that. in excreise of the powers conferred by the Drugs and
Cosmetics Act, 1940 (23 of 1940). the Central Government. in the Ministry of Health und
Family Welfare, Department of Health and Family Welfare, has notified the ‘New Drugs
and Clinical Trials Rules. 2019, on 19.03.2019, in the Gazette of India {Extraordinary) -
Part-11. Section 3. Sub-section (i). vide (i.8.R.227 () dated 19.03.2019. The above Rules.
except Chapter-TV thereof, have come into force from the date of their publication in the
Official Gazette, i.c.. we.l. 19.03.2019. The Chapter 1V of the aforesaid Rules. relating
1o Ethics Committees for Biomedical and Health Research, involving human participants,
shall come into force on expiry of 180 days from the date of publication of the above
Rules, i.e.. after 14.09.2019.

ote.. which intends to conduet biomedical and health rescarch. shall be required to have
an Ethics Commitiee to review and oversee the conduct of such research, as deuiled in
the ‘National Fthical Guidelines for Biomedical and Health Research lovalving Human
Participants™. specificd by the Indian Council of Medical Research (ICMR). These
eujdelines may be seen at the websile of the Department ol Health Research -
https://dhr.gov.in - under “lmportant Links' with the heading ‘National Lthical
Guidelines for Biomedical and Health Research [nvolving Human Participants ---
‘download’. ;

2 The Chapter 1V of the above Rules provides that any institution or organization,

3. The sub-rule (1) of rule 17 of these Rules provides that such an Ethics Committee
- to be constituied in accordance with the said guidelines - shall register tsell with the
authority to be designated for the purpose by the Department of Health Research (DHR)
in the Ministry of Health and Family Welfare. [n this regard, an authority has alrcady
been designated by the DIHR for registration of Ethics Committees for biomedical and
health rescarch involving human participants, vide this Department’s Office Order No.U-
11024/0172018-HR  (Part)/8006615 dated  12.09.2619. Also. a set-up. with the
nomenclature *National Lthics Committec Registry for Biomedical and Health Research®
(NECRBHR), bas been put in place within the Department of Heahh Rescarch, vide this
Department’s D Note No. U- 1024201201 8-HR (Par1) 8006615 dated 12.09.2019. to

2



| %
~ Fhe epbire process ol recepl and processing ol the %’;,‘!kﬁ.' QLS.

reeistration of ethics conmttees for biomedical smd heulth vesearch tnvolving human
participants. shall be careied out in the DHR onhine only. For thix purpose, a portal bas
been developed. 1o facilitate the sk, with the donvain name “naitik.govin™ Al

enfities‘institutions: medicnl colfepesiresearchers stakecholders. olc. - whether m pablic or
private and, who are conducting or inteading 1 conduct biomedical and bealth research
involving human participants, are required to submit proposal (s) for registration of Lthics
Commitices on the above portal. Tt is now a mandatory requirement. with effect from
15.09.2019, for getting all those cthics commitices for biomedical and health rescarch.
involving buman participants, registered with the designared authority in the DHR.

5 In view of the above. it is requested that attention of all the entitics/ institutions/
researchers fstakeholders in your State / Union Territory - whether in public of private.
and who are conducting or intending to conduct biomedical and health research, involving
human participants — may be drawn to the requirement for registration of Ethics
Committees for Biomedical and Health Rescarch in termis of the provisions of Chapter-
IV of the ‘New Drugs and Clinical Trials Rules. 2019 with the designated authority in the
Department of Health Rescarch w.e.fl 15.09.2019

Yours fuithfully,
(N~

&~
(Om Parkash)
Under Secretary to the Government of India
Tele : 011-23736085

Copyto:

Secretary, Depariment of Health and Family Welfare, New Delhi,
Secretary. Ministry of AYUSH, New Delhi.

Secretary. Department of Biotechnology, New Delhi.

Secretary, Department of Science & Technology. New Delhi.
Secretary, Department of Higher Education, M/o of HRD. New Delbi.
DGHS. Nirman Bhawan, New Delhi.

Sccretary. University Grants Compussion, New Delhi.

Secretary, MCT 7 DC1/ NCI/ PCI, New Delhi.

Hospital Section, D/o Health and Family Welfare, New Delhi.

10. DCGH, CDSCO, FDA Bhawan. [TO. Kotla Road, ND - 110002,

11.  Director, BMHRC. Bhopal.

12 Dr. Vijay Kumar, Sc-'G' & Head (BMS Division), ICMR. New Delhi.
13.  Dr. Roli Mathur, Scientist 'E' & Head (Bioethics Unit), NCDIR (ICMR),
Bengaluru.

e e I A B

Copy, also, to:

PP‘% m S‘eu}(DHR) & DG (IC'MR} f’ i’l’S to EQAN) / Sl‘ PP‘*‘: lo JS{GN};‘

(Om Pdrkdbhj
Under Secrerary to the Government of India




Department of tHealth Research

OFFICE ORDER

Subject: Designation of Authority in the Department of Health
Research for registration of Ethics Committees for
Biomedical and Health Research in terms of the sub-rule
(1) of rule 17 of the New Drugs and Clinical Trials Rules,

2019.

FE®EX

The sub-rule (1) of rule 17 of the New Drugs and Clinical Trials Rules,
2019 provides that an ethics committee, constituted under rule 16 of the
aforesaid Rules, for the purpose of biomedical and health research involving
human participants, shail be required to register with the authority, to be
designated by the Central Government in the Ministry of Health and Family
Welfare, Department of Health Rescarch.

2. Accordingly, with the approval of the Competent Authority, the
incumbent of the post of Joint Secretary in the Department of Heaith
Research, under whose charge the subject of biomedical and health research
involving human participants is dealt with, is designated as the authority, who
shall discharge, on ex-officio basis, all the functions assigned to such an
authority under the said rules, namely, the ‘New Drugs and Clinical Trials
Rules, 2019, A

A ALE N e

LR i
AN

.(Om 'F;arkash)
Under Secretary to the Govt. of India
Tel. No.: 23736085

To
1) Secretary, D/o Health and F.W., Nirman Bhawan, New Delhi-110011.

2) Secretary, M/o AYUSH, AYUSH Bhawan, "B’ Block, GPO Complex, INA,
New Dethi - 110023.

3) Dir. Gen., ICMR, Ansari Nagar, New Dethi-110029.

4) DGHS, Nirman Bhawan, Maulana Azad Road, New Delhi - 110011

5) DCG(I), CDSCO Hgrs., FDA Bhawan, Kotla Road, New Delhi - 110002.

6) Head (Bioethics Unit), ICMR, NCDIR, Nirmal Bhawan, ICMR Complex
(1Ind Floor), Poojanahalli Road, Kannamangala Post, Bengaluru -
562110, Karnataka.

7) Director, NIMS / CTRI, New Delhi.

Copy to: PS to HFM / PS to MoS(AKC) / PPS to Secretary {DHR) / PPS to
JS(AN) / Sr. PPS to JS(GN) / NECRBHR/Cons(DKB)/DHR Website.
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