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DENTAL COUNCIL OF INDIA

DERIAL couNes. OF ik (A STATUTORY BODY CONSTITUTED UNDER THE DENTISTS ACT, 1948)
/By E-mail /websie
No.DE-237-Act{Regulations-Ethics)-2020/ / { 2.1 Dated 2 SJuly, 2020

To,
\/Térincipal of all the dental colleges in the country

Sub: Registration of Ethics Committees for Biomedical and Health Research with National Ethics
Committee Registry for Biomedical and Health Research, DHR-Regarding.

Sir/Madam,

In continuation of this office letter No.DE-130-Act-2019/7309 dated 13.01.2020, on subject cited
above, I am directed to refer GOI’s letters No.U-11024/01/2018-HR (Part-2)/8015255 dated 10.12.2020 &
06.03.2020 thereby informing that the Ministry of Health & Family Welfare has notified the ‘New Drugs
and Clinical Trials Rules, 2019’ on 19.03.2019 and according to the chapter IV of the above rules, all
entities/institutions/medical college/researchers/stakeholders, etc. whether in public or private and, who
are conducting or intending to conduct biomedical and health research involving human participants, are
required to register their Ethics Committees on the portal namely “naitik.gov.in”, which is mandatory
requirement w.e.f. 15.09.2019.

2. In this connection, it is again requested that all such ethics committees involved in Biomedical
and Health Research in your institutions, get themselves registered with Department of Health Research
immediately.

Y faithfully,
ours fai Yo x

==
&I\ﬁ;umar)

Deputy Secretary
Dental Council of India

Copy for Information to:-
The Deputy Secretary, Government of India, Ministry of Health & Family Welfare, Department

of Health Research, 2 Floor, IRCS Building, 1, Red Cross Road, New Delhi-110001.

s~

(Mukesh Kumar)
Deputy Secretary
Dental Council of India
CC:-
1. The President, Dental Council of India

2. Server Section for email.
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No. U-11024/01/2018-HR (Part-2)/8015255
Government of India
Ministry of Health & Family Welfare
(Department of Health Research)

2™ Floor, IRCS.Bujlding,
1, Red Cross Road, New Delhi-110001.
Dated, 6% March, 2020

To

1. Tne Pre51dent Medical Council of India, Dwarka sector-8, New Delhi-110077.
2. The President, Pharmacy Council of India, NBCC Centre, Okhla, phase-1, Delhi-110020
‘/3/' The President, Dental Council of india, Kotla Road, Temple Lane, New Délhi-110002
4. The President, Nursing Council of India, NBCC Centre, Okhla phase-1, New Delhi-
110020

Subject: Registration of Ethics Committees for Biomedical and Health Research with National Ethics
Committee Registry for Biomedical and Health Research, DHR-Regarding.

’)/
ﬁ\ $ Slr/Madam

/ /\/

; ! am diractec tu refer Lc this Department’s leiter of even number No. U-11024/01/2018-

HR (Part-2)/8015255 dated 10% December 2019 {Copy Enclosed) and to say that the response
from most of the institutes/Qrganisations is still awaited as they have not applied for rég‘istration
under DHR so far. You are therefore requested to kindly issue direction to the institutes under
your administrative control in this regard. This may be given wide publicity by’ hostmg the
communication and its enclosures on your Department’s website.

Yours faithfully,

in 121633020

{D:R: Pv‘icr.ﬁd)
Deputy Secretary to the Government of India
Tele: 011-23736904

Copy to:

DS (VK)/DS (ABSHDS (GRR)/US {ML)/US(GAR)/US(DK)/US(RIM)
i All the Scientist in DHR i
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¢ L LT024°01 200R-HR (Part-2) ROJR235
CGovernment of India

Minsuy of Health & Fumnily Welture

(Department ol Health Rescarahi

2nd Floor, IRCS Building,
1. Red Cross Ruad, New Delhi- 110001,
Dated: 12 Seprember, 2019,

NOTICE »

Subject : Registration of Ethies Conunittees  tor Biomedical and IHealih
Rescarch Involving Human Participants — Regarding.

o duis informed that, m exervise of the powers conferred by the Drugs and Cosmeties
ACL 1940 (23 of 1940, the Contral Government. in the Ministey of Health and Family
Welfare, Departiment of Health and Family Welfare, has notilied the "New Drugs and
Clinical Trinds Rules. 20007 an 10032019, 10 the Gasette ol India (Extraordinary) - Part-
1. Section 3. Sub-section (i1 vide (RS.R.227 1) dated 19.03.2019, The above Rules,
exeept Chupter-1V thereol. huve come into foree from the date of their publication i the
Official Gozetie, e woellt 10032009, The Chapter 1V of the aloresaid Rules, relating
to Ethics Committees for Biomedieal snd Flealth Rescarch, imvolving human participants.
shall come into Torce on expiry of 1RO days from the date of publication of the above
Rules, t.e.. alfter 14.09.2019
2 The Chapter 1V of the above Rules provides that any institution or organization.
cte which ntends w conduet biomedical and health research. shall be required to have
an Lthics Commitiee 1o review and oversee the conduct of such rescarch, as detailed
he Natioua! Ethical Guidelines tor Blomedical and Fealth Rescarch Involving Huinan
Participants”. specificd by e fudian Coundil oft Medieal Researeh (ICMR). These
auidelines may he seen at the website of the Depariment ol Health Research -
huepssdhvagosan under Clmportant Links™ with the heading “National  Fthical
Guidehnes for Biomedical and Health Rescarch Involvmge Human Purticipants
“download”.

3. The sub-rute thy of rule 17 althese Rules provides that such an Ethics Committee
- 1o he copstiteted i accordance with the said pindelines - shall register itself with the
authority 1o he designated for the purpose by the Depactiment of Health Rescarch (DHR)
i the Ministry of Health and Family Webhee I this regard, an authority has already
bean designated by the DHE Tor registration o Ethics Commitiees tor biomedical and
health rescarch mvaolving human participants. vide this Department’s Ofice Order NodUs-
LIO24012008-HR (Part)y ROOH61S duted 120920149 Also. a set-up, with the

nomenclature *National Ethics Commiitter Registry Tor Biomedical and Tealth Research™
INLCRBIRY, has been put in place within the Departiment of Health Rescarch, vide this
Departments 11 Note Noo C L HI24 01 2008-HRParty BOOBATS dated 12.09.2019 10
faciiitiie recaipt and processng of applications seekimy registration. and to sssist the
authority. s designated i the disehurge of it duties

4. The entire process of receipt and processing ot the applications. seeking
ceistration vl ethics committees for hiomadical and health rescarch involving human




participants. shall be uzu':icd vut i the DHR online onty, For this purpase, a pormf hax
been developed, w Tacilitate the wsk. with the domant name “nattik.gov.in™  All
entitiessimstirutions-medical colleges rescarchers stakeholders. ete. - whether in public or
private and. who are conducting or imtending w conduct biomedical and health research
mvolving human participants, are requested 10 sabmit proposals Tor regastration of Eihies
Connnittees on the above portal, 1ty be noted that now. it is @ mandatory requirement
with cffect from 13.09.2019, for getting all ethics committees tor binmedical and health
research. involving human participants, registered with the designated authority in the

DHR. PR PRANE
1, N ’} ----- \

(Om Parkash)
Linder Secrctary o the Government ol India
Tel. No. :011-23736085
b-mail 1D om.prakash38inic.in
To
Al Stakchulders ~ Public-at-targe
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No. U-11024/01/72018-HIR (Part-2)/8()1>255 |

Government of [ndia
Ministry of Health & Family Welfare
(Department of Health Research)
2™ Floor, IRCS Building,
[, Red Cross Road, New Delhi-110001.
Dated, the 10* December, 2019,

To

i. The Dean/ Principal, ' .
Medical / Dental / Pharmacy / Nursing colleges. ;
ii. Director, ICMR Institutes

Subject: Registration of Ethics Committees for Biomedical'and Health Research with
National Ethics Committee Registry for Biomedical and Health Research,
DHR-Regarding.

SirMadam,

I am directed to say that, in exercise of thc powers conferred by the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, in the Ministry of Health and
Family Welfare, Department of Health and Family Welfare, has notificd the "New Drugs and
Clinical Trials Rules, 2019', on 19.03.2019, in the Gazette of India (Extraordinary)- Part-1l,
Section 3, Sub-section (i), vide G.8.R.227 (E) dated 19.03.2019. The above Rules, except
Chapter-1V thereof, have come into force from the date of their publication in the Official
Gazette, i.e., w.e.f. 19.03.2019. The Chapter IV of the aforesaid Rules, relating to Lthics
Committees for Biomedical and Health Research, involving human participants, came into

force on expiry of 180 days from the date of publication of the above Rules, i.c., after
14.09.2019.

2. The Chapter IV of the above Rules provides that any institution or organization, etc.,
which intends to conduct biomedical and health research, shall be required to have an Ethics
Committee to review and oversee the conduct of such research, as detailed in the 'National
Ethical Guidelines for Biomedical and IHealth Rescarch Involving Human Participants,
specified by the Indian Council of Medical Research (ICMR). These guidelines may be seen
at the website of the Department of Health Rescarch https://dhr.gov.in under 'Important

Links' with the heading 'National Ethical Guidelines for Biomedical and Health Research
Involving Human Participants. -

3. In compliance to the sub-rule (1) of rule 17, an authority has already been designated
by the DHR for registration of Ethics Commitices for biomedical and health research
involving human participants, vide this Department's Office Order No. U-11024/01/2018-
HR (Part)/8006615 dated 12.09.2019 (Encl. 1). Also, a set-up, with the nomenclature
‘National Ethics Committec Registry for Biomedical and IHealth Research’ (NECRBHRY), has
been put in place within the Department of ealth Research, vide this Department's 1D Note
P No. U-11024/01/2018-HR (Part-2)/8015255 dated 12.09.2019 (Encl. 2). to facilitate receipt
and processing of applications sccking registration, and lo assist the authority, thug
designated, in the discharge of its duties. A communication was also sent to- the
Secretaries/Principal Secretaries, Health and Family Welfare Departments of all the State
Governments/Union Territory Administrations to bring the provisions of this rule into the

pic

[Contd. 2)
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6? notice of all lhc entifies/instilutions/rescarchers/stake holders in their respectiye Statc/UT
vide letter No U-11024/01/2018-HR (part-2)/8015255 dated 12" September '7019 (Fncl 3) \

4, The entire process of receipt and processing of the applications, scekmg registration - | \\

of ethics committees for biomedical and healéh research involving human participaats, shall- .. \

be carried out in the DHR via online process only. For this purpose, a portal has'been \
developed, to facilitate the task, with the domain name ‘“naitik:gov.in". All - \
entities/institutions/medical colleges/researchers/stakeholders, etc. - whether in public or =~ . \\
private and, who arc conducting or intending to conduct biomedical and health research Y
involving human participants, are required to register their Ethics Commiittees on the above
portal. It is now a mandatory requirement, with effect from-15.09.2019, for those ethics
committees conducting or intending to conduct biomedical and health research, involving
human participants, to get registcred with the designated authority in the DHR.

5/ In view of the above, it may please be ensured that all such ethics committees
involved in Biomedical and Health Research in your Institutions, get themselves reglstercd '
with Department of Health Research immediately.

. Yours failhfully,

I/Qf 7 Jz - ‘
(D.R. Meen :
Deputy Secretary to the Government of India

‘Tele: 011-23736085

,  Secretary, Department of Health and Family Welfare, New Delhi.
WA Secretary, Ministry of AYUSH, New Delhi., -

\/5/ *  Secretary, Department of Biotechnology, New Dethi.

A Secretary, Department of Science & Technology, New Dethi.

\_/5‘." Secretary, Dcpartment omehcr Education, M/o OFHRSJI\\'LW Dethi.
DGHS, Nirman Bhawan, New Delhi.

\,}7’. Secretary, Umvcrsuy Grants C ommlssmn New Delhi.
8. Sccretary, MEL/ DET/ NET/ PCT New Delhi,
AT Hogpital &.Lnou D/O tlealth and Family Welfare, New Dethi.

0. “CGQ), CUSCO, FDA Bhawan, ITO, Kotla Road, ND - 110002,
AT Director, BMHRC, Bhopal.

AT Dr Vijay Kumar, Sc-'G' & lcad (BMS Division), ICMR, New Delhi.
A
T s 13” 7 DrrRoliMathur-Setentisr & Fead (Bioethics Unit), NCDIR (TCMRY), Beagaluru, 77 77777

Copy, also, to:

PPS5 to Secy(DHR) & DG (ICMR) 7 PPS (0 JS(AN )/ Sr, PPS to JIS(GN)/ DS(DRMY
DS(VK) DS(GRRY/ DS(ABS)/NFCRBHR/( ons(DKB)/ Guapd 1 ile.

~+ o2 701§
(D, R. Meena)
Deputy Sceretary to the Government of India
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By Speed post /E-mail

. No.U-11024/01/2018-1R (Pafl-2)/8015255
Government of India '
Ministry of Health & Family Welfare
(Department of Health Research)
2" Floor, IRCS Building,

1, Red Cross Road, New Delhi-110001.
Dated, the 12" September, 2019. To '

The Secretaries / Principal Sceretaries, : yy
Jlealth and Family Welfare Department, 8 o

State Governments / Union Territory Administrations. QQ‘}?

Subject : Registration of Ethics Committees for Biomedical and Health
Rescarch - Regarding '

Sir/Madam,

I am directed to say that, in excrcise of the powers conferred by the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, in the Ministry of Iealth and
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 (Fxtraordinary)
Part-1l, Section 3, Sub-scetion (i), vide G.S.R.227 (E) dated 19.03.2019. The above Rules,
except Chapter-IV thercof, have come into force from the date of their publication in the
Official Gazette, i.c., w.c.f. 19.03.2019. The Chapter IV of the aforesaid Rules, relating to
Ethics Committees for Biomedical and Iealth Research, involving human participants,

shall come into force on expiry of 180 days from the date of publication of the above Rules,

1.c., after 14.092019.

2. The Chapter IV of the above Rules provides that any institution or organization,
etc., which intends to conduct biomedical and health research, shall be required to have an
Ethics Committec to revicw and oversce the conduct of such research, as detailed in the
'National Fthical Guidclines for Biomedical and Health Research Involving {uman
Participants', specificd by the Indian Council of Medical Research (JCMR). These
guidelines may be scen at the website of the Department of Health Research
https://dhr.gov.in under Important Links' with the heading 'National ithical Guidelines
for Biomedical and Health Rescarch-Involving Human Participants  'download’.

3. The sub-rule (1) of rule 17 of these Rules provides that such an FEthics Committee -

~to-be-constituted-in-accordance-with_the_said_guidelines - shall register itself with the

authority to be designated for the purpose by the Department of Health Research (DIIR) )

in the Ministry of Health and Family Welfarc. In this regard, an authority has already been
designated by the DHR for registration of Ethics Committees for biomedical and health
rescarch involving human participants, vidc this Department's Office Order
No.U11024/01/2018-11R (Paft)/8006615 dated 12.09.2019. Also, a sct-up, with the
nomenclature 'National lithics Committee Registry for Biomedical and Health Research'
(NECRBIR), has been put in place within the Department of Health Research, vide this
Department's ID Note No. U-11024/01/2018-11R (Pan)/8006615 dated 12.689.2019, to

37y, . reeceonaji : R
"V Email; sec}’-dci@;: 7;':b Marg, Kotia Roaq .
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facilitate receipt and processing of apphcauons beckmg 1egmrauon an.
authority, thus designated, in the discharge of its dutics.
2. The entire process of receipt and proeessing of the applications, seeking reg\

of ethics committees for biomedical and "health research involving human particy

shall be carried out in the DHR online only. For this purpose, a portal has been develoy,

to facilitate the task, with thec domain name '"naitik.gov.in". A
entities/institutions/medical colleges/rescarchers/stakeholders, cte. - whether in public ot

private and, who arc conducting or intending to conduct biomedical and health research

involving human participants, are required to submit proposal (s) for registration. of
Ethics Committces on the above portal. It is now a mandatory requirement, with effect
from 15.09.2019, for getting all those cthics committees for biomedical and health

research, involving human participants, registered with the dcelgnatcd authority in the
DHR.

3. In view of the above, it is rcquested that attention of all the entities/ institutions/
researchers /stakeholders in your State / Union Territory - whether in public or private, and
who arc conducting or intending to conduct biomedical and health research, involving
human participants --— may be drawn to the requirement for registration of Ethics
Committces for Biomedical and Health Research in terms of the provisions of ChapterlV
of the New Drugs and Clinical Trials Rules, 2019' with the designated authority in the
Department of Health Research w.e.f. 15.09.2019

Yours faithfully,

LN S ”

(Om Parkash)
Under Secretary to the Government of India

Tele : 011-23736085 -
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Secrctary, Department of Health and Family Welfare, New Delhi.
Sceretary, Ministry of AYUSH, New Delhi.

Secretary, Department of Biotecchnology, New Delhi.

Sccretary, Department of Science & Technology, New Delhi.

Secretary, Department of Higher Education, M/o of T1IRD, New Delhi.
DGLS, Nirman Bhawan, New Delhi.

Secrctary, University Grants Commission, New Delhi.
Secretary, MCI/ DCI/ NCI/ PCI, New Delhi.

. Hospital Scction, IYO Hecalth and Family Welfare, New Delhi.

10.  DCG), CDSCO, FDA Bhawan, ITO, Kotla Road, NIY = TT0002; — -~ - -
[1. Dircctor, BMHRC, Bhopal. :

V2. Dr. Vijay Kumar, 8¢-'G' & Ylead (BMS Division), ICMR, New Delhi.

13,

Dr. Roli Mathur, Scicntist 1" & Iead (Biocthics Unit), NCDIR (ICMR),
Bengaluru. ‘

Copy, also, t0:

PPS 10 SeoviDHR) & DG OOMRY - PPS 0 ISIANY 7 S PPS W JS(GNY
RSMRNM DSV DSIGRR) DSIABS) NECRBHR Const DKB)/G mrd F ﬂ\c

(‘\\,(x N \‘\\\O.

_ (Om Pdrkash)
Under Secretary to the Government of India
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