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No. X- l8O3O I 4 I 20 19-Ay'urveda(Nl)(Vo1.II)

Government of India
Ministry of AYIJSH

Dated

The Director Genera-l,
CCRAS, New Delhr

The Directors,
AIIA, NIA, IPGTRA, RAV, NEIFM, NEIAH

(

To

to rithe January,2O2A

1.

sub: Registration of Ethics committees for Biomedical and Health
Research with National Ethics Committee Registry for Biomedical
and Health Research, DHR-Reg.

Sir/Madam, 
.

I am directed to forward herewith a copy of Departrnent of Health and
Research's letter No. U- Llo24loI12o18-HR(Part-2)/801525s dated rhe 10tr,
December,2AI9 on the subject mentioned above for co,rnoliance.

z.

Yours faithfully,
I,./.-1

- '',*1.{.J ,J . K€nnedl-)
Under Secretarl- to the Gor.'t. of India

'}.

'n,
- \--,



No. U- | 1 024101 /20 1 8-i{R (Part-2)/80 1 525 5

.::,;.id gtrT T-u, *,n,*riru;m ?,ltJi',1 *.rr."
Ofiice of Secretat' . ,(Dryarlment of Hcalth Research)i i,c{ q E-ofi,ce no"$"? s : c7 

2nd Floor. IRCS Building,

1 i],'l].lo Jl ,o \ - 
"* 

1, Red cross Road, New,Dethi-ilO00i,
i+ ;'tloate 

Datcc rhe I 0rh_Decembql, Io t l.
To .. r-'

,i' r'l{l
^( rl'.N LULUll rr ll'\.rUJ -'

The Dean I Principal,
l,{edica! / Dcntal / Pharmacy i Nursing colleges.
Director, ICMR In.stifutes

Subject: Registration of Ethics Committees for Riomedical and tleahh Research with
National Ethics Committee Registry for Iliomedical and Health Research,
DI{R-Regarding.

Sir/Madam.

I am directed to say that, in exercise of the powers confened by the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, in rhe \{inishy of l,lealth and
Family Welfare, Department of Heaith and Family Welfare. has norified the 'Nerv Drugs and
Clinical lrials Rules, ZAlg', on 19.03.2019, in the Gazette of India (Eriraordinary)- part-It,
Secfion 3, Sub-secfion (i), vide G.S.R.227 (E) dated 19.03.2019. The above Rules, except
Chapter-lV thereof, have corne into force from the date of tberr publicaticn rn rhe Olficial
Gazette, i-e., w-e.f. i9.03.20i9. Thc Chapter IV of the aforesard Rules, relating to Erhics
Committees for Biomedical and Health Research, involving human parncipauts, came into
force on expiry of 180 days from the date of pubtication of the above Rules. i.e.. after
14.09.2019.

2. The Chapter IV of the abovc ltuies provides that any instirution or organization, etc.,
which intends to conduct biornedical and health research, shall be required to have an Ethics
Comminee b review and oversce the conduct of such research, as dctaiied in the National
Ethical Cuidelines for Biomedical and Flcalth Research lnvolving Fluman participants,,
specified by the Indian Council of Meclical ltesearch (ICMR). These guidelines may be secn
at the website of the Department of I'lealth Research hrhsldlu.&oLitr under ,Imponanr

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

l.

It.

F
C)

I 3 ' In conpliance to the sub-rule (l) of rule 17, an authority has already been designated

i by the DI{R for regisrration of Ethics Commitices for biomeciicai anci heaith research

i .- ."-- invoiving human participants, vidc [his Depaflment's Office Order No. U- ll}Z4nln1rc-
l";aw)\^r, HR (Part)/8006615 dated 12.09.2a19 (Encl- l). Atso, a set-up. r.vith the nomenctaturet,0N ' o \I*finnal Fthi-c /a^*,*]r+-^ I) ^-:^,--. f;-, n-' -7a ' " National Ethics Comrnittee Registry for Biomedical and I-Iealrh Research,e{ECRBI-IR), bas

DQrlC9 .,, teen put in place within the l)epartnrent of I Iealth Research, vidc thrs l)epartmenr,s ID Nore

A';.rT-; 
fl'|7rto,U-i 1024i01/20i8-l-lR (Pan-2)/8015255 d.ated 12.09.2019 (tincl, 2). to facilitate receipt

^ . ,.,/ 
and. processing of applications seeking rcgistration. and to assist the authority, thus

k fr " 
^ n, destgnated, in thc drscharge of its duties. A communication was also scnt to rhe

1i l' '', secretariesiPrincipal Secretaries, tteaith and Family Welfare Departments of all the State

1) (Ft"-'uovemmentVUnion Territorl6\dnlnistrations ro bring the provisions of this rule into the
I elTrtoryAAonllnrstratlons tc bring the provisions of this rule into the

| \\, g\v,^,\J{ L / [contd 2] \ .-j \ \! 
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notice of all the entities/institutions/rcscarcherslstake holtiers in their respective StateiuT
vide letter No U-1 1024/01/20.I8-FIR (part-2)/8015255 datcd l2rh Scptcmbcr 2019 (Encl. 3).

4. 'l'he entire process of receipt ancl proccssrng of the applications. sceking registration
of etbics commiftees for bionredical and health rcsearch inr.trLr,inB human participants, shall

be carried out in the DI{i{ via online process only. For this purposc, a portal has been

developed, to f'acilitate the task, with thc domain narne "naitik.qor'.in". All
entities/institutions/medical colleges/researchers/stakeholders, etc. - r,vlrether in public or

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

involving human participants. are required to registe:'their l:thics Committees on the abovc
portal. It is now a mirnclatory rcquirerncnt. with effecl from 15.09.2019, for those ethics

committees conducting or intcnding to conduct bibmcdical and hcalth rcsearch, invoiving
human participants, to get registcred with the designated authority in the DHR.

5.' ln view of the above, it rnay please bc ensured that all such ethics committees

involved in Biomedical and l{ealth Rescarch in your Instirutions, get themselves rcgistered

with Department of l-lealth Research imme<Iiately.

Yours faithfully,
n
Nua-w-Tttiz.vtg

(D.R. Meena)

Depuly Secretary to the Government of India
fclc:01 l-23736085

Copy to:

1. Secretary, Department ot'Fl-eaith and f-amrly Weifare, New Delhi.

'-T Secretary, Ministry of AYUSII, New Delhi.
3, Secretary, Department of Biotechnology, Nnv Dclhi.

4. Secrctary, Department of Sciencc & 'l'eclrnology. Ncr.v Dcll-ri.

5. Secretary, Department of l{igher Edr.rcation, M/o of HI{D. Nerv Delhi.
6. DGIIS, l.{innan Bhawan, Ncw Dclhi.

7 - Secretary, University Crants Commission, Ner.v Deliri.

8. Secretary, MCI / DCI / NCI / PCI, N*v Delhi.

9. I-lospiial Section, DIO Health ancl [:anrily Wellare, Ner,v Delhi.

10. DCG(I), CDSCO, FDA Bharvan, I'fO, Kotla Road, ND - I i0002.
I l. Director, BMI"IRC, Bhopal.

12. Dr. Vijay Kumar, Sc-'G'& Flcad (BMS I)ivision). ICMIt, New Dclhi,
13. Dr. Roli Mathur, Scientist '[:' & ]'lead (lSioethics Unit), NCIDII{ (ICMI{), Bengaluru.

Copy, also, to. .

PPS to Secy(DLIR) & DG (iCMIt)/ PPS to JS(AN ) i Sr. Pl']S to JS(CN)/ DS(DP.I4)/
DS(VK)/ DS(CRIf)/ DS(ABS),,'i\,iECRBFItu'Cons(DKB)/Guard Filc.

n

lF*,*,,^,,
(D. It. Meena)

Dcputy Sccrctary to the Cclvemment of India


