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DENT4L COUNCIL OF INDIA 

(A STATUTORY .B6DY CONSTITUTED UNDER THE DENTISTS ACT, 1948) 

No.DE-237-Act(Regulaons-Ethics)-2020/ 11 2±
E.mail/WebS 

To, 7 
)'he Principal of all the dental colleges in the country 

Dated2July, 2020 

Sub: Reqistration of Ethics Committees for Biomedical and Health Research with National Ethics 
Committee Reqistry for Biomedical and Health Research, DHR-Reqardinq.  

Sir/Madam, 

In continuation of this office letter No.DE- 13 O-Act-20 19/7309 dated 13.01.2020, on subject cited 
above, I am directed to refer GOI's letters No.U-1 1024/01/2018-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. 15.09.20 19. 

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. 

Yours faithfully 

l_—(Mukesh Kumar) 
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. 

i4/ 
(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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'Jo. U-11024/01/2018-HR (Part-2)/8015255 

Government of India 

Ministry of Health & Family Welfare 

(Department of Health Research) 

 

2Floor, IRCS Building, 

1, Red Cross Road, New Delhi-110001. 

Dated, 5th  March, 2020 

1. The'President, Medical Council of India, Dwarka sector-B, New Delhi-110077• 

2. The President, Pharmacy Council of India, NBCC Centre, Okhla, phase-i, Delhl-110020 

The President, Dental Council of India, Kotla Road, Temple Lane, New DélhF-110002 

4. The President, Nursing Council of India, NBCC Centre, Okhla phase-i, 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. 

\V' 
Sir/Madam, 

am directed to refer to this Department's letter of even number No. U-11024/O1/2018-
HR lPart-2)/8015255 dated 10th  December 2019 (Copy Enclosed) and to say that the rcsponse 

from most of the institutes/Organisations is still awaited as they have not applied for registration 

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 hosting the 

communication and'its enclosures on your Department's website. 

Yours faithfully, 

fJt!- 
-(D.R--Mena) 

Deputy Secretary to the Government of India 

Tele: 011-23736904 

Copy to: 

DS (VK)/DS (ABS'S (GRR)/US (ML)/US(GAR)/US(DK)/LIS(RJM) 
ii. All the Scientist in DHR : 
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Sul:ject Jeisti'atiuii of Ethics (_'tumitftes mr Bionwihical and health 

E.cscarc)i in' ulvi ii  H u maii I irlicipa uts — Rea rchint. 

It is in E riiccd thdt. in e crt: se o t the pcwcrs coii reuted by the 1)rugs and Cosmetics 

At; 1 9.-k) (23 ol 194(11. the C cntral (.jo ernmcnt. in thc M sctv oF I-health md l:.inhi  lv 

Wel are. Del)aitinen  oF Health and Faini Iv Welfare. ha nut i lied the 'New Drugs and 
Clinical liials Rules. 2111')'. on lt).03.2(i 9. in the Gatette uI India (Exiraurdinary) - Part- 

!]. Section 3. SuhsL'ciion tit. \d(• ( .R.7 rEt dtetI 19.032019. The above Rules. 

except t:huptcr-I \ thereol. hae conic into force 1run the date of their publication in the 

00k al Gatte. i.e.. we. I.. I 9.f13.2i I I 9. •Ihe ( hapler IV ol the aRresaid Rules. relaing 

to Ethics Conimutees for Hi meclical ;ind I lealth Research. involving human pitrticipuilts. 
shall conic into Force on e\pir\ id I 5(1 days fricni the date tcl' publication of the tthoc 

Rules. i.e.. tifler 14.09.2019. 

he (liapier IV ui lIce tcho e Rules provides tltit any Institution or organization. 
etc . which intends to conduct hiccmedieal tnid health research. shall be required Icc have 

an Ethics (.onnnitlee to re\ i acid o\ecscL' the ondnci of such research, as detailed in 

the Ntuiooa! i.thi:aI c:tcIeIi. for licolltCltclt and 1-IcaItli 'est'tuch Involving Iluinuic 

Participants. speec [led hv the Icician uunJl ci) Medical Re'.earch ( l('\1R. Ihese 

uuidelicccs may lie ::cen at the vehscie of the I)elsiiitnent ccl hlealrh Research - 

ht.11it.....tlIti.t\,Ict uniter liitpccit;.ijii L.nils ''Jtli the headine 'N;iticiinil Ethical 
(.iuiclelcncs toi- iitcnle1ct'.cI antI IlLIlill lOeeareli l;i\cI\ mu liunian Participants 
(lO\'11ICctid 

3. Ilie sub-rule Ii cc) tile 1 7 cF these Rules provides ilmi such an Ethics Ccmnimuce 

He constituted cc cc_'iiul:cncc vj))c the 'acid nuidelines shall ceister itselF with the 
ctithoritv to He desietiated or the purpst' li\ the l.)epartnccni iii t-lcalth Research (DH K) 
in the Ministr'ioulie:ilth :icid l-amilv \\:el[lire In his ietrd. tin authority has alread\' 

l:ccen tle'aenatcd by the I )IIR or reeo.lratcon nt I thics (. olflruiill.ecs lot bit.ciiedical t,nid 
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t:iciiitale receipt and pree.i '9' :cIlliCatRcu1- ce kcm :egisa:ition. and to a';sist the 

authority, thus tler,iun,itc&I. ni the tliscliaigc otis duties 

-4. he entice piess il 'eceipi antI prct'ssni! c)t lIme tlpl'chicauons. seelinu 
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patiieipwis. shall be eurrjd out in the 1)11k tIme only 1:01.  this w'pose a portal has 

been developed, to laci I tate the tal. \Virh the domain name "nuitiL.gov.in . All 

cut itiesiiisi irution ine heal col leecs. rceaireheN. staleho Iders. etc. - 'hethcr in public or 

privue and. ho •jrc coiidiietiii or icndm to euni,luit bioinc'dical and health research 

ilvOlviliL'. litliTian puticiaIHS. oi.e Icque.ie¼l to raihin. pripoak lot I'etLlstratioii oh 

(1oniinittee oii the abo portal. It may he noted that tow, it is a mandatory requirement 

e tet fruni I .0).() I '). t'or tctii tie al ethics cumin itteCs br bii.medicaI anti health 

research. involvine hiutliw participants. reistevetl with the dcsinaLed authority in the 
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( Oni Purkasli 

U nder ecreiary to the ( iovei'ninelit ol' india 

'I'd, No. :01 I237360S 

l-iituil fl : om.pntkash3i'a;nic.in 

II takchi&lder'; l'uhlic-at-Iarec 
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No. U-I 1024/01/20 18-lIft (Part-2)/8015255 

Government of India 
Ministry of Health & Family Welfare 

(Department of Health Research) 
2rd Floor, IRCS Building, 

1, Red Cross Road, New Delhi-i 10001. 
Dated, the 1Othl)eccmber,  2019. 

i. The Dean I Principal, 
Medical / Dental / Pharmacy I Nursing colleges. 

ii. Director, ICMR Institutes 

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

Sir/Madam, 

I am directed to say that, in exercise of the 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 arid Family Welfare, has notified the 'New Drugs and 
Clinical Trials Rules, 2019', on 19.03.20 19, in the Gazette of India (Extraordinary)- Part-It, 
Section 3, Sub-section (i), vide G.S.R.227 (E) dated 19.03.20 19. The above Rules, except 
Chapter-IV thereof, have come into 'force from t'h date of their publication in 'the Officia' 
Q.azette, i.e., w.e.f. 19.03.2019. The Chapter IV of the aforesaid Ru1s r1ating to Ethics 
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.e., 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 
.Ethic1 Guidelines for Biomedical and l'Iea!th Rescarch Involving Human Participnis', 
specified by the lndiai Council of Medical Research (TCMR). These guidelines may be seen 
at the website of the L)epartment of Health Research httjs://dhr,jin under 'Important 
Links' with the heading 'National Ethical Guidelines for Biomedical and 1-Iealth 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 Committees for biomedical and health research 
involving human participants, vido this Departments Office Order No. U-I 1024/01/2018-
HR (Part)/8006615 dated 12.09.2019 (End. 1). ALso, a set-up, with the nomenclature 
'National Ethics Committee Rcistry for I3iomedical and Health Research' (NECRBHR), has 
been put in place within the Department oIl Icaith Research, vide t'his I)epartment's ii) Note 
No. U-ll024/Oli2Ot84-I'i (Part-2)'80l5255 dated 12.09.2019 (End. 2). to facilitate receipt 
and processing of applications seeking registration, and to assist the authority,, thus' 
designated, in thc discharge of its duties. A communication was also sent' to the 
Secretaries/Principal Secretaries, Health and Family Welfare Departments of all th State 
Governments/Union Territory Administrations to bring the provisions of this rule into the 

(Contd. 2) 
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)042. 2-or 

(1). R. Meena) 
l)cputy Secretary to the Government of India 

-2- 

notice of all thc entitics/instilutio.ns/rcscarchcrslstakc holdcrs in thiir respectie State/UT 
vide letter No U-I 1024/01/2018-HR (part-2)/8015255 dated l2' September2019 (End. 3). 

4. The entire process of receipt and processing of theapplications, seeking rcgistration.' 
of ethics committees for biomedical and health research involving human participants, 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 UIjik..go.vinhI  Al 
entities/institi4ions/medical colleges/researchers/stakcholder.s, etc. - whether in public or 
private and, who arc conducting or intending to conduct biomedical and health research 

involving human participants, arc required to register their Ethics Committees on the above 
portal. It is now a mandatory requirernont, with fiect from 15.09.2019, for those ethics 
committees conducting or intending to conduct hibmedical and health research, involving 
human participants, to get registered with the designated authority in the DI-IR. 

5: in view of the above, it may please be ensured th.it all such ethics committees 
involved in biomedical and Health Research in your Institutions, get themselves registered 
with Department ol' Health Research immediately. 

Yours faithfully, 

iq 
(D.R. M.eëna) 

Deputy Secretary to the Government of India 
Tele: 01 1-23736085 

Copy to: 

Secretary, Department. of Health and FamilyWel fare, New Delhi. 
Secretary, Ministry of AYUSH, Nw Delhi. 

Secretary, Department of Biotechnology, New i)clhi. 

Secretary, 1)epartrnent of Science & Technology. New Delhi. 

Secretary, L)epartrñt of Fligher Education, Mb of H1ew Delhi, 
DGHS, Nirman Bhawau, New Delhi. 

Secretary, Uriivrsityqrantsçornmission, New Delhi. 
8. Secretary, M[ / Dl / N1 / P, New I)elhi. 

.9.' Hospital Secti DIG Health and Family Welfare, New Delhi. 
10. 1CG(1), CIYSCO, FI)A l3hawan, ITO, Kotla Road, ND - 110002. 
Ji Director, I3MHRC, Bhopal. 

-Y2 Dr. Vijay Kumar, Sc-'G' & Head (I3MS Division), ICMR, New Delhi. 
J3'i DrRoliMa 

Copy, also, to: 

PPS to Secy(DHR) & DO (1CMR) / PPS to JS(AN) / Sr 1jS to JS'(GN)I DS(DRM)/ 
DS(VK)/ DS (GRR)I DS(A BS)[N FCRI3 1-I Ions(DKl3)/Gtut.d'jjlc. 



I3y Speed  post /13-mail 

No.U-1 1024/01/2018-lIR (Pafi-2)/8015255 
Government of India 

Ministry of Health & Family Welfare 
(l)cpartment of 11 ealth Research) 

2 Floor, !RCS Building, 
1, Red Cross Road, New I)elhi-110001. 

l)atcd, the 12th  September, 2019. 'l'o 
'I'he Secretaries / Principal Secretaries, 
J IcaIth and Family Welfare Department, 
State Governments / Union Territory Administrations. 

Subject : Registration of 13thics Committees for Biomedical and Health 
Research Regarding 

Sir/Madam, 

I am directed to say that, in exercise of the powers conferred by the l)rugs 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 notified the 'New l)rugs 
and Clinical Trials Rules, 2019', on 19.03.2019, in the Gazette of India (Extraordinary) 
Part-Il, Section 3, Sub-section (i), vide G.S.R.227 (E) dated 19.03.2019. The above Rules, 
excpt Chapter-TV thereof, have come into force from the date of their publication in the 
Official Gazette, i.e., w.c.f. 19.03.20 19. I'hc Chapter IV of the aforesaid Rules, relating to 
Ethics Committees for Biomedical and Health Researeh, involving human participants, 
shall come into force on expiry of 180 days from the date of publication of the above Rules, 
i.e., after 14.092019. 

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 Committee to review and oversee the conduct of such research, as detailed in the 
'National Ethical Guidelines for l3iomcdical and Health Research Involving human 
Participants', specified by the Indian Council of Medical Research (TCMR). These 
guidelines may he seen at the website of the 1)epartment of Health Research 
https://dhr.gov.in  under 'Important Links' with the heading National Ethical Guidelines 
for Biomedical and Ilcaith Rescarch.Invo1ving I luman Participants 'download'. 

3. The sub-rule (1) of rule 1 7 of these Rules provides that such an Ethics Committee - 
-' to-be- const:itu.ted_i .accordance_with_th.c_aai.dguidelincs-shall gister  itself with the 

authority to he desiguated for the purpose by the Department of IIealth Research (DHR) 
in the Ministry of health and Family Welfare. In this regard, an authority has already been 
designated by the DTIR for registration of Ethics Committees 'for biomedical and health 
research involving human participants, vide this 1)epartmcnt's Office Order 
No.Ul 1024/01/2018-hR (Paft)/8006615 dated 12.09.2019. Also, a' set-up, with the 
nomenclature 'National Ethics Committee Registry for Biomedical and Health Research' 
(NECRBIIR), has been put in place within the Department of Health Rsearch,vid this 
Department's II) Note No. U-11024/01/20l8-IIR (Pan)/8006615 dated 12.9.2Pl9, to 

•' 
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facilitate receipt processing of applications seeking registration, an 
authority, thus designated, in the discharge of its duties. 

2. Th entire process of receipt and prcccssing of the applications, seeking reg 
of ethics committees for biomedical and health research involving human partie, 
shall he carried out in the I)HR online only. For this purpose, a portal has been develo 
to facilitate the task, with the domain name "naitik.gov.in". k 
entities/institutions/medical collegcs/rcscarchcrs/stakeholders, etc. - whether in pihlic or., 
private and, who arc conducting or intending to conduct biomedical and health research 
involving human participants, are required to submit proposal (s) for registration. o.f 

Ethics Committees on the above portal. It is flOW a•  mandatory requirement, with .ffect 
from 15.09.2019, for getting all those ethics committees for biomedical and health 
research, involving human participants, registered with the designated authority in the 
1)IIR. 

3. In view of the above, it is requested that attention of all the entities! institutions! 
researchers /stakeholdcrs in your State I Union 'l'erritory - whether in public or private, and 
who arc conducting or intending to conduct biomedical and health research, involving 
human participants . may he drawn to the requirement for registration of Ethics 
Committees for I3ioincdical and IIealth Research in terms of the provisions of ChapterlV 
of the 'New l)rugs and Clinical Trials Rules, 2019' with the designated authority in the 
l)epartment of Health Research w.c.f. 15.09.2019 

Yours faithMly, 

(Om Parkash) 
Under Secretary to the Government of India 

Tele: 011-23736085 
Copy to: 

1. Secretary, I)cpartment of I Ic1th and Family Welfare, New I)elhi. 
2. Secretary, Ministry of AYUSI 1, New Delhi. 
3. Secretary, I)epartment of l3iotcchnology, New l)elhi. 

4. Secretary, I)epartment of Science & 'l'echnology, New l)elhi. 

5. Secretary, I)epartment of Higher Education, M/o of IIRD, New Delhi. 
6. 1)01 iS, Nirman Bhawan, New Delhi. 

7. Secretary, University Grants Commission, New Delhi. 

8. Secretary, MCI / i)CI / NCI / PCI, New l)elhi. 

9J{ospjaIScction,IYOiica1thand Family Welfare, New i)elhi. 

10. DCG(I), Cl)SCO, FDA l3hawan, ITO, Kotla Road, ND1T0DO27 
11. Director, BMI IRC, IThopal. 

1 2. Dr. Vijay K.umar, Sc-'G' & lead (BMS Division), ICMR, New l)elhi. 
13. Dr. Roli Mathur, Scientist 'E' & head (Bioethics Unit), NCDIR (ICMR), 

13cnga1uru. 

Copy, also, to: 

t Seevil)I 1k) & tX (lY\lR' I'PS .IS(A\) Sr. I'PS to JS(GN) 
I)S(l)i \l ) l')S( \N.. I)S C RR : l)S AI3Sl .N L( R B FIR Cons( i)K B)d0 iard Fi1. 

(Om Parkash) 
Under Secretary to the (7ovcrnmcnt of India 
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