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T T TRATE FedTr HATAT
(FaTe= 3T IRET Feaor fasimm)

T2 feeett, 2 weady, 2026

ar.#.. 98(37).—AU sirwfer s AT wterr =W, 2019 # oIRr Herread e & forw F At
=1 e arew, o s T, st s yarae arft srfafa=m, 1940 (1940 71 23) it 9T 12
T IT-ETT (1) 3T GTT 33 T IT-GTT (1) FTT T&T AREAT T TN FLd g0, UL T ol GATGHT AT
H AT F TR, TAT HT TEAT FAT g, TAERT 39 qT SARAT T AT o oIy Sawriora o Srar g
S TaTiaa S T S9TaHT 8, Sl TagT i=ra AT Srar g & S 91T [Ra8) 0 9ea & o0 i
sfeat, e 7 v Ry onfeer 8, 9T % fore Suetsy e S i are & e fw i srate aur
B 9% AT 3T 18 A= T S

ST At & siae et off =t | O g ATt st ST ATl 9T g a9 g oA
ER Sl

AT ST qATT, QIS I, T qr=a (3fufer), T i TRar FedTor 637, A3 qYFTY,

-6 , T gie & f&0T , Y99 a1, Faeq qaq-1, 7% ot , 110001 T HaIterd AT ST dehdT g TIaT -
A o 7TeAHW T drugsdiv-mohfw@gov.in 9% AT ST TdT 2

723 GI/2026 (1)
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EIRERE R L]
1. (i) = =Y 1 90 sirafer s dariae adveAr (... Herae) e, 2026 FET ST 9T 2
(ii) & FR=w | g TS | T % sifaw yere & g9y [iEy ariE § 9] g
2. U sfufer 3T AT aderor [, 2019 #, = 17 &1 3u-ffem (3) ger T smoam)

3. AU Siwer Y dariaw g Em, 2019 ¥, Faw 17 7 su-fFaw (4) wieeetioa B smo,
ERILHE

“IT-F= (1) & Tgq TI HI1E1-01 | Mee 9TH g 9%, 39-a9 (1) & dgd artHa STrahrT
TS o T YA [0 T IEATAST ST STARTE hT ST F, 2 7f% G 27 6 == ot i
ATTITRATAT T ITAA (AT AT &, AT ATATE G T TIFT H1E1-03 H SR ISHR<0r T&E FG;

7 Ffx §qE T &, T forfad § a7 60 ST a7er 01 6 &1 ATaa i FAE R FT
[®T.8. T, 11014/02/2026-1317]
feoquft:. = = Tra # sAfergEET HedT wE.X.11014/10/2017-13 =AW (1), &A=+ 19 91+ 2019

% qEd T BT T 9 i sifaw a Afeg=aT @&t araLM....L(3), A, *F dgd
Tontera o 7w o

MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 2nd February, 2026

G.S.R. 98(E).—The following draft of certain rules further to amend the New Drugs and Clinical Trials Rules, 2019,
which the Central Government proposes to make, in exercise of the powers conferred by sub-section (1) of section 12 and sub-section
(1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), after consultation with the Drugs Technical Advisory Board is
hereby published for information of all persons likely to be affected thereby, and notice is hereby given that the said draft rules shall
be taken into consideration on or after the expiry of a period of thirty days from the date on which the copies of the Gazette of India
containing these draft rules are made available to the public.

Objections and suggestions which may be received from any person within the period specified above will be considered
by the Central Government.

Objections and suggestions, if any, may be addressed to the Under Secretary (Drugs), Ministry of Health and Family
Welfare, Government of India, Room No. 434, C Wing, Nirman Bhavan, New Delhi - 110011 or emailed at drugsdiv-mohfw@gov.in.

DRAFT RULES
1. (i) These rules may be called the New Drugs and Clinical Trials (.. Amendment) Rules, 2026.

(i1) These rules shall come into force from the date as specified by the Government at the time of final publication of the
rules in the Official Gazette.

2. In the New Drugs and Clinical Trials Rules, 2019, the sub-rule (3) of rule 17 shall be omitted.
3. In the New Drugs and Clinical Trials Rules, 2019, the sub-rule (4) of rule 17 shall be substituted, namely: —

“On receipt of application in Form CT-01 under sub-rule (1), the authority designated under sub-rule (1) shall
scrutinise the documents and information furnished with the application, and if satisfied that the requirements of these
rules have been complied with, grant final registration to Ethics Committee in Form CT-03; or if not satisfied, reject
the application, for reasons to be recorded in writing”.

[F.No. X.11014/02/2026-DR]
HARSH MANGLA, Jt. Secy.

Note: The principal rules were published in the Official Gazette vide notification No. F.No.X.11014/10/2017- DRS -Part (1), dated
19t March 2019 and last amended vide notification number G.S.R......(E), dated.......
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