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ey 3T AT F T §Ty
(FaTe=T S fRETe weqror fasm)

EIPGEE
T feeett, 21 StEY, 2022

qr.#1.[. 32(31).—72 Sirwfer i qarias aireAur Ha, 2019 7 ST F9rae F:37 & oy
FAT FaHr F FAetoiad Jred, [ Feaid GEn siufd qawdihl gdTghie are & IaHey T
Frofer ST JaTe AT sfataaw, 1940 (23 % 1940) T T 12 it ITLTT (1) 3 & 33 Fit

STETT (1) BT T&T ATRAT T TN FIA gU, THD G TATIAT B 0l HHTAAT ATl T ARl

T SR o orT STRTTAd FohaT STTaT & oY UaE 3130 G341 &1 SATdl @ o S 1= (Fa89) 92 39
AT | dag AT T Tate g9req g 9% AT I 918 (9T AT ST 509 aie &ii 29 I

fRre e ATea & oI it TiAAT AT i SUTsd TS SITUAT;

AT LR T S9g AfHfee sEfa & diae T o =afte & 9| g aret

ATt 3T gATET 9 A= e sSrom

AT 3T qATH, T(= FI2 3l, T AT Ti=d, (ATTTer), FATEST ST TRATT FHodTol
TATAT, W qCRTE, FHT 9. 434, 7t &5, Ao wa=, 95 o=t - 110011 =v s¥fva &y o
#1747 drugsdiv-mohfw@gov.in T $-8ef #T ST

430 G1/2022 Q)
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9Ty Aaw

1. (1) = FIEl &1 9% fufer T q=res 9o (.. gerad) =39, 2022 FEr
ST

(2) T I TSI | Tk S{TaH TohTeT 3T AT i T9TET BT

2. 7% Sufy ST qareE 9ee Qe 2019 (58 2898 389% 99T 99 [a| #20
STTURTT) o 92w 8 o 9= 3(ii) % ofd ® Mofaed oiqs & siq:eariaa oy SIo, staiq—

Tiq STl ATAEH Bl hald SATATIT TTIEHT o0t A | Garerta F1d fTaat it safa &

HTaT FIE T ITH Tl gIdT &, AT AT AT AT TSTEEHRL0T Hal T ATATAT ATFEHRTOT FIeT T
T AT SITUT 3T T TSTEL 00T Ht AT 6 o1 [Aferss J1% 9% 9 9197 SITUa a7 e
= AT 3 ST AT TLIeq % FHLd o (o0 qTrereha grml”

3. ¥« fAgw & =W 8 #, Iuf=aw 3 & waq, Mufofeaa Sufqaw sia:erfua o
STTOAT, AT —

“3(F) smaEe e Iufaaw 3(ii) § THqF & dgd T8I ATAIET (o7 g, A= GiHid &
FTAT Al LE HIA F TgA, hald STLATIA TTIEHT I T&T H1.E.-02F | goa HOM 3T F5id
SATATAA TTTEHTOT I<h GAAT o6 ST T T&T H1.87.-02F FT Rl § o7 =7 77 fawie awawry

o

TS T [T ST TAT 7 FGiT STATI ATTEHIT T TEIF TSTE L0 FHgl STuIT”

4. 9o Fam F Faw 22 F suftaw (2) #, Feffeg wiqw siawnfug fro s,
FAT —

" ST SATAGET il Haid ATATIT TTIAHIOT 6l AT & Toaf A1 Qadl & HqL Hlg TF
TTH Aol g3 &, dal THl daTa qEeq0 FATIed FTd il ATATT hald AT TTAHI0T FIT
YT %l T2 AT SATOAT 3% T8 At g+t st & forw f&afes qi a2 a9 arer St i
ATeEF = HAAT & T AT T & FleA o (o7 ITiShd gm”

5. ¥« s & e 22 ¥, 3uftaw (2) & varq, ettt suftaw saenfta o
STTO, AT —

"(2F) F5E saE® 7 IUMIH (2) F TWAH & dgd ¥ ATHIET (o dT § a8 T&7 |21
06%F H gt STIATAT STIEHTOT hl o FHIT AT hax T STATTT TTTAFHIIT Ih FAAT o6 AT TL
T=T H1.27.-06F F RFE § o7 3 a8 TFiE awwry R &1 BEr o m 91 =6 F9d
FAFTAA TITEFLOT /T FTHIEA Fgl ST

6. ¥« AW % Aaw 24 7, Meforfag g sia:etaa B ST, seiq—

T ST AR &l Hald STIATIT ATIIHIOT Al A & Foof 1A faadt F Ha< w9

TTH Aol g3l &, dal Tl daT=e® qequ FATerd Fd il ATATd hald STqATIT TTEAHI0T FIT
TR sl T2 AT SATOAT 3% T8 At g+t st & forw fafes qi a2 a9 aret St i
AMeE = AT & ST AT T & T o (o0 IIAFd g
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Tiq A W o 5 smeaes 7 =9 AW & 95 a9F Aqded oar g ag FAibs aireo
qE TIA T TgA T&T HI.E1.-06F H HgiT TTATIT TTTEHTT i T FHAMT AT T ATATI

TTTEROT 3<h GAHT % AT I T&T |1.21.-06F Tl ahie § [T < Jg RFlS qaeanr anie a1
FREAT AT AT 38 T AT TTEHLOT T SATHIEH Fgl ST

7. = W & Q9w 34 % sufqaw (2) § [ufried wigs sia:erua o s,
AT —

"R gl A Tl qod FIATGAH] o HIAL Fald ATATIT TTAFIT i A F Al T

TTH el goll &, dai A% Siuid AT Ty a5 fiufer it Sasuesaar a7 Sqaa=dr Aeqa=

FATTIT T 6l AATT Fal T ATATIT TTIEHTOT T &F TS AIAT ST ST T2 AqATT FHT
TATSAT o o7 [ATe T 9% 99 |1 SATOIT ST ATaaeh 37 HAAT o a1 UAT STeqTT % Fiid

# fero smferpa 2em”

8. ¥« =W % M= 34 # 3ufAaw (2) & warq, Mofotea sufaaw sia:eag &y
STTOAT, AT —

"(2F) o sraE® F IAMAR (2) F TqH 6 dgd ATHIGT o [oAT § dg A Surer a7
Fe AT 7S Sirfer i SASTALAT AT FTHHTAAT TeqAT FT A gt T&T . &.-07F H FarT
AT ATTEFTOT T G FHT 37T H T SATATIT TTIAHLOT ITh GAAT h AT I T T H.E -
07 =T VIS § oW 3% g Rl gy Rante &7 REaT aaT 3 T8 T STema+ ITeheor
T I ATHTGA FHgl Sro|”

9. ¥« AW @ M=\ 53 F suf==w (1) To7 Suaw (2) ¥ Amfefaa o=
et T ST, srerid—

I, STET ATAGH i Tod FIATQAH] ! TATE F WAL a1 d ATATIT ST Al A

HIE T T Tg! gIal & Al Tg AT (o0 dT SITUAT o o= SIaTas ST FIT AaTae qirerr
FAAT ATSTASHAT ATAT TATHATAAT HETAT AT TLe07 A7 fFeereor F forw 72 sirofarat srera
H T el T2 AT FT ARATT F2 6T SATATT T FT &F T3 & TAT 39 SATAS I TH
TATSTAT % [T FIGAT T 8 T FET STOIT ST Ao o HTHT 6 AR 3T FASH] 6 (0

TS SUTE STET vy el 92 oty 7 A=wior #°e & forw arfersa grem”

10. 7= fA=w #, faw 53 ¥ 3ufaaw (2) & 7e=rq Mt Sufaae s o
STTOAT, ST T—

*(2%) A foEd IAAIH (1) TAT IARIAT (2) F TLqH & dad ATAT ATHET qTed
T foram 8, Saa st & forg 72 sirafer sraar seawvr geeft 9% sirwtert #71 FAfRair v ' @
Al ATATAT ITIAFIOT T =T HLEL-117F H SH! TAAT QT TAT Fea T AATIT TR
A GAAT 6 AT T T=T HE-117F T TFe H R0 S aeawit RaFie w1 BT a7 Srua qo

IH Fea i T STAATAT STIEHT0T T AT SATHIG Fgl ST
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1. 9o =\ &, 39 60 & Iut=aw (1)(i) & e wwgs saendg o
STTOAT, ST —
I STET SATaa il LA TIAT AT STAT AT T AT STa3aAsdar Ua

STAEHTAAT AETAT & (1T BIHTEChA AR 6 AR g ATTHIST 1o BIHELCHhA Tl
& a1 3 F=T SIATaT IS 6t A | Maid sTater & dia¥ wls 9 Aol (Hadr g af
T AT TordT SITUATT fo et STaTae STTeeTor g1 STIATd a9 T &l T g q9T 38 AqAfd i
Tt AT o (70 FEAT T F ¢ JET STUIAT T = HAAT 6 T AT6EH ST TSN o0

for 7 sirofer steram srearoor Heeft 72 sirwfer 3 farfamtor % forw sferera g

12. 7= fF=e &, M=\ 60 & Sufaae (2)(i) & I9H a1 Heve UZeq® &l (Aefoad o
StaerTod BT SO, Said—

T STEl AT Al TLIEA0T AT [ALATT ST AQTA LA TIAT STASqAHAT T
SAEHTAAT ST & [olT RIATE[Che GATHLOT o6 [AohTE g ATAAIST TihT BIATEL Sl Heahi

& fafamtor 3 F=T eI artarer it e ¥ Faiia &ty F Jae w2 o 981 fear g ar
g AT o SITuaTT o6 et SIsmae JTTEeao 10 AT T&T9 FT &f Ts @ a7 TH ATATT Hl
Tft ST % 0w T F G /AT SATCAT TF 3 FI97 6 ST A 39d TASHl
T 9% Sirafer sroraT steawor et 9% Sfrafer & ™At & o grteewa grm

RN q¥w AFATEI o WA H, AT ATAaT AEAFd gl o (12 § 915 ol it srafeyr
& HIa¥ areaed u¥ o= e & forw 23t sqgeT § Faraiase oow F7 R e a7 sTuterd
ST T TS TEIT Fleh e 1 SATATTA TR | ST FT Fhal T 217

13. qo e #,F=w 60 # IUEW (2) & wearq, Feferfaa sufaay siqenfig o
STTO, AT —

“(2%) e e ITETH (1) F TErq® & Aaid AT ATHEA o [o1AT g, IFT A1
& form 7 sirafer sterar stearwor gaet 92 sirwtert & AR § 9@ Feig AT Irieenr i
T H.E.-15F H Giod HE TAT Feaid STIATIT TTTEHIT IFT GAAT o6 AT T TE T H1.E7.-
15% T RIS H R ST Gl Rahie o7 BT I STUAT JAT IH hex 19 ATATIT ATIHRI0T T
HIAT ATHIET Fgl AT

14. o =\ ¥, srsdl =t §,—

(i) I=T |1.21.-02 * Te=1q, Meferiea s sia:earfia oy so, steiq—

“geq H1.&.-02%
(P 8, 9, 10 @< 14 35)

T IEIETT AT AI3TAsLdT 3T STaeHTA AT TeqTT & HATerd =TT AT o FTHHTST
9T FTA T TAT




[¢TRT 11—&vE 3(i)] T T TSI © T 5

PO PO ([T &T g9% fEawor afgd @1 9q1) TAERT Feid SIS
STERTET ol 75 Ut 3 Aari+a airerr Aaw, 2019 ¥ e A= FiEfT 7 FTHH OF Fi

&1 =T <aT B
2. =T giufa 72wt o dartas geror (g, 2019 TT Aty i< yarea= arady
afarfaam, 1940 F sreama |1 ® fafafes ol &t aat &1 a1 w4

I EATAT

SAEAEC HETRUTR (ATH T T=ATH)”

(i) =7 €.&1.-06 F arg, FMatated y=v siq:efua & s, saiq—

"7 #.81.-06F
(M 22 39)

TS Srafer A7 e 7% SiafY FT AqTHE T §[F FEA i AT

L= 2 T (TaTF: FT
TATH BT TZT TAT) oo ceeeeeeieie et TAgT A% frufer a7
AU % SOTer I AqTAE L& FIAT AT FLe il AT <dT g/ad &l

ATE &1 T e [eEd &
(AEIECEEAKIEE

2. TR AT HH:

(Farfiea, g tad [fds o S oaeh

o

e el AmEAsTd, 4T, e, €, 3T

AT )

3. (i) YIS T 9T, SATHE A6, HIETSA A4%,
e e T T e -

(i) ST 9947 T FT 9qT, SATHRE AaT,
HqraTse Fa¥, HF qa7 3fi¥ 2.0 AEL-

(iii) F=asT, AT FE F, F AAE F fou FreEr
IT<h T ATH S TaT:

(iv) T3 F forw 94T

(FAE AT TREEFT FATAT AT AQTHER T
=)
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4. = SOTE AT Aol 72 fuTer Sl AqTa® A or €4 A7 Fawur (Aqaa® & JTqa)

5. SETHe I T F207

6. AT T T ARG Figd T JET;

8. § TagRT =AW FXar o 89 g1 A9 & {9+ 21 orefi9 siae" uger gf 1 w4 /A g
e 7= (9w 22(2) * d8d §9d SAIHIET YaE Y [T 7 § 3T 909 ofaT g o6 7% sfruter o
aTee areror [, 2019 Ft O AT § TATHIEE TEarasil &l 67 i (<37 3l

9. § TAERT I FgaT g S aaef «1ar g o (i) & shuter s saqree qarnft sfaf==s, 1940 =iv 92
sfrofer i Aeri=e areror R, 2019 & =+t ITEYT FT 9T e

TITT o, TEATEY
SAEALC TR (ATH T =)
CHEDEN

TS SOTer AT searvorTefie 7 sfoter w7 e

T T AT A TuTei T 72 Ot F AT

IR IRICHE

GITh &l &

ERIECE

Tehd:

Tt areror Tt 7 faaer:

AT TVET0T T 7 979 ¥ 4T

=TT AqAfa @ A

A*ATUF HT ATH:

(i) =7 "HT1.21.-07 F a1e, Fafted s= sia:enfua G S, seiq—
"g&q #1-.8.07%"

(R 34, 35, 36, 37 3T 38 ¥)
7%, sirfer AT SRATuTe i 7 Sfrwfer F STSTAHAT AT ATAATHAT LTI & LA I AT

kG 1 TR TAZTT 1 oA Ted Teqa g o
SIRAEC] F TTEIhieT T & STIHTL < SUTE AT S oTTelid 7% Sirorer

AT STAQTASEAT T TAGHTAAT ATAT (ST AR 7 &1 I File ) =71 3 2
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2. = SOTE AT Aol 72 SOTer ST TeqaT g & A0 (FAATF 6 AT
3. T AT AT Aofer i soree areft afafaam, 1940 % qga 9 vy «fiw qer
qEreAor R, 2019 F STeATT V & I | H [l ordt 6 e gl

AT s TEATET
SAEAEC IR PUPTT (ATH ST UT)
AqATH:

T 3T AT sreaurTefte 72 efrwfer =1 Ao

T2 ol T rraworTe | 72 SrwtY F AT

[EIEIGIRIERE

G T FTTET:

ERIEDE

GEX]

TR e T 7 fEEwr:

AT TETET0T T T 979 ¥ I4T;

=T it R

A*dUF T ATH:

(iv) =7 #.&.-11 F arg, Fefoiag v ofq e s, seiq—

"g&q #1-.8.11%"
(ff=wr 53, 54, 55, 56, 57 i< 58 2G)
AT ThoT, SASYASHAT AT SATTHTAAT TeqIF g AT i, T4er i fFAgwor & fow =<

sy a1 v 7% sitwfer & R_fAwtr fi S
FTTITTAT) coiieiiiiee e e TAgT ara E
TTerhie HedT & ATHTT ALTAT %% (ATATH & AqAR) H w1+ IfeaAtaa Tar+a

TEET TAT AT AF-ITAAT 3T TTTHTAAT NETTAT Fgl § AGTF T AT AF3uetsadr a7
STHHTHAT ALTAT F GATAT, 75 AU IT sreawurreli= 72wty =71 fAfagior sy #<9 &

AT < Bl
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FY a7 | A% erwty & A 47 fGfatag i | a2 srorfer 77 | FFE B S
ST ATAT e worrefie =% sfiwfer | A= a2 sfwfer | 9=
T A

2. I8 AT Aqarad fufdr s yemee arnfy sfaf=w, 1940 % qgq 72 siufy =fiv darfas
areror R, 2019 % srear VI H e ot & orefi= 21

3. 30 A8 F qeq fAfawtar i ARt w1 fFear-

FH ST | FfmTar &7 9 S 9T @, S s | B e #wToqm s war

fRrtaT 3 -8t o wfed =T ) (FafRwTor worer =T S, e i S
He IqT Figd I27 7a7)|

AT T TEATET

AT S, (ATH T 1)

CHEDEN

CEHIDER RN E IR CEER

AT TETET0T T T ATH ¥ 94T

=T giAta e

AU T AT

(v) I=7 #1- &.15 % a1, Fefoied v ofq et s, seiq—

"o f1-.8.15%"

(R 60, 61, 62, 63 ¥ 64 TF)

Teor I1 fAgwer v AerE aheor a1 AaSussHar AT AGEHTAT reqaT & oy wrea
ffta s F forg sreisa afsa st gaes & f[AfRwtr £ s

TET TAT) v e e ettt e e e e ceteae et ettt ese s ese st seeeeneseseas TAEET TLIe0 7 8w &
T A7 AT T T STaSTsgar AT STATHHAT AeTAT o HATAT g FIHALT & (FHIT 6
o = e sreeltea afna Sost wees & w6 g=eT 39 8

AT T ST aTel SEaihd JiohT WOl §9eh &l ATH (TUTE) GIEI
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2. fafetar, gt TSt Jees F [T Torer #1 fEavor-

FH HEAT | mTar F7 W 67 waqT Grw, e | AEE e w1 am s gar (Efaai

7 fafawtar % -0« a9 % "y @y | T F TATHRE, g 30T -9 99 & 91
q4T) T 9T)

3. gl o ST o fore A Rmiar wiegeres, AfaTar w1 Ao ©=&6a-

FH G | ffwtar &1 A i vy (e, | T A AR aar srgi A st
T ST T ¥ i T ¥ AT AT GUST Teesw T ITANT /AT ST 8
T T4T) (FfRutor zorer &1 2fom, % 3T -8

TqT % AT I 9aT)

4. TZ AT AqETET A o wEra qrenlt sfafaaw, 1940 F qEa 92 oty o qerhe
TreAer fAae, 2019 & sreara VI H RSy orat & st 2 )

TITT oo, EATET
AT S, (ATH T 1)

HIAAT
AT sreedtea atrg g Tees & faie 1 B

FH faffmtor &t | s=tA FEEFa qg wus | AT Aer | F o @REET
qeqr | [ HqeTT HETH T AH

o

fafafia seaepa @ Sost gees & iEdgse & Eaen

e | st gty | ARt arqfet | ST HTAT | FY qAT - | ET TR
qfed WU | §EAT | "/ it T A |F=T g | FRATS
EEEC | AT ERIEAp
GIE) AT

T
T

AINDE]
g1 =T AT
qHTH &l
™A
qfeqT
LUER
F 9T
T

[®7.5. T3.11014/29/2021-3¥1T]
1. AT F 9USTH, Had af=d
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foroqur.- g fRw, 9a F oA ®§ AfeeEEr e qran [, 227(3r), arie 19 |71+, 2019

FIT THITAT &0 0 7 sifaw o sfe=ar §0 aranH. ... (), I ...........
FIT Fentera fah o)

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 21st January, 2022

G.S.R. 32(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) in 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
fifteen days from the date on which the copies of the Gazette of India containing these draft rules are made available
to public;

Obijections 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, A Wing, Nirman Bhavan, New Delhi - 110011 or emailed at
drugsdiv-mohfw@gov.in.

DRAFT RULES

1. (1) These rules may be called the New Drugs and Clinical Trials (......Amendment) Rules, 2022.
(2) They shall come into force on the date of their final publication in the Official Gazette unless otherwise
specified.

2. Inthe New Drugs & Clinical Trials Rules, 2019 (hereinafter to be referred as principal rules), in rule 8, in sub-
rule 3(ii), at the end, the following Proviso shall be inserted, namely.—

“ Provided that, where no communication has been received from the Central Licensing Authority to the
applicant within the forty-five working days period, the registration of ethics committee shall be deemed to have
been granted by the Central Licensing Authority and such registration shall be deemed to be legally valid for all
purposes and the applicant shall be authorized to initiate clinical trial in accordance with these rules.”

3. Inthe principal rules, in rule 8, after sub-rule 3, the following sub-rule shall be inserted, namely:—

“ (3A) The applicant who has taken deemed approval under the Proviso to sub-rule 3(ii) shall before initiating
the functions of the Ethics Committee, inform the Central Licensing Authority in Form CT-02A and the Central
Licensing Authority shall on the basis of the said information, take on record the Form CT-02A which shall
become part of the official record and shall be called deemed registration of the Central Licensing Authority.”

4. Inthe principal rules, in rule 22, in sub-rule (2), the following proviso shall be inserted, namely:—
“ Provided that, where no communication has been received from the Central Licensing Authority to the
applicant within the ninety working days period, the permission to conduct all clinical trial shall be deemed to
have been granted by the Central Licensing Authority and such permission shall be deemed to be legally valid
for all purposes and the applicant shall be authorized to initiate clinical trial in accordance with these rules.”

5. Inthe principal rules, in rule 22, after sub-rule (2), the following sub-rule shall be inserted, namely:—
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10.

11.

12.

“ (2A) The applicant who has taken deemed approval under the proviso to sub-rule (2) shall before initiating
the clinical trial, inform the Central Licensing Authority in Form CT-06A and the Central Licensing Authority
shall on the basis of the said information, take on record the Form CT-06A which shall become part of the
official record and shall be called deemed approval of the Central Licensing Authority.”

In the principal rules, in rule 24, the following proviso shall be inserted, namely:—

“ Provided that, where no communication has been received from the Central Licensing Authority to the
applicant within the ninety working days period, the permission to conduct all clinical trial shall be deemed to
have been granted by the Central Licensing Authority and such permission shall be deemed to be legally valid
for all purposes and the applicant shall be authorized to initiate clinical trial in accordance with these rules:

Provided further that the applicant who has taken deemed approval under this rule shall before initiating the
clinical trial, inform the Central Licensing Authority in Form CT-06A and the Central Licensing Authority shall
on the basis of the said information, take on record the Form CT-06A which shall become part of the official
record and shall be called deemed approval of the Central Licensing Authority.”

In the principal rules, in rule 34, in sub-rule (2), the following Proviso shall be inserted, namely:—

“ Provided that, where no communication has been received from the Central Licensing Authority to the
applicant within the ninety working days period, the permission to conduct bioavailability or bioequivalence
study of the new drug or investigational new drug shall be deemed to have been granted by the Central Licensing
Authority and such permission shall be deemed to be legally valid for all purposes and the applicant shall be
authorized to initiate such study in accordance with these rules.”

In the principal rules, in rule 34, after sub-rule (2), the following sub-rule shall be inserted, namely:—

“ (2A) The applicant who has taken deemed approval under the proviso to sub-rule (2) shall before initiating
bioavailability or bioequivalence study of the new drug or investigational new drug, inform the Central
Licensing Authority in Form CT-07A and the Central Licensing Authority shall on the basis of the said
information, take on record the Form CT-07A which shall become part of the official record and shall be called
deemed approval of the Central Licensing Authority.”

In the principal rules, in rule 53, in sub-rule(1) and sub-rule (2), the following Proviso shall be inserted,
namely:—

“ Provided that, where no communication has been received from the Central Licensing Authority to the
applicant within the period of ninety working days, the permission to manufacture new drugs or investigational
new drugs for clinical trial or bioavailability or bioequivalence study or test and analysis shall be deemed to have
been granted by the Central Licensing Authority and such permission shall be deemed to be legally valid for all
purposes and the applicant shall be authorized to manufacture the new drug or investigational new drug for said
purposes in accordance with these rules.”

In the principal rules, in rule 53, after sub-rule (2), the following sub-rule shall be inserted, namely:—

“ (2A) The applicant who has taken deemed approval under the proviso to sub-rule (1) and sub-rule (2) shall
before manufacturing the new drug or investigational new drugs for the said purposes inform the Central
Licensing Authority in Form CT-11 A and the Central Licensing Authority shall on the basis of the said
information, take on record the Form CT-11A which shall become part of the official record and shall be called
deemed approval of the Central Licensing Authority.”

In the principal rules, in rule 60, in sub-rule (1)(ii), following proviso shall be inserted, namely:—

“ Provided that, where no communication has been received from the Central Licensing Authority to the
applicant within the period, to manufacture unapproved active pharmaceutical ingredient for development of
pharmaceutical formulation for test or analysis or clinical trial or bioavailability and bioequivalence study shall
be deemed to have been granted by the Central Licensing Authority and such permission shall be deemed to be
legally valid for all purposes and the applicant shall be authorized to manufacture the new drug or investigational
new drug for said purposes in accordance with these rules.”

In the principal rules, in rule 60, in sub-rule (2)(ii), for the proviso attached thereto, the following shall be
substituted, namely:—
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“ Provided that, where no communication has been received from the Central Licensing Authority to the
applicant within the period, to manufacture unapproved active pharmaceutical ingredient for development of
pharmaceutical formulation for test or analysis or clinical trial or bioavailability and bioequivalence study shall
be deemed to have been granted by the Central Licensing Authority and such permission shall be deemed to be
legally valid for all purposes and the applicant shall be authorized to manufacture the new drug or investigational
new drug for said purposes in accordance with these rules.

Provided further that in case of rejection, the applicant may request the central Licencing Authority, to
consider the application within a period of sixty days from the date of rejection of the application on payment of
fee as specified in the Sixth Schedule and submission of required information and documents.”

13. Inthe principal rules, in rule 60, after sub-rule (2), the following sub-rule shall be inserted, namely:—
“ (2A) The applicant who has taken deemed approval under the proviso to sub-rule (1) shall before
manufacturing the new drug or investigational new drugs for the said purposes inform the Central Licensing
Authority in Form CT-15A and the Central Licensing Authority shall on the basis of the said information, take
on record the Form CT-15A which shall become part of the official record and shall be called deemed approval
of the Central Licensing Authority”

14. In the principal rules, in the Eighth Schedule,—
0] after Form CT-02, the following Form shall be inserted, namely:—

“FORM CT-02A
(See rules 8, 9, 10 and 14)

INFORMATION TO INITIATE THE FUNCTIONING OF ETHICS COMMITTEE RELATING TO
CLINICAL TRIAL OR BIOAVAILABILITY AND BIOEQUIVALNENCE STUDY

| SO (Name and full address with contact details) hereby inform the Central Licensing Authority to
initiate functioning of ethics committee as specified in the New Drugs and Clinical Trials Rules, 2019.

2. The ethics committee shall observe the conditions of registration specified in Chapter Ill of the New Drugs and
Clinical Trials Rules, 2019 and the Drugs and Cosmetics Act, 1940.

Place: ................... Signature
Date: ......cooviiiennn. (Name and designation)”
(i) after Form CT-06, the following Form shall be inserted, namely:—
“FORM CT-06A
(See rule 22)

INFORMATION TO INITIATE CLINICAL TRIAL OF NEW DRUG OR INVESTIGATIONAL NEW DRUG
IV, et ettt re et raenae (name and full postal address of the
applicant) Of ..., hereby inform to initiate the conduct clinical trial on new drug or

investigational new drug.
The details of the application areas under:

1.Name of Applicant:

2. Nature and constitution:

(proprietorship, partnership including limited liability
partnership, company, society, trust, other to be specified)

3. (i) Sponsor address, telephone number, mobile number,
fax number and e-mail id:
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(ii) Clinical trials site address, telephone number, mobile
number, fax number and e-mail id:

(iii) Name and address of person responsible for payment
of compensation, if any:

(iv) Address for correspondence:
[corporate or registered office or clinical trial site]

4. Details of new drugs or investigational new drugs and clinical investigation site [As per Annexure].

5. Phase of the Clinical Trial

6. Clinical trial protocol number with date:

8. | hereby declare that | have already submitted the application under rule 21 of these rules and have been
granted deemed approval under rule 22(2) and enclosed the documents as specified in the Second Schedule of
the New Drugs and Clinical Trials rules, 2019.

9. | hereby state and undertake that: (i) | shall comply with all the provisions of the Drugs and Cosmetics Act,
1940, and the New Drugs and Clinical Trials Rules, 2019.

Place: ..........ceeni. Signature
Date: .........ouvvennne. (Name and designation)
Annexure:

Details of new drugs or investigational new drugs:

Names of the new drug or investigational new drug:

Therapeutic class:

Dosage form:

Composition:

Indications:

Details of clinical trial site:

Names and address of clinical trial site:

Ethics committee details:

Name of investigator:

(iii) after Form CT-07, the following Form shall be inserted, namely:—
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“FORM CT-07A
(See Rules 34, 35, 36, 37 and 38)

INFORMATION TO INITIATE BIOAVAILABILITY OR BIOEQUIVALENCE STUDY OF NEW DRUG
OR INVESTIGATIONAL NEW DRUG

IIWVE, e bbbt (name and full postal address of the
applicant) Of ..o hereby inform to initiate to conduct bioavailability or
bioequivalence study (strike off whichever is not applicable) of the new drug or investigational new drug as per
protocol number dated in the below mentioned study centre.

2. Details of new drug or investigational new drug and study centre [As per Annexure].

3. This deemed approval is subject to the conditions prescribed in part B of Chapter V of the New Drugs and Clinical
Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940.

Place: ........cooevinn. Signature
Date: .........ovveennne. (Name and designation)
Annexure:

Details of new drugs or investigational new drugs:

Names of the new drug or investigational new drug:

Therapeutic class:

Dosage form:

Composition:

Indications:

Details of clinical trial site:

Names and address of clinical trial site:

Ethics committee details:

Name of investigator:

(iv) after Form CT-11, the following Form shall be inserted, namely:—

“FORM CT-11A
(See rules 53, 54, 55, 56, 57 and 58)

INFORMATION TO MANUFACTURE NEW DRUG OR INVESTIGATIONAL NEW DRUG FOR
CLINICAL TRIAL, BIOAVAILABILITY OR BIOEQUIVALENCE STUDY OR FOR EXAMINATION,
TEST AND ANALYSIS

AWV, ettt bbb bbbttt b e e (name and full postal address of the
applicant) Of ... hereby inform to initiate the manufacturing of the new drug or
investigational new drug for conduct of clinical trial or bioavailability or bioequivalence study as per protocol
number dated in the below mentioned clinical trial sites or bioavailability and bioequivalence

study centre [As per Annexure] or for examination, test and analysis.
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Serial Name of the new drug or investigational | Class of new drug or | Quantity to be manufactured.
Number new drug to be manufactured. investigational new drug.

2. This deemed approval is subject to the conditions specified in the Chapter VIII of New Drugs and Clinical Trials
Rules,2019 under the Drugs and Cosmetics Act, 1940.

3. Details of manufacturer and manufacturing site under this licence.

Serial Name and address of manufacturer (full address with | Name and address of manufacturing site (full
Number telephone, fax and e-mail address of the manufacturer). | address with telephone, fax and e-mail
address of the manufacturing site).

Place: ................... Signature
Date: ......cooviiiennn. (Name and designation)
Annexure:

Details of clinical trial site:

Names and address of clinical trial site:

Ethics committee details:

Name of investigator:

(V) after Form CT-15, the following Form shall be inserted, namely:—

“FORM CT-15A
(See rules 60, 61, 62, 63 and 64)

INFORMATIONTO MANUFACTURE UNAPPROVED ACTIVE PHARMACEUTICAL INGREDIENT
FOR THE DEVELOPEMNT OF FORMULATION FOR TEST OR ANALYSIS OR CLINICAL TRIAL OR
BIOAVAILABILITY OR BIOEQUIVALENCE STUDY

IIWVE, bbbttt bt (name and full postal address of the
applicant) of oo hereby inform to manufacture the unapproved active
pharmaceutical ingredient specified below to manufacture its formulation for test or analysis or for conduct of clinical
trials or bioavailability or bioequivalence study.

Name of the unapproved active pharmaceutical ingredient (API) to be manufactured Quantity

2. Details of Manufacturer, Manufacturing site of active pharmaceutical ingredient.

Serial Name and address of manufacturer (full address | Name and address of manufacturing site (full address
number with telephone, fax and e-mail address of the | with telephone, fax and e-mail address of the
manufacturer) manufacturing site)
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3. Details of Manufacturer, Manufacturing site of formulation manufacturer to be supplied.

Serial
number

manufacturer)

Name and address of formulator (full address
with telephone, fax and e-mail address of the

Name and address of site where the manufactured
unapproved active pharmaceutical ingredient to be
used (full address with telephone, fax and e-mail
address of the manufacturing site)

4. This deemed approval is subject to the conditions specified in Chapter VIII of the New Drugs and Clinical Trials
Rules, 2019 under the Drugs and Cosmetics Act, 1940.

Place: ..

Date: ...

Annexure

Signature

(Name and designation)

Details of record of unapproved active pharmaceutical ingredient manufactured:

Serial Date of Licence Name of the unapproved Quantity Manufactured

number | manufacture | number active pharmaceutical manufactured | for
ingredient

Details of reconciliation of unapproved active pharmaceutical ingredient manufactured:

Date | Name of the | Licence Quantity Quantity | Quantity Supplied Quantity — | Action
unapproved active | number manufactured supplied remained to left over or | taken
pharmaceutical remain
ingredient unused or

got
damaged
or expired
or found of
sub-
standard
quality

* Write NA where not applicable. ”.

[F.No. X.11014/29/2021-DR]
Dr. MANDEEP K BHANDARI, Jt. Secy.

Note: The principal rules were published in the Gazette of India vide notification number G.S.R. 227(E),
dated the 19" March, 2019 and last amended vide notification No. G.S.R. ... (E), dated the
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