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e 3 TRAT He T HATT
(TaTe=T iR IfRETR Sy fam)

CIPECET
e faeelY, 14 srrqa, 2022

qr.#1.1. 778(31).—= frufer i d=rfasw wheror =, 2019 71 &7 Foe ¥ e wfaaw
=T &7 wr, ity i yeTee "t sfefaae, 1940 (1940 &7 23) it g 33 i ITLTT (1) & A7
gfda am=T 12 FT ITITT (1) F el TAT-37vferg, A AR F TS ST UfRE ST G
(FATET ST AT FHedTor () it Tfeg=eT /. ar.aL A, 32(37), ara 21 S=a<t, 2022 T 97T &
TSI, ST, 9T |1, @ 3, 3uee (i) § wehrtora fomar = o, e s a4t saieat 7, ™o s«
TATTAT I ol FATAAT & I AT o, Sl 3Fd ATEAAT e g Fdd ATAT TSI ol FTAAT ST il
SIS FAT AT T2 AT, dog &7 it safer % e & Ugel eAd sfiT A AHtea &y T o;

31T, I TS i It 21 e, 2022 FT AT F STy FAT a7 TS o
3T, I =T O SaT |/ I SAEdT 3T AT UL Fea T R FT (697w o T g

qd: A, Frald TR, SO ST THTE qrHIdT Afa=aw, 1940 (1940 FT 23) i gmer 12 3T
1T 33 FIRT Y& Thdl &1 TART Fd U, ST Taheihl GATghlT aIe & qHef Fed & Te9F7q, 95
STOTer SiiY AT TLreor (Hw, 2019 F7 3 Herg" Hi3d o (o0 et = aqrdr g, dTeiq—-

1. (1) =7 Rt &7 gfer 9 92 iy i aarts adieror (fe=T gemrad) e, 2022 2
(2) T TISTIS § 3ok THTLA o0l ATLE T TG il |

6973 G1/2022 Q)
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. 72 Siufe & ST 9 Haw, 2019 (B 3899 38% 74T 99 (a9 F21 7 8) F =a9 8 F
Sutaw 3 |, @< (i) % TeaTq, Fuferiad wiqs sia-eanfoa o s, sraiq—

“Oi STET HuTT TSI STTErRor F I<h daqretie w3 faaei it srafer % fiaw g g=ar are /gt
BT 8, AT AT AIHT HT TSTEL R0 51T AT TTIEHI FIET 3T gl /AT SATUAIT i 7
TR g4ty F oo f@few = & Fy 9 STos 9y sreed =9 FaeE F aaEn
Faree T 9% FA & forw grfaa grm”

. o 99w & w8 #, sufaaw 3 & wanq, Meferfea sufaae sia:wutaa BT o, staiq—

“3(F) A= SrEe AT 3 F G (ii) F TEqH & eI AT TLHIEA TTH 63T 8, A= AT
F AT AT [ FA H TG, hald STAATI TTIEHT0T &l T=T T -02%F § Ford T 3fiT FaT
SATATAT TTTAHTIT ITH AT o AT TC TG HIET -02F Fl WFHIE | [T &7 g Tawle et
TRl 7 FREET T T T8 Fd T AT ATTAFHTT T AT TSTEL R Fgl ST

. o W % W 22 % U (2) ®, Referied oiqs ia:eamtad Har ST, staiq—

"I ST R SAATH AT & I Aoel A [QAH] [ rater T Hs a1 TH 7ol g2
g, @t adft Aarfae areror gerferd we i AT FT ATATIA TTEEFTO T TG T /T
STTU(T 3% T8 AqAtd T sl & o f&fess &9 8 g 9t STosf ST sees =9 =94t &
AT AT TLEA §F FdeA o (oQ STrerha gl

. o 99w & w22 9, 3ufHa (2) % Trq, Mt Suiea siq:smaa Bhar o, staiq—

"(2%) TS sra@eh o ST (2) F T o6 AT AT STTHIET A6 64T § a8 T87 H1e1-06F #
FET SATATAT ATTAFIOT T G HAT 3T FG 1T SATATIT TR Ih GAAT o AT L T=T
HET -06F &1 Ranis § on oiiw 77 e st Rt 1 ffer aaem aor = 07 sqame
STTErRTT T SAHIE Fgl JATTIM"

. o 7w & e 24 #°, Rl oigs siaeaaa Bham o, serq—

"I SRl AT ATHATIA TIAHIT § Ik Foel 14 (Rad | At Aafey F | FE g=1 909 Tol g5
g, AT AT TLTEAT HATITd FLed T STAHT HalT STATIT ATTAFIOT T T 6T T2 AT
SITUAf 3T I Aqafd FdT st & forg @fes =7 & a9 At st o7 sags =7 FaHr &
STET AT TLIET [ FLA & [T TTTEd g

Tiq T2 ot T 5 smaes 7 =7 s % srefiw i srqara am B € 98 A aier
F FA F Tgod T=T T -06F | Hi T SATATIT TTIHIOT I Grod FAT ST Fald ATATIA
TTFEHRTOT I GAAT 6 AT T T8T |1l -06F Fi fahie # 7 3w 72 Rai Frareddt ReFfe
TEFT TR TAT S F& 1T SATATAT AT T AT SATHIGT gl ST

. o 99w & w34 % 3ufaaw (2) 7, Fefated o sia:eamtad Sar o, stEaiq—

" STET I e AR L A0 o A e AT WA & TS oA T A gt 2,
FET TS ST IT A-ATUTHT 7% T FT STASTAHAT T ATHHAAAT TLTAT HATITT Fld il
AT HETT AT TTIEFTOT FIET &T TS AIAT SATUIAT ST 7 AT aft y2sei & forg f&fe
Y I AT STTOIAT S ATAGH =4 HAAT 5 ATETE TAT SATTT & FIA & (o0 TTTerd gl

. o =W % MW 34 H, SUNAH (2) % TETq, Meferiad Sutaas sia:efua T S, sraiq—

"(2%) e smaEs T U (2) F 9iqE F FeiT AR sqee wiw BT 8 ag w8 shafyr ar
HFITUTCHF A2 SiOfer it Sasucreerdr a7 FTaHqeddT Teqd" F3d F Igo T&7 Hr -07F §
FAT ATATIT TTTAHIIT T =T FHIT AL DT ATATIA TR0 36 AT 6 ST T T2T
HET -07F F1 fanis § R & ag Rl wraterhy Refte &1 Bear aov o 28 FFa sreEmae
STTErR0T T AT SATHIGT FHal STl
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9. qo few wF R=w 53 &, —
(%) Sutaaw(1) @, Feaferfead oeege sia:efa e s, staiq—

YR, Tl I Aed FATRAA! T Ater F aT Feald ATATIT ATTAFIOT F FIe AT IToq Aot
Bt g AT T /I a1 SO T3 e ST ITTErheoT T JaTia e qieq AT Sasadsdar AT
SAFAEAAT ALAAT AT T FAT FFearor & o 72 Srofey a1 Avaworers 95 it
fafRwior s & srgAfa g2 F2 &1 T 2 AT 37 AGATS w1 FHT gL oy fafew v 5 9y
AT STOAT 37T e =9 FF|t F 8™ S SFe=t & forg 72 sfofdr = seavorreas 7%
sirorfer 3 fafawtor w2 % forw wfarga gem”

(@) Sufaw(2) #, Meteried aeege sia:eamaa T ST, staiq—

YT, el S Ao HATeadl Hit Tt F T FealT AIATIT TIAHLT & RIS AT 70T A2l
BT g AT T2 /I AT STus 3 Fesi™ Ao ITTErsheor ZTeT SaTie e qieqor a1 Sasuesddr AT
STEAFHIEAAT LTI AT LT TIAT [Feaquor 0 92 sfiuferdt a1 seauoen s a5 sirafef &
fafRwior e & AT T FT &7 T TAT 39 AGALT w1 GHT TS 6 o At = w ag
AT ST ST fEa® 39 FF0 F I8 39 ANl & o0 92 $fiufd J7 A= auoeds a5
sirofer 3 fafawtor s % foro wfesa grm”

10. 9 = ®, M= 53 § UMW (2) % TeaTq, Meferiad Sa=as siq:eqmfud f#m S, staiq—

*(2%) sraae SrEe STHIH(1) TAT STHAH(2) F TTwqF & T AT SATHIET ITod HT [T &,
IFT TATSAT 6 (T T2 SAWTer AT Ao 92 SA0TeaT w1 A0 Fed § TF Heald AqaraT
STTEERTOT &l & T -117 H THehT GAAT T TAT Fex T ATATAT TTTAFRLIT I FAAT o AT
T IET HIET -115 HT HIS H R0 S Frgierdt RFwie F1 RET I ST q&1 39 hes T AT
STTErRT0T T WA AT gl STl
11. 9 = ®, =39 60 §,—

() Sutaw(1) , Aefred aeege sta:eamaa T ST, staiq—
‘O STET TETEAT AT fAeerTor AT AT T AT SASusHdl Y SIaaaqeddT Seqad & ol
EHIECHA G & [aE & o0 saqaiiad qiHd wrAegesd qadq9 & @fFar gq F=a
SATATIA AT | ITH Aoel FIATAH] Al AT F HqC il AT Al (HAAT g qAl g 7T foram
STTUATT {36 s SIATa ITTEReoT EIT QA T T FX &F s g TIT SH ATAIT Hl THT TASTH1
% forw faferss =0 & 3¢ 9797 S0 oY 29 (39T & S8 raes Sad SISl & (o0 TAqaIad
T ST AT THF FHTELEHA G o [AHATT 6 o0 STiespa g

(@) ITFFA(2) F @< (i) H, A TTeq® 6 eI 92 Aefetad 92w T@r ST, TIiq—
“I¥eq TRl A HI T AT [Feqwor AT AqTHE T AT SaSaasddr 3T SaaHqedd

segae o o wwTefewa gt & A F o smqEited afeg smiegfesa s@aa %
fafamtor &g = sTETae iAo & 36 T wrdfaaat it srater F v e gEar ag! et
g @ 78 7 forT Sroam & AT AT ST g0 AA TR R A6 TS g a9 39
FATT T T TS o @fes 9 & T 997 ST $iw 39 FEE F aqE Eed 3ad
TS & Forg saAtiad 72 sfafer a1 Toe wrHEgewa g At % forg grfaeg grm:

TR TG T I o AT |, ATaas Aaed ¥E g9 il arira | 915 o #7 safer &
fae arees o2 e F= F e w2t et § Tnfafafite gk &1 e wen o snfea
STTRTT 3T TEATAST TEQT Fileh hea [ SAATAT TTTE0T & e FT qoha [ gl

(1) IUTIH (2) F Te=ATq, et Iufaae sia:maa T ST, statq—
“(2%) e TS SUTFH (1) F TCqh A AT SATATE IT6 6T 8, 39 g4 6 forg

FAAHIRT AT BIHTECHA AT AT THH FIATELEHA T F [ATAHTT F TgeT Feald SATATIH

STTErERT0T il T&T "IET -15F F Fod FIMT TAT Feald ATATIT ATTAFHIT IFd AT 6 LT T
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TET "HIET -15% &l Rawie § N S w1t RFie w1 GEr a9 ST a1 39 Feaid aqarad
TTEERE0T T AT ATHIET Fgl ST
12. 9o 939 #, et sqgHt §,—
(i) =T €T & -02 F Te=Tq, Feaferfad w= siq:eamfua FFam s, sraiq—
&7 HT -02F
(F=w 8, 9, 10 3fX 14 W)
ATl T AT SASUAsHAT R AAEHGEAdT TLAIT F Hatad A afuta F FTHEAST IH FA {G

(- P (AT T @Ok AR wigd @ udT) Wﬁ?ﬁwmwﬁéﬁaﬁﬂ%aﬁuﬁ
ST qaTie e FEE, 2019 § FATHEE = FiutT A7 FTHEAS TEF FL 6l =97 4T gl

2. =T AT 7% sirafer siw At aierr Fam, 2019 F srear |1 ° ARy wdewwor & aat o
srofer s yaTee ATt e, 1940 1 arere F:f

121 AR TEATAT

AR oo (ATH T q=ATH)” ;
(i) T=T HE1-06 F T, Maferfad s= siq:emfua FHFR=m S, s —
"TET HIE-06F
(Frwr 22 )
TS Sl Ter AT SFATOITCHE 7% ST T AT L& TTLH HLA il FAAT

............................................................................. qaj;{m =r§ At AT ST A%
Sty O AT T T e sl AT a7 g/ad &l

e & A FHTAT 2

1. ek FT 919

2. YT ST HHe:

(FaTtie, Hifafa aTice anierT afga aeierd, o,
T, =, 9+ fafHafEe w)

3. (i) YTAIST &7 94T, AR Fqa<, HEEA AaY, FH
AT 3T -0 sSeT:

(i) =T T TIA FT IGT, TATEBE AL, HIETSA
AT, T qET T T-HA A

(iii)) STarq & T & forw STt =tw, afs #rE g

(iv) T3 % forw udT:

(FTITLE AT TSTEL R FIITAT AT AQTE T )

4. T ST AT AFATUTHT T2 UL 3T AGTAF v T T % AT (I % TIHTY)
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5. SeTiee TEETr T Fr

6. AT TLAT H ARG qiZd TIErHid HeqT:

8. § TAET =JT9IT FAT o &9 g1 9w & Faw 21 F o9 siraa qg o ST T 3T € e =
Raw 22(2) F 11 AT AR Y& 2 QA7 97 2 37 § &0 «1aT g o 7% Sufer 3w aar="®
Treror e, 2019 Y T AT H TAEE e # g w7 3T 2

9. § TAETT TE FgdT g ¥ aT «aT g o (i) § sirofer sfiw swmere arendt stterfaa, 1940 v 92 sirafeyr
ST =T e [, 2019 F T3t ST T I FHeT|

121 = A TEATAT
AT e (AT 3T TEATH)
ST

[, 9% SOl IT A=ATUTHF A5 SOl F =1L

T2 SOt AT SAFUTeHF T Suter % 77

IEIEISIRIERE

GTF FT TR

s

IIEI:

1. SeTiee TLTeT T4 o A

AT TEVETT T 7 ATH S I4dT;

J=TT ATATT F S

A=A HT ATH:

[ e N enN

(iii) =T HET-07 F qe=Tq, Fafofad s dq:eamioa Ham S, seiq—
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"& T HEH-07F"
(Frrer 34, 35, 36, 37 3i¥ 38 3H)
T2 Sifer 7 SFAWITeH 7% iy it AaSusedr AT ATUAGAAT FEAAT WL FL Y AT

Q—dgr(r Fﬁ% E'ilc_ﬂc@_cf qAIT FF H AN
_ FYREmeEeTr_ %aﬂﬂvﬂ‘éaﬁuﬁrmaﬁmﬂwﬁaﬁﬂﬁaﬁ
SASTASHAT AT STAAHATT LT T SIS TTEH FleA (ST AN 7 BT 3H FIE &) =l GAAT < 2

2. < SOT AT AFATUTCHE T2 UL 3T LTI 3 o AT (IUTa o ATHT)|

3. I AT SAqHIET U 3T THTeT arRiT sTferf=ae, 1940 F 7efiq 9 sfiufer ofiw 9T aiieq
e, 2019 % steam V 3 9T @ | fAfEa orat & srefie 2

T e, EATEAT
AT (ATH 3f¥ 9=ATH)
SUTSH:

I, < 3Ot AT = ouTcH A% 3OS F =1L

5 Sirafdr =T sFarwTTeRs A4S sfuter ¥ AT

IEIEISIRIERE

GTF FT TET:

s

ITEIT

[l ST TLrE07 T o sAIL

TR LTSI T FT AT ST u4qT;

J=TT AT F =L

A=A HT ATH:

(iv) =T HET-11 F TeaTq, Mot v=T siaeariua & s, seaiq—
" €ier-11F"
(ffw 53, 54, 55, 56, 57 =¥ 58 3W)

ATTE 0T, SEASTTSIAT AT AFAHIEIAT HeqAT g T T, T4 i< fagwor F g =€ shwfer av
HAYUITERF A5 3w e & fAfAwtr f s

TIAT) vt et eees s st e ettt ettt ettt es e a e TAERT e & IR qeaT
& A AT dx (ST F AqER) | Ao Ifedrad AqTHa® THeA &) AT Sia-
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AT T TOT9H ; STETETIOT 7

IUAGAT AT ATHAGEAAT ALTAT Hal | AG(F T T Aq39aeddr AT STaqaqeddl FeqqT &
TATAT, TS SHOTEN AT A TUTH 7% ST T FARATT S F2e o F=AT < 2

Y 9T

e sfrafer &1 =/ a7 G o | T2

sfrofer a1 | AfRwir & SR

ATAT AFATTHF TS ST FAUUTHE ds AT | HT=AT

T a9

2. T2 AT AqATET fuld =T sqres arit sfafaas, 1940 F i 95 fiufy =iw aar«s oo
e, 2019 % sream VI F fAfAfdy ot & srefim 2

3. =9 Aqata * el fafamtar siw fafmtor e 1 fegwor-

w0 "ear | fEAfAtar & A i gar (RfRatar F e, o o &1 1 3w uar (ARt

e Y $-HS a9 Jfed I 94T) TIT HT TATHM, FFF ST T A TaT
qfgd T 9an)!

AT e TETEA

AR o (ATH 3f¥ q=ATH)

IATSE:

AT TEVET0T T & ST

TR LTI T FT AT A 94T

Jr=TT AT F ST

A=A HT ATH:

(v) =T & -14 % qeamq, Meferiea v stazaiua e s, seaiq—

" Hdr-14%"

(Frr 60, 61, 62, 63 3T 64 )

TOer 7 fagwor A7 A=TRE e IT AASIASHAT AT ATHHIIAAT STEqAA & ¢ IR Sqwifeq afhT
BRI [EFA I & BIYALT & AAATr Hit AR

. (3T T ATH 3T T TaT)

Wqﬁwmﬁaﬂm%ﬁﬂzmﬁmﬁm

LI AT AASTASHAT AT SATHAAT FEATT F HATAT g AT [AATGE T TR FohT BIHTELCHA
saag & At & AT & g==T 39 2

fafRfia o S arer i st ataa wHTegesa sEaa (THers) 1 T8 HTAT
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2. fafafata & fafwtar, ARt w0 = -

w0 aear | BFfRgtar @1 s gar (RFRwtar ¥ | SRt s w A i o (@Rt era F
AR, T ST WS U F ATT T | SATR, T 37 -8 I 3 | I 9
qm)

3. g P St 3 forw arfaer wterfee s & Afawtar sie fBfRwtor s % = -

w0 gear | AARETaEwar &1 9 & 9ar )&=aiar & | =99 7 9 ST 9ar Sgi @A T agaied
AT, FFT AT SHA T F AT T - | AT BT qaTd FT ITINT FFAT ST
(T g (Afamtor worer =7 Sfrem, e ofie S8 war
= |1 T 74dT)

4. I AIHT ATAIEA AU ST T8TeT qradT ATa=aw, 1940 F refiq 72 sirufer i q=ras Tweq
A=, 2019 % sreamar VI fafafae ot & srefim 21

121 = A TEATAY
AT e (AT 3T TEATH) "
(Vi) =T HET -15 % Te=Tq, Fateried I=T siaeariaa & s, seaiq—
"I HT-15%"

(R 60, 61, 62, 63 T 64 3F)

TOEr AT FAgwor A7 ARTAE T AT SAASIASHAT AT SqaAgeddr Ae9d F o fAfAfit w e ®
forg iR st afee wetegfeas sraga & fafAsto f s
................................................................................ Q‘c@m tr&&TUT a7 fgwor F oo ar derEE

T AT SAASTAHAT AT AAHAEAAT FEIAT & FATAT o (AATAId & A0 6 forg = e i
AAIET FORT BIHECHT AqTF & [AT=HT7 o =T 3 3

fafafia e S ater 7 st afaa wmiegfesa saga (THers) &7 94 AT

2. TAfAATAT, AT BT EHh STaad (A HA0T T 6 A -

w0 aear | Rt &1 aw sie gar (RfRwtar % | ARt s w oA i gar (@Rt wre F
AR, T ST A I F ATT QT | AR, T S - I 3 A I 9
)
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AT T TOT9H ; STETETIOT 9

3. srqfd o st & forg fafawiar fafafta, fEfRwtar s fEfRetor e & = -

FH JEIT

)

ffaffwat &1 am &iv uar (@,
e S fafaetar % S-8e uq & | 1

T T ATH i Tar Sgf AT 47 et
AT FETEIEHA G HT ITIN FHAT ST
T (AfRmtor worer =7 Sefrem, e ofie S0 gar
= | T 9aT)

4. I AIHT ATAIEA Ue ST ToTe qradt Afa=aw, 1940 F =tefiq 72 siufer i q=ras weq
e, 2019 % sream VI E fAfAfEe odt & st 2

211 EATET
LR 5= TR (ATH ¥ 9=ATH)
SEICE]
| T 4 saed atFg waEesa s@aq & Raie &
FHHer |fAfmr it | agEE | agEifeq At | AT aEr | F oo ARt
GIRSEC] T ETHTE e TaTd T AT
Il AT 7 AT qiT BATELEHA Aaad & TAAATST 6 sF 12
e | 4T wqEifed | aqata | AR e | aw FT MR | AT - FHT | HT TS
qiT T HTAT it WS | AT ERIES TIAT AT H | FATS
AT CHA AT w WA AT
FTT T ATH afors 2
TIT AT JETH
g AT
AT IUrET
T 97T ITIT
* STET AT T BT ARt A T o

[T, §. Te.11014/29/2021-1317]
TT. AAEIT % WUST, §FT g

femqur © go FEw, A F OedE § AfeeEEr @ i ananE. 227(3), arE 19 919, 2019 3T
TERTTAT T T o ST sifaw a1 sffeeg=eT 9. anF.E. 21(3), aE 18 S+asr, 2022 T
Tontara o o)
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 14th October, 2022

G.S.R. 778(E).—Whereas a draft of certain rules further to amend the New Drugs and Clinical
Trials Rules, 2019 was published, as required under sub-section(l) of section 12 and
sub-section (1) of section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940) vide notification of the
Government of India in the Ministry of Health and Family Welfare (Department of Health and Family
Welfare) number G.S.R. 32(E), dated the 21 January, 2022, in the Gazette of India, Extraordinary, Part II,
Section 3, Sub-section (i), inviting objections and suggestions from persons likely to be affected thereby,
before the expiry of a period of fifteen days from the date on which the copies of the Official Gazette
containing the said notification were made available to the public;

And whereas, copies of the said Official Gazette were made available to the public on the 21
January, 2022;

And whereas, objections and suggestions received from the public on the said rules have been
considered by the Central Government;

Now, therefore, in exercise of the powers conferred by sections 12 and 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Government, after consultation with the Drugs Technical
Advisory Board, hereby makes the following rules further to amend the New Drugs and Clinical Trials
Rules, 2019, namely: —

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

2. Inthe New Drugs and Clinical Trials Rules, 2019 (hereinafter referred to as the principal rules), in rule
8, in sub-rule(3), after clause(ii), the following proviso shall be inserted, namely:—

“Provided that, where no communication has been received from the Central Licensing Authority
within the said period of forty-five working days, 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 authorised 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 got deemed approval under the proviso to clause(ii) of sub-rule(3)
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. In the 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
within the said period of ninety working days, 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 authorised 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:—

“(2A) The applicant who has got 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.”.
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6. 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
within the said period of ninety working days, the permission to conduct 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 authorised to initiate clinical
trial in accordance with these rules:

Provided further that the applicant who has got 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.”.

7. Inthe 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
within the said period of ninety working days, 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 authorised to initiate such study in accordance
with these rules.”.

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

“(2A) The applicant who has got 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.”

9. Inthe principal rules, in rule 53,—
(a) in sub-rule(1), the following proviso shall be inserted, namely:—

“Provided that, where no communication has been received from the Central Licensing Authority
within the said 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
authorised to manufacture the new drug or investigational new drug for said purposes in
accordance with these rules.” ;

(b) in sub-rule(2), the following proviso shall be inserted, namely:—

“Provided that, where no communication has been received from the Central Licensing Authority
within the said 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
authorised to manufacture the new drug or investigational new drug for said purposes in
accordance with these rules.”.

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

“(2A) The applicant who has got 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-11A 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.”.
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11. In the principal rules, in rule 60,—
(a) in sub-rule (1), the following proviso shall be inserted, namely:—

“Provided that, where no communication has been received from the Central Licensing Authority
within the said period of ninety working days, to manufacture unapproved active pharmaceutical
ingredient or to manufacture the 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 authorised to manufacture the unapproved new drug or its pharmaceutical
formulation for said purposes in accordance with these rules.” ;

(b) in clause(ii) of sub-rule(2), for the existing proviso, the following provisos shall be substituted,
namely:—

“Provided that, where no communication has been received from the Central Licensing Authority
within the said period of ninety working days, to manufacture unapproved active pharmaceutical
ingredient or to manufacture 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 authorised to manufacture the unapproved new drug or its pharmaceutical
formulation 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 such rejection
on payment of fee as specified in the Sixth Schedule and submission of required information and
documents.” ;

(c) after sub-rule(2), the following sub-rule shall be inserted, namely:—

“(2A) The applicant who has got deemed approval under the proviso to sub-rule(1) shall, before
manufacturing unapproved active pharmaceutical ingredient or its pharmaceutical formulation for
the said purposes inform the Central Licensing Authority in Form CT-15A and CT-14A
respectively and the Central Licensing Authority shall on the basis of the said information, take on
record the Form CT-15A and CT-14A which shall become part of the official record and shall be
called deemed approval of the Central Licensing Authority.”.

12. In the principal rules, in the Eighth Schedule, —
(i) 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

Lo (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 Il of the New
Drugs and Clinical Trials Rules, 2019 and the Drugs and Cosmetics Act, 1940.

Place: ..........ooeeeet. Signature

Date: .....cooviniiine. (Name and designation) ”;

(ii) after Form CT-06, the following Form shall be inserted, namely: —
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“FORM CT-06A
(See rule 22)

INFORMATION TO INITIATE CLINICAL TRIAL OF NEW DRUG OR INVESTIGATIONAL
NEW DRUG

VB, ettt e e ra e nreeren (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:

(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) I shall comply with all the provisions of the Drugs and Cosmetics
Act, 1940, and the New Drugs and Clinical Trials Rules, 2019.

Place: ...l Signature

Date: .........cvvenee. (Name and designation)
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Annexure:
I.  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: 75

(iii) after Form CT-07, the following Form shall be inserted, namely: —
“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

VB, et et beera e nreeren (name and full postal
address of the applicant) Of ... 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: ..............e... Signature

Date: .........cvvveenee. (Name and designation)
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Annexure:
I.  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

VB, et et beera e nreeren (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.

Serial Name of the new drug or| Class of new drug or | Quantity to be
Number | investigational new drug to be | investigational new | manufactured.
manufactured. 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.
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Serial Name and address of manufacturer (full address | Name and address of manufacturing site

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

Place: ............oee. Signature

Date: .......oovviviennen. (Name and designation)

Annexure:

Details of clinical trial site:

Names and address of clinical trial site:

Ethics committee details:

Name of investigator: 75

(v) after Form CT-14, the following Form shall be inserted, namely: —
“FORM CT-14A
(See rules 60, 61, 62, 63 and 64)

INFORMATION TO MANUFACTURE FORMULATION OF UNAPPROVED ACTIVE
PHARMACEUTICAL INGREDIENT FOR TEST OR ANALYSIS OR CLINICAL TRIAL OR
BIOAVAILABILITY OR BIOEQUIVALENCE STUDY

NV, et (name and full postal
address of the applicant) of hereby inform to manufacture the
formulation of the unapproved active pharmaceutical ingredient specified below 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 formulation.

Serial
number

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

Name and address of manufacturing site (full
address with telephone, fax and e-mail address
of the manufacturing site)

3. Details of Manufacturer and Manufacturing site of active pharmaceutical ingredient to be supplied.

Serial
number

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

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

Date: .....cooviniiine. (Name and designation) ” ;

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

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

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

VB, e et te et be s teere e e nreeren (name and full postal
address of the applicant) Of ... 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 | Name and address of manufacturing site (full
number | address with telephone, fax and e-mail | address with telephone, fax and e-mail address
address of the manufacturer) of the manufacturing site)

3. Details of Manufacturer, Manufacturing site of formulation manufacturer to be supplied.

Serial Name and address of formulator (full | Name and address of site where the
number address with telephone, fax and e-mail | manufactured unapproved active pharmaceutical
address of the manufacturer) ingredient to be wused (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: ..............e... Signature

Date: .....covivnnnnn. (Name and designation)
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Annexure
I.  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

Il.  Details of reconciliation of unapproved active pharmaceutical ingredient manufactured:

Date | Name of the | Licence | Quantity Quantity | Quantity | Supplied | Quantity | Action
unapproved number | manufactured | supplied | remained | to — left | taken
active over or
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 number G.S.R. 21(E), dated the
18™ January, 2022.

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054. mwosusr




		2022-10-14T23:07:44+0530
	MANOJ KUMAR VERMA




