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ey 3 TRA FedTor §ITEy
(Fameey ST TRE e fasm)

CIPECET
T2 feeett, 11 5, 2023

aT.#1.17. 364 (3r).—siuter si¥ wied yarae armit sfafa=m, 1940 (1940 T 23) #F¥ T 12 Fir
STETT (1) 3T &7=T 33 it IT-eTT (1) FRT T&T ARAT T TART FIA U AT AT Tohet 1501 TATSHTL
TS F g1 TS T T OTer $iY qariae qareror Faraet, 2019 # 30T Sy 34, ST g avFTe
g1 yearE T T 2, % o wfaae et F Pt ae9te # zo9 gyafaa g arer ot garfaa
AT T TR 3T GAAT F o0 UagmT Twiida 7T Srar g 37 uageT ag g=a T Smar g &
ITh YIS (RFHT 9% 39 a0 | d5g &A1 6t 7afer it a6ie 92 47 396 a1z G= Ty s, 5 &G
= W FEEt & AT 9a & T £ i e i Suerss FRS SATu;

S fafAfas srafer o e et oft =3f<F & 9T g arelt it oY gATEr 9% 68 9T gRT

o o
(=T Tend T STTUNTT

AT 3T AT, TMQ FE 21, H AAT q=a (IAT), TATEA 3T TRATT FedTT HATAT, AT
T, FO4 Fa¢ 414 w, & &, [Eir g9+, 98 Gt - 110011 &0 97 S0 AT drugdiv-
mohfw@gov.in % TH AT ST

CCIAREREIC K
1. (1) =8 FRemTEeft #1 - 92 siufer s darfaes adeqor (... gerrae) fHem, 2022 F=1 STosm

3117 G1/2023 @)
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(2) ST T AT Mfae 7 OFaT STw, T sfeehTias ST § 39 Sifad Teh1erd T e o 9
gl
2. 7% siufer oiw daraeE et fRemrastt, 2019 (5 o zaw a1 e g sroem) ¥, ffae 2

#, 3u-fA=w (1) 9, @< (i) % a1, Fefofg @ s st BT S, s -
"(i F) RTTHE ATEHETT T HT ATHTT FRET 2t a7 TRt |95 & FaTteed arer (et
FrforfSaes = Srerforer a7 fFf st 9ofy o v fRet e & 8 orreht et off |/ arely
afaw e A Ruafa 21, ™9 yESs qerEs aan ' "@atad w1, Fwaed ST
TATTGATT T THRAT g T AT FT TohaT 8, TH HlAQTcHE STqLul T Taagarsi ol
SALOT AT H9T ST forferd &9 § g[T A1)

3. I i €, steAma V & are, Meterfed sream siacemfua B sosm, srrf;-
"I V &

AT AT G5
38 &, QT AT TIST HT G IHTIT—
T AQTAE AT HISH 3 [HAAT o6 Tgd Hald ATSH T T FIT T TSt 6
@™ Aat I 4T A7 A=Fd T 4T w1 AGEE AT AT STagudsddr AT Sd eddr
T Tl HT

38 @. AQTAE STEHUTT IS & USTH & (AT AEaT—

1. FEIT ATSHTET ITTAHIT o I AT TEHEAT AT TTSTASHAT AT ST AT TTAT Flel
& 29T  AETHT ATHLTT TS o6 TS0 6 (70 I ATTEHI I SATAEA I H1e1-07 &
# T ST

FIA T = AT % FI9 44 F TZT T H &1 IS STasTAsedr/Siaqeddr edae gl
T TASTASHAT/STAAAT FeTT % o0 Fo| 2(1)(iF) F dgaq TArud i == F=4r &
ffaw 38 % & dq@q WS(dd Aars AqEE™ WA % ®T OH OAET ST ST
SASTASHAT/SAAAAT SEAAT o [T 26 | & Tgd die §f e FHAT Tuferd a1 gl

(2) 39-FAFH (1) F TET AR 6 G100 T3 ATLAT § (A (aE e AT A1 dAqgHt § AHey
U ZEATAST 3T 37T STt ot Horer fho S

38 1. QTS SATHETT TS Fl TS(IHLIT TSI FLATI—

(1) FerT ATZHRRT ITIHTOT, T Hd1-07 & § e % qr &F T8 AR A Feqraeil i
ST % 918 3 UHT 3N 61 T2aTs, A1 Al af, ST Aa9dq® THAT S0, o 918 i o7 a1 &
THTLTT g U, o = F=eT it Toeqrsit &7 O T o3 147 €, siea® & I9= 94121 07 7 #
IHHT ATEET AT gl arig o Garerte w1 faadl & Jiqe IS T&1\ HaMm T941
THTETT Al gi= T 7q 38 @ F 3U-fA9W (1) F T8 saa" w2 T g ¥ dareie faa &
e o =7 § F1oT &7 e F3d g0 @ &l T8 HT T

(2) TS FTT ATSHIRAT TTIAFIOT AT § ToF e § Fg FAAT ¢ T Ivg Aol AT JET
&, T 36 TTTEEHTOT SATGEH I IT-[AFH (1) § TIT o0l T2 TATE & Ha HAAT 6 a1 F Froa
FIIT;

(3) su-fw (2) & My sqar, Fiw A=A arfesor grT gf=a o s % =
ATATH, -

i S ATSE TR Tt g fAfatAtEse sty & fae w5t i gemer; sie
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STgT aee® @< (i) § [AfatAiase sEfa & Jiae 61 F 7 Guar § oY AEedqs® Sl i
TEATAST T&TH FXAT 8, Fald ATSHERT JTTEHT0T STaae &l {he & = FO ST 6 g I%
ATAEH T BIH HIE-07HT § TSI TG HIT AT IS AL Tl &, AT SAA9TFH SR AT
TEqTaST TaT 0 = F 2R | 7o T2t Y srafer F i< smaes v s e

Forq o ST & AT H, AT Sof Aqg=AT H fAfafaiate e & e i a9T®
ST 3T TEATAST T HT T ATAGT il AT T arerg 7 91 faa Fir srafer F faw
AT T [ATAATL A 6 (o7 a3 ATH AT TR F A F Tl 2l

(4) TF smaEF S 39-fAEw (1) 37 39-fAEw (3) F dga S arsE e yrter ® vt 7
FHQY B, FG TLAIL & A7 TH LG ol ACAIFI 0l TTTH il qIE & AT &A1 % i<
T TMIT FT THAT ¢ 3T ALHRIE THT 1 o F77 37T AN ARAT I AATS T AGHL I 6
1% |15 oAt & srafy F Jfiqe srfier 1 Mo 7 Fdr 2|

38 . AT ATHLTT IS F USHRT T ALAT AT S T I LT —

(1) wF #E-07+7 & fFaw 38+ F qga = war dsfrweor g S g i e 7 i
T T AT o o7 ey T, T T (o hal T ATSH RRT ATTER0T 1T Hetfard a1 ¥ 78t
[ERIRSII

(2) T=TF ATHGTT HASA AOT GSHL KT HATH B ARG H GgA Al AgE o
rfafese ararast & arer wi HE-07487 H oS F Tereor & o uE sraE wO:
Fod o Ffe osfieor & FfiArweor & o sraes qate i e " T8 awid

ATSH AT TTTEHT0T FTT ST FohAT SITaT 8, a7 Sreed 9% I TTTErs0T gIT Saer 9T o
SIGEEREIETUREICIREDT

(3) FETT ATSHTIT TTEFTOT, ATAe F AT AT FATAFIL T = AT THT oy 7 77+,
7t S T, ST =97 THAT S0, F a7, (2 TG 2, B == et i swaregararsi -

i. T SATATAT [T AT &, A FIH HIEI-07# § IS HT0T T&TT FHT THaT g AT TS( 10T &l
AT T HHAT

ii. STATAT &l gal &, AT SU-TAIH (2) F T&q SMaa [0 ST =l arrg & Faqrerte o=y 6F
sratyr & «ae, forfea =a 8 a9 0 ST arer F1E00 9 e &7 AF 11T < 9|

38 . YT Y o1d.—

TR HIE-074T H [\ 38 & qaa [T AT dstiaheor Haw 25 i {97 35 i Referiea

9Tat o T TR, AATT—

i, ETSA I AT Wl A o [oIT Al ATHAT § FEE B e qiaemsi T a3 9
T T 37 wforfera wEat F1 a977 @,

ii. TS AT LA AT SaSTdsddT AT AAHHATAT T3, STEqT | qTHAT gl & e

ArETE AT AT ZRT T 3% o7 Hatard TEarasii o SIqHIET ST HgrT ATSH
TR0 T &F TS 2] q¥g % 2999 il Aqufd F a1 qa § et off 98 gar v
ST 92 ZAT ® AT ot AETEE 9 a1 Sasadsddr AT SaHHTEdr Aeag_

HATAT L T,

iii.  STET fRET AETEE T TS AT SESusddT AT TAGHTAT R Hl AIAT FaF AT A=A

it afefT 981 8, S ¥ a7 g 9% ol o7 q1eqor ©e it 37 A= A1 qrrd AT
AT T AT AFSTASHAT AT SAHHTTAT SAqAT % o7 Faw 8 & qga dstrha el
AT AT A AT | e H AJHIET T FT & 918 AeqaqT & har 1
AT 2
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Vi.

Vii.

viii.

Xi.

Xii.

Xiii.

Xiv.

XV.

T T T T AT FF, ST AT ATHAT gT, T ALAAT & [T STTHIEARAT
=T At afaf e gef, o saaeasar arame A afafa eiw adveqor wae ar
E TN TF BT MY o HTa¥ AT T T T g o6 T4 6.1, F I § oo g

AT T T TASTAsLAT AT ATHHTFAT AL & o0 A= AIATT F AT *
T H AT ATSHERT AT T G HAT ST,

HETTT % o0 Ha& T2or oA(<h 0 ATHIRT HA & Tgel % ZdT A7 ST 7% a1 &7
AT T AT T AT TEre0r Tt § siigd R s,

TR T T@T T TASTASHAT AT FTHHTHAT F ALTAT T 72999 * o0 qa9 ugr
TR T AT % & Tgel AT T &I TLeAv TIomer § dStiehd [T SITUT;

TETAT ATHIRT TIEHIA T T HATET TEATaSIl 6 AHE 3T ATET AT TATH
oAt o7 sfaf==m o =3 Raat & Iuadl 7 JUATe & Aqae Artoa har
STTUNIT;

TH qIE [0l AT TeTAT F 9T § gl THIE F 6 AT |, TH g Hl AT %
Toeqa T T T ATSH ENT TR I I =i AT ST,

TH qIE AT % TV STk o AT SAAAT & I Aled g1 ATeAT THIT Tfrshet
AT T Fre ot Rare, It g & are, FT Arss e i #r T9E gfed g &
Ftag oAt & ae e sEEt i arrersr 5 # [Afey =0 # o Fw 42 § AR
AT o ATATAT & FATHTL WS &1 ST,

FEATT o I FAIATNT AR Al =l A il feorfa ®, qor =T syeree i sreaae
TaefT Fe & AT | HATEST &A1 VI 6 ITaeTl & A8 T2 har S sfiw o
ATHAT H AT 2FT=F T ST 30 0 JeArast 7 fEawor sraer it 9 & e &=t
& AT T ATSHRRT STferRer &y e B T,

TN =ATw it g, TP fEwerTar, 7 37 warl Ewaar F o«mEr 95 &
AT H, ST AT ATHAT 2T, TATESIT 3T VI 6 LT 6 FTTame T AT SITuT i
THAT T ZRE AT 3EF HTIAT ATE S(GT ST ATTAT BT, F AT /U T Fq3AraST FHT
faraor T ATl ® SR T g & e R % ofaw ded arestE st #r giea
forarT ST,

T A2TF ATHETT 5T & TS AT TTMHE § Fls TRFdT 2idl g, al @ed g
qREdT & e &A1 & HaT FRT ATSHET AT F7 forfaq &9 # qiaad & e §
= w4,

TATST TH TE & AL o T g1 o 91 I7= T1 il JAATY F {70 AT heqaaad 92 747

7 AT TAT & o 6 qHIH G F 978 FH ° HF &l 91 6 o, S AT 918 § 81
TETAF T F G I Fataq 227, ReFie fiv o aeqrasil 1 a977 TE;

ARTAE AT HIod heald ATSHET ITIAFIOT FRT STferda et o srfaardt =,
TSTEreh T TS ATSHIENT ST FIT ATFHA il ATTRET Z1 Tl &, Td AT & a1
a7 fomT, et Rl AifeasiT staeead a1 IROMH A7 JaTHes 9rev § getda gt
FEATAST T A F2T & o0 afRET § gaer #3d fit JAqafd 7 3T I 92999 +
TATAT o Fael | UH STrerdhd SAT<h 1T ST T TAT T ATARLN TET HT;

FAT ATTHET ITIFTor, IfE emaeds waw, vd fAfow sremgw F osRemw, RBemEm,
gierorelie sxf~F Fr smarey, ahreronedte sxfxe v arEar, e, S=Tee s A %
Tay # Aty der@s ahern F "9y o, ity F ary fofaa =9 9 afafiss oad &
qHAT gl
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38 7.

38 .

FRIT ATTH T FATIRHTIT 5 T G AT ST €1 T fAdreaor.—

FAIT ATSHIET TTIEEHRIOT g7 IO HET-07+H & R 387 % qgd dstigha AqT=® Aqaem
A, T ATSHET WA gy atfaga et ofF srfesrdy, e | oo At
TR ZTRT Afersd Afrawry g7 ahaT g, &1 99 "agufa afga srorar & foar e R,
TEQTAS, AN IATE ATGT I Fatad It 7 S FeA, GIT FHed AT Tod FLA & o0
T TST F FEES & gag §F [eror yfdor gy Sty Tu w7 397 a9 & o
RIS TTEHLTT TS & TET | T FA Al AT <

ATTAE SATHETT WS o G 1 Hea a7 fAaT.—

(1) ST F1E AT ATHET T Ttarfa= i == fFewt F Bt off ymaems &1 oo #=2
¥ e Tgar 8, Ferd ATSHRRT JATTARor, S8 TN il adrd &7 a9 o & a7a 3T
AATE T ATEL TG FIA % T8, NG 9T gRT FH T Fis UF I7 AF Fars a7
AT g, AT -

F) IT-[FH (1) F T&d ST HIIT AT ANEH FHT ATTH AAT

q) AT ATHLTT TS 1 (AT 3 ST STAAT SAAAT TS T2 I FHIHAT AT a0 T

U FIA gU forfad & Sqrael ST FAT, ST Gequr 0 S7 7 AR & At a1
FATO % Tfahe ai a1 ores fh ru Bt sreaae St dgar o2 gfdga T4 9=q1 2

) AT T T ST STASEAT AT SAeAAT LTI TILOTTHT Tl AEA R FHLAT;

=) = 387 & 98 WaW U U st Fr 39 4ty w o, e Sugw a6 § e,
fAefa Far a1 w® w4,

7) wfaer § 37 safy & forg, S g s e g Iuges a9=T S, #ie
RIS T LT AT TF-ITAHAT AT SAA-ToTAT TLTAT FIA & TS T Tqarera
HLATI

(2) ST Yoo "HIET-07 T F qga dStiehd qali=ah SAqaeT 69, e & fars -7+ (1) F
Ted Fis araer foam T4 g, FET ATSEHET T 6 e |/ SAHqE 2, ql A2 AqHeT
ST AT ITH B 6 A1 [T & T Fald LR & T AT FT qhal g AT g TR
UHT ST o T, S Saed s 01 S, AaTs A0 a9 TG Hid & T 394 g4 H
THT ST ITRT FY Thdl g e A8 & Tt 3T aferfaa 9 f=w #3 F 978 39
THEAT I |

4. 3% et ®, 2 aaEEt §, 70 ge 4 v 3uw gafaa wfafeat F aw, et sfEfear
ST EATIOT ol SITU, ST -

A% (38"  [AETHE ATEHLTT SIS & TSR & [olT e 5,00,000
47 (38HT  [AETHE AGEYTT HIST F US(RT *F forw sraed 9(1,00,000
RGIEEIRS
5. 3 Fawl #, el STqg=T |, YA H1e1-07F & a7, Mererrad S fqemad By ST, i -
"q= €t -079
(777 3873%)

ATTAH SATHETT TS & TSR / TATATHL & (T AT

=71 DR (ATFTF FT TTH, TaATH ST T 7% 7a7) TAREIT | THIL AT SAJaemT

RIS & TSI it HST % o0 STead FTal g/F%d & |3aad &7 foawer Faar &
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1. ASF FT AT

2. SEEH Al TH(T T o

(Fattie, wfga HoT T=ar arsEm, 9,
TS, 2ee, = fAfee & e & form)

3.(i) TAFE FaT, Grarse Ja¥, FFT q97 7 3-
AT AT A2 S T I

(ii) == F for vaT:

[T SITEETT S T HIT1LE AT dst 5
EIRIERI!

GRES|

4. Jearae 7 faew, 7fs w2 21, (Fa-Hearfuq
KL

Ty 3T ST 1T ST 9

5 Y THIE IT ATATH 9T A el

ﬁw%w&g@ﬁ

6. H 7T Sirufer sl Aar=e aiteqor =9, 20196 A4l SAqLAT 6l qrierwt 1 # MISE FEqrasii w qa9

ERUEE

7. § T FgdT g AT A TAF AT g 1

i # oy feumfAsen S9 o= Aerfaw OfFew ¥ fRunfAsen s sfiwfyr sfiw womem |mEf)
FfafAaT1940 =T Uy T A= aie MaHrastt 2019 F JEdEl & AqIAT 6 12
GSTTR20T THTOT O G S9TS 5 971 T qTeA= T

i. ST T IE q8q a0 U AT F g, WG TR g (AiQg il ST arelt UH o]

FULATA, AT FI< &l, FT qTAT HET

iii. T ATSHIENT TR0 /AT 39 Ha9 | 396 GIT ATeHhd (el | SATh & TET H T490
FOA ST AT A S gATE FIRT R T T AT ATiee aiie v F gae § GiRAr /Aot

ST TEQTASIT 0l ST FTA il SATATT TN,

T

IO "Hidl- 077
(ffr 387, 389, 38%, 387 3T 387 aW)
TRTH TTHLTT TS o TSR T SATETT AT TSR
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FAIT ATSHRT TTIAFT TaegIel A5 Suid T dari=s g Fagreet, 2019 § [y a2
SrfarT S = T ST AT A2 AAIEAT F ARTAE LAV AT T ITASHAT AT AT FHAAT
TEATT & TATAT o (U GSHHd HLaT g (F T a2 & J7 979 < 02T 9aT)

2. g UeiisRor iy o wErae At sfafaay, 1940 F qgq v siwfer sfw a=rfaew adiero
fareTa=tt, 2019 F s7eam iU § Feaihiq odf & sreaehie &

L5 1 [ —— FATT ATSH T FTfErReor
L D—— q2x "
6. I awi ¥, sadl A= & arg, el s sia - i ST, o79iq -

(Frrr 387, 387, 387 3iv 3832w)
RIS STTHYTT TS 6 TS h0T & [olT SAEeTHAT e faerr=asr

1. -8

= fRenfAdent & 39 a4t "@wreAl, saftwdl, gEaEl S FaAE wr omfAe BT ST Sy
AT T wea fF Sy 99 8, SE F oft enfaer € S 3w et ¥ aga 0w
FATSHTET TTFEFTOT | ATTAE T & forT S qafad o g1 THH qariee Treqor £ Anfie qg1
gl T fRenf=aer st fRemfager 981 § 3% dares aireon uT a@n] Rt ot se e A
fEeraaert 1 s TeT 71 #d gl

2. Uo{TT % foro geeEe

Vi.

Vii.

ATTAE AT T UF UH <A & TAE H RIT ST TS I FHY AAiateat & o
SR 81 9o § 9eTH =A<k 319 ATRY ST 1= Ica1g, Terdhie, forfed gf=a agata wid
7 A= F1 T T TS AT ATFERT, TSR g1 JTF G9TeT ToRare, 9= Aa1H®
ATl % fReTeert sfiT qariaE = 37 ST ITAegar AT AT AT AEqAT & FATAT 9L
AN T et & @ a8 o= il

ST & O AT STl 3T SF ITeedr AT ST THGeAAT STeqa Al AT & o 3t
AT, TR AT TIATAT FHATLT G| TETF F TGEAT 0 AT FIA Rl AT FLA F o0
Rt =7 & gfrtera BT ST smae= gl

RIS STIHLTT ST &l FEATAd T 37 FIT T [0 U S AT FeqIqT | Hafaa
FaAl A FA1 A7 i w1 § st=a =1 7 fRaita Brar smom

ST g R F 6 =0 T a7 Iqreedr I1 ST aHeddT Aeqgq=1 0 aaia [
FT ST ST ITATSTH G ATAF T F 7 QI a8 F I geaidid S AT Feqq= qaelt
TSR AT &7 TATET &7 | Y F9rear § Hag AT ST

TTeT = 3297 * oIy RHTed &t T2 ATFE Farad ToRITel & SIqTe [OraT AraTad e
UET (RE30 AN FAT| TH TG 1 AES GATAT TOHATA Hl SA=el g o Torad ar
SO

ST qUT 22T, @ ST o "ated RaFle w1 9% &9 § J970 T 69 I8 A I+
FAT ST AT FAT o6 ATAHAT (3AF) T ST o6 TATAT o6 [T AA9AF AT FEqrarsil il
2 T FETT 7@ 2l

TTeT Tg HTHT FEM o ST=har () F @S S AT SF Iqsedr 7 Sd aHgeddr
TEAAT S F XA o (0 AFeTF THT TEATAS 31 ST AT TLAIT GaelT Arqfad a1 gl
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viii.  HITST & T UH A1 AR qegAAl 9 An] fRentHaet $i Ff{ut F saqaw aqgea e
FA G AU ATHRATA AT Fag FA & o0 freqr wrdswa gim Tfeveror § ekt #7 9T,
oy RIS TATH o TRerTi=aer, g Tgard THHRAT ST ==y AaT=® TAT & AT &
forT st=reratett it et arfaer gt

3. R T

T+t fawte (rfera aeamas, soei@s, amtes a1 diftesa R, T arfe) S e, ST
ATSHTERT TTFEHRTOT ST A=< |iA{T & SAqHTEH, =T (31)  fEawor, R agafa s, qifdex
e, difee T\ o=, TEiE =\Er, 9899 99, 00 &7 sffaw R 9970 W@ STt a9@
FTEATAST 3T T5- AT F TH a8 & FALTAT & YT 219 % a1 TiF AT i srater  forg 7w
LTI AT TS A% AT IT SAIIAA 4 S o o4 =l GHITH [A1F F 912 FHF T FH &7 G I, S0
AT a1 ¥ g1, faAita, wea ofiw qefera &9 & 6¥ferd Far ST 81 98 i qawite shhams &
FTOH & I AT 91T TET AT AT

qTrereRT 1
ATTAE ATHETT G o6 GSNHLT & T ATTIF TEqras
i. T FaY, T F9T ST SHA U F AT WeA F ATH ST 94T Gshiga AT ST
AT
ii.  HTferERT AT AR AT AEerRt F7 9 T 94T
iii. AR TS F = § e & Rty
iv.  qiEest, dETeEt i g @ afFgd @ved g fF € Aoy watatet / Fasi
U HIEH TrwTE|
V.  TISA F qLAATCHE ST [SrTH T @ FHHAT 1 G178 Straqg gAH gl
vi. S U ST AT fAfers ot F A § qe [Aeradrett F AT /rE S9rad TehATar
=
vii.  ETE =T F F T F=—_1-

F. W A= fReraaen S8 o= AT TATsH o fReraaen e iufdr ue yomes arnft srtarfam,
1940 3fi¥ 7T SHUTY ¥ AT 7= FaaTaet, 2019 F IS o YT % T G697 THOT I
T TS TS Tt T ITAT |

g, T ATIHIH T I dgd 910 U [FIHT & Tgd, IR a9 g0 [feg U $fiw sroearett, At
TS B, FT ATATAT FHeT|
T. TH HGT ATSHIENT ST /AT ITF FIT ATFd (bl AT =ATh A TRET | TaeT F: 37

TALTeAT e 3w gaTe g oy o fonelt oft Aariee st o Heer | TR FEuEa ST aEarast
FT ST A T AT <0

[T, §. Te.11014/23/2021-S1317]

ATTYAT TeATIF, HIH q1=a

e : e Rt v 19 W, 2019 it stferg=er dear arar.[. 227 () F F7R7 9 F T § whar
ToRaT T A7 37 Sifaw aTe SrfeRg=ET sear anan M. 175 (), faAt® 09.03.2023 Frer et far
AT =TI
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 11th May, 2023

G.S.R. 364(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) and 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. 414 A, D 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 and Clinical Trials Rules, 2019 (hereinafter referred to as said rules), in rule 2, in sub-rule
(1), after clause (i), the following clause shall be inserted, namely:—

“(ia) ‘Clinical Research Organization’ means a body commercial or academic or of other category
owned by an individual or an organisation having status of legal entity by whatsoever name called to
which the sponsor may delegate or transfer some or all of the tasks, duties and/or obligations
regarding clinical trial, such transfer or delegation of contractual transfers or obligations must be in
writing.”

3. Inthe said rules, after Chapter V, the following Chapter shall be inserted, namely:—
“CHAPTER VA
CLINICAL RESEARCH ORGANISATION
38A. Registration of Clinical Research Organisation.—

No Clinical Research Organisation shall conduct any clinical trial or bioavailability or bioequivalence
study of new drug or investigational new drug in human subjects except in accordance with the
registration granted by the Central Licencing Authority under these rules.

38B. Application for Registration of Clinical Research Organisation.—

1. Application for registration of Clinical Research Organisation for the purpose of conducting clinical
trial or bioavailability or bioequivalence study with the Central Licencing Authority shall be made
to the said authority in Form CT-07B.

Provided that bioavailability /bioequivalence study centres already registered under rule 44 of these
Rules, shall be considered as Clinical Research Organization defined under rule 2(1)(ia) for
bioavailability /bioequivalence study and registered under rule 38A of these Rules and shall not be
required to make any application under this rule for bioavailability /bioequivalence study.

(2) The application under sub-rule (1) shall be accompanied by a fee as specified in the Sixth Schedule
such documents and other information as specified in the Ninth Schedule.

38C. Grant of registration to Clinical research organisation.—

(1) The Central Licencing Authority may, after scrutiny of the information and documents furnished
with the application in Form CT-07B and such further enquiry, if any, as may be considered necessary,
and if satisfied, that the requirements of these rules have been complied with, grant registration to the
applicant in Form CT-07C within a period of forty-five working days from the date of receipt of its
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application in Form CT-07B; or if not satisfied, reject the application, for reasons to be recorded in
writing, from the date the application was made under sub-rule (1) of rule 38B;

(2) In case, where the Central Licencing Authority considers that there are some deficiencies in the
application and the same are to be rectified, said authority shall inform the applicant of the deficiencies
within the period as provided in sub-rule (1);

(3) The applicant may, after being informed by the Central Licencing Authority as specified in sub-rule
(2)—
i. rectify the deficiencies within a period specified by the Central Licencing Authority; and

ii.  where the applicant rectifies the deficiency within the period referred to in clause (i) and provides required
information and documents, the Central Licencing Authority shall scrutinize the application again and if
satisfied, grant registration to the applicant in Form CT-07C or if not satisfied, reject the application within a
period of ninety days reckoned from the day when the required information and documents were provided:

Provided that in case of rejection, the applicant may request the Central Licencing
Authority, to reconsider 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.

(4) An applicant who is aggrieved by the decision of the Central Licencing Authority under sub-rule (1)
or sub rule (3), may file an appeal within forty-five days from the date of receipt of such rejection before
the Central Government and that Government may, after such enquiry and after giving an opportunity of
being heard to the appellant, dispose of the appeal within a period of sixty days.

38D. Validity period and renewal of registration of Clinical Research Organisation.—

(1) The registration granted under rule 38C in Form CT-07C shall remain valid for a period of five
years from the date of its issue, unless suspended or cancelled by the Central Licencing Authority.

(2) The clinical Research Organisation shall make an application for renewal of registration in
Form CT-07B along with documents as specified in the Ninth Schedule prior to date of expiry of its
registration:

Provided that if the application for renewal of registration is received by the Central
Licencing Authority prior to date of expiry, the registration shall continue to be in force until orders
are passed by the said authority on the application.

(3) The Central Licencing Authority shall, after scrutiny of information enclosed with the
application and such further enquiry, if any, as may be considered necessary, if satisfied, that the
requirements of these rules,—

i have been complied with, grant registration or renew registration in Form CT-07C;

ii. have not been complied with, reject the application, for reasons to be recorded in writing, within a period of
forty-five days, from the date the application was made under sub-rule (2).

38E. Conditions of registration.—

The registration granted under rule 38C in Form CT-07C shall be subject to the rule 25 and rule 35 and
the following conditions, namely:—

i the organisation shall maintain the facilities and adequately qualified and trained personnel as specified in the
Ninth Schedule for performing its functions;

ii. the organisation shall initiate conduct of any clinical trial or bioavailability or bioequivalence study of any
new drug or investigational new drug in human subjects after approval of the protocol and other related
documents by the Ethics Committee for clinical trial or bioavailability or bioequivalence study, as the case
may be, and permission of such study granted by the Central Licencing Authority;

iii.  where a clinical trial site or bioavailability or bioequivalence centre does not have its own Ethics Committee,
the study at that site or centre may be initiated after obtaining approval of the protocol from another Ethics
Committee of another trial site or an independent Ethics Committee for clinical trial or bioavailability or
bioequivalence study registered under rule 8:

Provided that the approving Ethics Committee shall be responsible for the study at the trial site or
centre, as the case may be, and both the approving Ethics Committee and the trial site or the centre are
located within the same city or within a radius of fifty km of the trial site or the centre
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iv.

Vi.

Vii.

viii.

Xi.

Xil.

Xiii.

Xiv.

XV.

the Central Licencing Authority shall be informed about the approval of the Ethics Committee for clinical
trial or bioavailability or bioequivalence study;

clinical trial of new drug or investigational new drug shall be registered with the Clinical Trial Registry of
India before enrolling the first subject for the study;

bioavailability or bioequivalence study of investigational new drug shall be registered with the Clinical Trial
Registry of India before enrolling the first subject for the study

study shall be conducted in accordance with the approved protocol and other related documents and as per
requirements of Good Clinical Practices Guidelines and provisions of the Act and these rules;

in case of termination of any such study prematurely, the detailed reasons for such termination shall be
communicated to the Central Licencing Authority immediately;

any report of serious adverse event occurring during study to the subject of such study shall, after due
analysis, be forwarded to Central Licencing Authority within fourteen days of its occurrence in the format as
specified in Table 5 of the Third Schedule and in compliance with the procedures as specified in rule 42;

in case of an injury to the study subject during study, the complete medical management and compensation in
the case of study related injury shall be provided in accordance with the provisions of Chapter VI and details
of compensation paid to the trial subject in such cases shall be intimated to the Central Licencing Authority
within thirty days of receipt of the order;

in case of death, permanent disability, injury other than death and permanent disability, as the case may be, of
a study subject, compensation shall be provided in accordance with the provisions of Chapter VI and details
of compensation paid to the trial subject or his legal heir, as the case may be, in such cases shall be intimated
to the Central Licencing Authority within thirty days of receipt of the order;

if there is any change in constitution or ownership of the Clinical Research Organisation, the organisation
shall intimate about the change in writing to the Central Licencing Authority within thirty days of such
change;

the organisation shall maintain data, records, and other documents related to the conduct of the clinical trials
for a period of five years after completion of such study or for at least two years after the expiration date of
the batch of the new drug or investigational new drug studied, whichever is later;

the clinical research organisation shall allow any officer authorized by the Central Licencing Authority who
may be accompanied by an officer authorised by State Licencing Authority to enter the premises with or
without prior notice, to inspect any record, statistical observation or results or any documents related to
clinical trials and furnish information to the queries raised by such authorised person, in relation to the
conduct of the said study;

the Central Licencing Authority may, if considered necessary, impose additional condition, in writing with
justification, in respect of specific clinical trials regarding the objective, design, subject population, subject
eligibility, assessments, conduct and treatment of such specific study.

38F. Inspection of Clinical Research Organisation registered with Central Licencing Authority.—

The Clinical Research Organisation registered by the Central Licencing Authority under rule 38C in
Form CT-07C, shall allow any officer authorized by the Central Licencing Authority, who may be
accompanied by an officer authorized by the State Licencing Authority, to enter the premises of the
Clinical Research Organisation with or without prior consent, to inspect, search or seize, any record,
document, investigational product and other related material and reply to queries raised by the inspecting
authority in relation to functioning of the organisation.

38G. Suspension or cancellation of registration of Clinical Research Organisation.—

(1) Where any Clinical Research Organisation fails to comply with any provision of the Act and these
rules, the Central Licencing Authority may, after giving an opportunity to show cause and after affording
an opportunity of being heard, by an order in writing, take one or more of the following actions,
namely:—

a. withdraw show cause notice issued under sub-rule (1)

b. issue warning in writing to the Clinical Research Organisation describing the deficiency or defect
observed during inspection or otherwise, which may affect adversely the right or well-being of trial
subject or the validity of any study conducted;

c. reject the results of the clinical trial or the bioavailability or bioequivalence study ;



12 THE GAZETTE OF INDIA : EXTRAORDINARY [PART II—SEC. 3(i)]

d. suspend for such period as considered appropriate or cancel the registration granted under rule 38C;

e. debar the organisation to conduct any clinical trial study or bioavailability or bioequivalence study
in future for such period as considered appropriate by the Central Licencing Authority.

(2) Where a Clinical Research Organisation registered under Form CT- 07C against whom an order has
been made under sub-rule (1) is aggrieved by the order of the Central Licencing Authority, the Clinical
Research Organisation may within a period of sixty days of the receipt of the order, make an appeal to
the Central Government and that Government may, after such enquiry, as deemed necessary and after
affording an opportunity of being heard, pass such orders in relation thereto as may be considered
appropriate in the facts and circumstances of the case.”

4. Inthe said rules, in Sixth Schedule, after serial number 4 and entries relating thereto, the following entries
shall be inserted, namely:—

4A 38B Application for registration of Clinical Research Organisation 5,00,000

4B 38C Reconsideration of application for registration of Clinical Research  [1,00,000
Organisation

In the said rules, in the Eighth Schedule, after Form CT-07A, following Forms shall be inserted, namely:—

“FORM CT-07B
(See rule 38B)
APPLICATION FOR REGISTRATION / RENEWAL OF CLINICAL RESEARCH
ORGANISATION

IV, e bbb (name, designation and full postal
address of the applicant) of ... hereby apply for grant of registration of my/Our Clinical
Research Organisation. The details of the application are as under:

1. Name of the Applicant:

2. Nature and constitution of applicant:

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

3.(1) Applicant’s address including telephone number,
mobile number, fax number and e- mail id:

(i) Address for correspondence:

[corporate or registered office of the Clinical Research

Organization]

4. Details of accreditation, if any, (self-attested copy
of certificate to be attached):

5. Fee paid on Rs. Receipt or challan or
transaction 1D

6. | have enclosed the documents as specified in the Table 1 of Ninth Schedule of the New Drugs and Clinical Trials
Rules, 2019.

7. | hereby state and undertake that:

i I shall comply with the conditions imposed on the registration certificate along with the adherence to other
guidelines like Good Clinical Practices guidelines and provisions of the Drugs and Cosmetics Act, 1940, and
the New Drugs and Clinical Trials Rules, 2019.

ii. I shall comply with such further requirements, if any, as may be specified by the Government of India, under
the Act and the Rules made thereunder.
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I shall allow the Central Licencing Authority and/or any person authorized by him in that behalf to enter and
inspect the premises and to examine the process/procedure and documents in respect of any clinical trial
conducted by us.

Place:

Date:

2.

Registration No.

Digital Signature

(Name and designation)

FORM CT- 07C
(See rules 38C, 38D, 38E, 38F and 38G)
GRANT OR RENEWAL OF REGISTRATION OF CLINICAL RESEARCH ORGANISATION

The Central Licencing Authority here by registers (Name and full address with contact details of the
applicant) for conduct of clinical trial or bioavailability or bioequivalence study of new drugs and
investigational new drugs as specified in the New Drugs and Clinical Trials Rules, 2019.

2. This registration is subject to the conditions prescribed in Chapter VA of the New Drugs and Clinical Trials
Rules, 2019 under the Drugs and Cosmetics Act, 1940.

6.

Place: ............. Central Licencing Authority
Date: .....ccccoevene. Stamp
In the said rules, after the Eighth Schedule, following Schedule shall be inserted, namely:—
“NINTH SCHEDULE
(See rules 38B, 38C, 38D and 38E)
REQUIREMENTS AND GUIDELINES FOR REGISTRATION OF CLINICAL
RESEARCH ORGANISATION
Scope

These guidelines will cover all organisations, individuals, institutions and companies that take the responsibility
of conducting clinical trials including those who seek permission for clinical trial from Central Licencing
Authority under these rules. It does not include clinical trial sites. These guidelines are not stand alone
guidelines and are not in derogation of any other rules or guidelines applicable to the clinical trials.

Criteria for Registration

The clinical research organisation shall be under the charge of a person who is responsible for the overall
activities of the organisation. The organisation should have competent persons who are thoroughly
familiar with the investigational product(s), the protocol, written informed consent forms or other
information provided to the subjects, the standard operating procedures by the sponsors, Good Clinical
Practices guidelines and other rules applicable to the conduct of clinical trial and or bioavailability or
bioequivalence study.

The organisation shall have adequate resources, qualified and trained staff for oversight of clinical trials
and bioavailability or bioequivalence studies. The staff members are required to be trained regularly to
update their skills.

The trial or study related duties and functions transferred to and assumed by the Clinical Research
Organisation shall be specified in writing properly quantified.

The organisation shall ensure that the trials and bioavailability or bioequivalence studies are adequately
monitored and the trial or study related responsibilities transferred to it, partially or fully, by the sponsor
are discharged effectively and efficiently.

The organisation shall implement quality assurance and quality control as per standard operating
procedures designed for the purpose. Such standard operating procedures shall be well documented.
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Vi. The organisation shall maintain complete data, documentations and other related records accurately. The
organisation shall also check and ensure that the investigator(s) have maintained properly the essential
documents required for the conduct of the trial.

vii. The organisation shall ensure that the investigator(s) received all documents and trial or study related
supplies needed to conduct the clinical trial or bioavailability or bioequivalence study properly.

viii. The organisation shall have education programmes to help its investigators to carry out the research
studies as per the guidelines and regulations applicable to such trials and studies. Training will include
protocol adherence, Good Clinical Practices guidelines, informed consent process, and investigators
responsibilities for Good Clinical Practices compliance.

Record keeping

All records (written documents, electronic, magnetic or optical records, scans etc.) such as protocols, approvals
from the Central Licencing Authority and Ethics committee, investigator(s) particulars, blank consent forms,
monitor reports, audit certificates, relevant correspondence, reference pages, completed and the final reports
shall be maintained. All documentation and communication are to be dated, filed and preserved safely for a
period of five years after completion of such study or for at least two years after the expiration date of the batch
of the new drug or investigational new drug studied, whichever is later. Strict confidentiality to be maintained
during access and retrieval procedures.

TABLE 1
DOCUMENT REQUIRED FOR REGISTRATION OF CLINICAL
RESERCH ORGANISATION

i Name and address of the organization to be registered along with its telephone number, fax number and
email address.

ii. Name and address of the proprietors or partners or directors.
iii. Status of the organization as legal entity

iv. A brief profile of the specific activities/ services undertaken by the organization including facilities,
resources and infrastructure.

v.  An Organogram of the organisation including brief Curriculum Vitae of Key personnel.
Vi. List of Standard Operating Procedures with salient highlights about specific areas to be scrutinized.
vii. An undertaking to declare that,—

We shall comply with the conditions imposed on the registration certificate along with the adherence to other
guidelines like Good Clinical Practices guidelines and provisions of the Drugs and Cosmetics Act, 1940, and the
New Drugs and Clinical Trials Rules, 2019.

We shall comply with such further requirements, if any, as may be specified by the Government of India, under
the Act and the Rules made thereunder.

We shall allow the Central Licencing Authority and/or any person authorized by him in that behalf to enter and
inspect the premises and to examine the process/procedure and documents in respect of any clinical trial
conducted by us.”

[F. No. X.11014/23/2021-DR]
ARADHANA PATNAIK, 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. 175(E), dated 09.03.2023.
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