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TMAZITW, EE T REROY ARSI ik
EHRRT D, MEREERA L, W7 o7 ki
el T, SHEEIIM 7 VT Hlk T, ICHO A7
ZHHAR (A FEFE,
Republic of India) Zxf4:12, EFRLFERRZ &
TG IRFRBR T AR T A OB ZITV, B
ICH E17 (EERIL[FVEER) , E8 (FRAER) 5
[E3i5) Laﬁﬁuéhﬁﬂif@%éﬂﬂ%h%k@
NADHIEZHOLNZT 5. AR T{ThitTn
%, ERRILFENEBRCEE S D AR T A2
TOEELMDONL R CERZEEL, FSCHER
BRIOMERE, AARTE S TWDiE#ED
W AAT ST Flz, AURIZEBITHMRCTHERED H
DA A A LTz,

— N — D

B. MFZE Tk

BB, RS, (R R L OB 21T
9, A FBURFBEBADNE R § 50 =7 Y A M bl
RIFHRIREL T, I TWADA R THEmS
LA R (WB5R) IZBE T 2 AR T A D
W, MRSty m— T 7 KD 9 SCRER 2 i
L7 . MRCT @ # K P iX, X E D
Clinicaltrial.gov D7 —&~X—2705, IEHL TV
54 EH 3 LU R O g PRFBR SR BT D
T, V=7 AN HDICHRAELT.

C. REEBE
1. AV RFIZBIPHEERBREZ P LELZERER
HHlOBVEDLY

2023 4, A RO N O 14 & 2,860 7 Nz i#
%, FEO 14 % 2,570 5 A% BRI, fit5 1 47&
7pol- R AN D OK 17.8% M1 R AEWHZE
2725, AR, AL IEHE, 1o8—L, 7—X
VL, EHIEANFAZ Y WHII AN T T 4 2,
IpUv—LEBEEAEL TS, B R IER K
%D 1947 4R, WEOFIAOMSI U, [H
IR T 7 FHEH THA. wHEIIALH i
E4TH=2—F)—T, AMEITE T —3E, I
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FELEAMGELL TV, L~ LTl b A
FREEL T, BT 41— GBSO HIVEE, TR
78 21 OFENREIETEDONDRE, £
R SERENH5. 2022 F04 H GDP 1% 3 Jk
3,851 {ER/LC, GDP ~X— ATl 2022 ££I1Z 5 fif
ol AR EEOEEZHE, 55 LoBIE
ASeY i

TREIZ, AURICBITOMRRBRE T.OE Lz E
B OBV E DV ZHRA LTk REefidil ¥
2.
1) 1940 #-~1970 FAX

AVRTIE, 1940 FIZHlES 7= Drugs and
Cosmetics Act (EE5h - LBt niL: DCA) D3 =
B O B A L, 1945 RITIEIHIC
and Cosmetics Rule (=35 - {LBE AR AL HI: DCR)
DHIESITZ 2. 194748 A 15 H DA RN
IS HN S H R A B 2 o AT H%,
BUffIE 1970 FRETENERLEEDF K,
FrFHEDOYUE, AR GO A PE, £ 1L T
HEESORREEIRETD2BORZH AL, 2
IZ&D, A RIETH SR Cled R IR AL AR 23220
ED—2L70, 2D A& DEIELLT 7EANR
] EL7z. #N2f%%, DCA & DCR (Zfkfe L Cff
&, A RO RSB O R L7272,
2) 1970 X ~2005 HF-tH

1970 4£21Z Indian Patent Act (> RRFFFIE) 23
Hill7E, 1972 HITHEATSH, ENOEIESAEFEDN
TERAL LTz, 2O, BEIR G OWE RT3
DT, BUERFTFOAEZRDDHHLDOTHY, A RD
TR ERKGPEEN DRI R T LB LT
1980 4=(Z1Z, Indian Council for Medical Research
(A REZIERF# S ICMR) 23 MR # %%t
LT DRI E T D BRI AL B T 55 )
DI FEIAEREL, 1988 1T, FRICEKR
% #1195 Schedule Y 73 DCR (2 A SHL7-.
1995 ££(Z, TRIPS CHIHYETA HED HE 5 B O
BT D 1) \ITIEA L, Fni i i & f AR R O
#-9-% I'product patent regime S5 R 7l £ | 235
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ANTBZECED, WS ORIESA A RITHEH
FTHIONTIp oz, £ D%, 2005 AT HK L B H
FHORFFRENRAIFNICROBNDLHITD,
ENETOINHEEDA—I— N =R V&
iz B HICBERGE D2 8IT TERLR o7
00, WyE R E S BEASH, fIET TR —
VBT HREEE T ERD LD DD, Ll
BUE, A NI RHER T — 2 Ot S AR
B RUE § 2 H OERRFEH 21372, AR
BRI X2 72 = R o 7 [ FE R SE 0D 78 B 2
Fel, EROEE~DT 7B AEMHRT HE0D
NG ERERF L TWD. ZEFED eI E K A
IZEoTUE, T —#REDRMD, AR TDA)
N—2arZETLIERNTHLEERHL T)D.
3) 2000 4*tH~2018 4t

2000 42, ICMR 235 A K71 "Ethical
Guidelines for Biomedical Research on Human
Participants” % %17 L, 2001 4£|Z (% Central
Drugs Standard Control Organization (CDSCO) 73
A R®D GCP 57 ARZ4>"Good Clinical Practices
for Clinical Research in India" Z%/TL7=. €D
#%, 2006 “-121%, ICMR # A K7 A > "Ethical
Guidelines for Biomedical Research on Human
Participants" 23tk sT S 417 0. £72, 2007 1
Clinical Trials Registry - India 235%32.340 8, iR
BRI KIEIZHINL 7=, Ll BRRERERIC T
DI HIDHNNCAE D ARG ANE, A2 74 —24
Rear 2 hORFIEE W7 MED L, %
BYESDIREND 2013 I TITRF R FER S —Rf
ARSIz, AR RIEE DT — 212858,
2015 £E) 5 2018 AEDRENC, FRAGBREEDIE
CEHFIEFE 130 fFiESTERY, K7 2018
FEITIL SA R DB AT S, 1 EEAE ] T
H 2 o7 9. 2017 HZIE ICMR HAR A
VS E W ETS4, "National Ethical Guidelines
for Biomedical and Health Research Involving
Human Participants" 23581 7417= 10,
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4) 2019 FE~HILE

2015 FLLBEIZ BT DA RO BE IR IR BRI B
THFERFRPORRRT, MEAESE T - EE
IR H G (SAE) IZX DB ICE P LT,
T, A v REURAS 2019 128 LWERI A
MAT9 5 & ST DO—2Th 7o 7.

2019 4, />R CiL New Drugs and Clinical
Trials (NDCT) HLHIZMH ESH D, Tmv2n8E
HYbEA, FEDOERMDILRS . 202343 A
(21X NDCT BN S ES AL, FES) K O MR
ORER S5 BD ANTTIAR, NI T T
v, BERA Y a— T VT EOIEB S
FOEMAEORER F k) NEASh . £z,
2024 4= 8 HZ, Drugs Controller General of India
(DCGI) 1%, B ~DHFNRFIED T 78 A%
DT %7212, Rule 101 1ZF:5%, P B
[ 3K L RO TR - - MR TR B L e R D R 3K
(ZOWT, HE6 VE CKIE, EU, &E, AA, &
—ZANZUT, FH) THABINEIELDOEN
i PR 3R D 7 B D $I K (Expanded  Waiver for
Local Trial in India) 21 E L7 1. 7235, 2025 4F
3 HREFRT, Fox OFATIE, [EWNERRRER
G R A S T CHEBRIOKFE SV [ 3R AL I
ARSIV TUNRWN 1), 202541 H 16 H MW K& T2
H 6 H @ Subject Expert Committee, SEC
(Oncology) 12T, ZDOHIEZFIH LA REN
TOHEMARRBRGERIC DWW TEISE S eS T
5.

F72, 20244-9 H, NDCT HHIDO S EAFEFRE
7= (2025 4 4 A 1 BIZHE{T TREESITUVADS,
20254 4 H 4 HIRESCTHRIATIZMERR L TUvau).
Z DOk IE T, Clinical Research Organizations
(CRO) \ZkF T 2 o e B A S 8 A STz
16), $£7=, 2024 5 9 H 2, Draft Guideline on GCP
MIATSIZ . KITARTA UL, OA 7+
— AR ar b O R ALIEsa 2R~ DELE,
QMM ELAFFREH, QAR —/h
BETEMOBEGSEE=XI T, T —H5%E4E



PELCEEH, ®U 2T /Herbal Remedies and
Medicinal Plants/&#HiE G/ = ok o Bl i
HARTAL NI TND. KHART A DFn
REUAHER L LU T, RREZITIRM L.

2. AFERRABRICEE 4 2#H) 182D

BUE, A NIZBITDERRBROEE, 7K
A ZH Y586 /KL CDSCO Thb.
NDCT #LHI (2019) ® BLE (Z4E vy, DCGI 73
CDSCO ##ifhL, MRk D FZhizr vl Off 5,

IRFER Tl 9% = 3K dh D Ik 52 36 L OV A oD
Ml 22 L C\\5. CDSCO (% Ministry of
Health & Family Welfare, MOHFW (1> R«
FREW AL ) D Directorate General of Health
Services, DGHS (frfid 7)) O F TiElE S TUND.
CDSCO FHr 3D 7KFR, B KRB D Fh, EHE
i JEYEDFENL, B A RIS O SE O, JEY
FOBE ORMEZITV, F-EH G ORI, ik
78, Tl 3 oM DT A AFEAT 2 R Dl
A LT,

The Drugs and Cosmetics Act, DCA (1940) X
" The Drugs and Cosmetics Rules, DCR (1945) (Z
X%& 2, Drug Technical Advisory Board (DTAB)
& Drug Consultative Committee (DCC) 73 DCGI
B %2175 & &7 5> TV 5b . Medicines
Regulation: Regulatory Systems in India(2017) (Z
FoL 2, HFEETHS DTAB I, HEMIZETS
BT 22 RIS R O B2 DW T, 1R BURF
SINBURFIZBY S+ 28 B 2 TR S T
%. F-EFE S THD DCC 1T IBUF &M B
DI B 2 TS, AR THEY)
LB E D e BTSN D LI, FRBUFE
MBI, 3L DTAB I[ZBE 2795281785 TC
V%, F7=, Subject Expert Committees (SEC) I

*}J
e 5

PR SN RRBR H 35 3, TRBRE (T Al
’fEﬂi%ﬁ BLOWIZE protocol DA ZHH Y95

IR AR T M F TH RS h T,

512, DCGI FMEITSLT, BB IO
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TR 72 34 B 0 [ RE A FEA 3 2 7- 9 12, BEE
D EEMETS 1 S EOEMFEREESE
THEMZE TN — TR TELZENHESNT
5. CDSCO @ SEC #F9ix
New Drug (IND) #2273l 35 7- DD B
AL TND.

, Investigational

3. NDCT #iHl 2019 iz2vT W

'New Drugs and Clinical Trials Rules(NDCT
AN, 2019 11, A2 RIZET 207 3B 38 LG R
AR OB 2 RIBICE P EL, ML EDHT
LA HNELT 2019 4 3 AlCHifTSiz. 72
KL TRLOMEYTHS. IHFHIE, NDCT #HlD
iz Table 1 (2R L7z ). F72, AU RIZEBITH
NDCT #Ull&, KE, EU (281 DGR HERIZ AR
DDA L% Table 2 (Z/RL7Z 2.
1) AR aERORE LEFEHAMED M
OFA WO

B PR SR 0D 7K 3R 5
MEIZED DI,
A FENTHRIESNDEREMIZOVNTIZ30 A
LI,
MRS CRAR ST EEIC OV 90 A L)LV\?

ZOHIRWNIZ BN RWGE, B
RRENTZH D EAH72Zi% (Deemed approval) ]
LV HENRGEOBLENS T DAL,
QKGR 7 = AD T Al Retk & B M

LAY Jm & o FfT A % ( presubmission
meeting) DO 23Z T HAv, HLHIFREE O 11 7]
REME ST A B LTz,
-e-labeling DE A FHrOR G EHREA LT A
THEFRTES e-labeling D HEE
2)  FRPREER D L BRI HED5RAL
Ofw#ZE B4 (Ethics Committee: EC) D& L
e Rk B AL

B B OWERL, BERE, Bk, BLUOHME
(ZBIT B FERICRIES NI, ZEEDAV
I, ERBARE TS TR, RS PO

L9258 A T 23 1
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HAZL K TTRONRELEZENDLIENEE
b,
QWA DL L HE

ERAR R TR E NMEEE ARG,
BEH L TR ESNTZERE D RHE IO
.
< BB RO AR M A B D 356 D Ml 18 T foe & 3 W e
bz,
GRS TS, BEHEP AR THL LS
I, MU AREERIED WA, HRBRAE ~ D HH
FEAt (Post-trial access) 23 HES 7.
@7 T Iy VEHIRRR D TE R LHLE

KPP RN FEH T2, 3 CTILRRSN
T ESE S OFUVEIE, & 5/8, HE, #E
Z A& U7 BR AR (R O RE IR ERIR) 12D
THFEMZRHLE DR T D,
ONAFAT VB L ORI TR O TE 5%

= 38 bt D il R 5Bk LAAL O N [ % kb G & L7
Jeb, A FEZEDER#S (ICMR) (28> TRIE
SN RELA AR TANGE DR LS.
ek, AARK AU NIZBITHIRBRICET Db
% Table 3 ([2F& 7.
3) [ENBHFE DIELE L REE D & FE 5 ~DELE.
OB HEG R FABR O F bR

FEOECKE, £E, A, =77,
T A, BN CREICAGR - IRFES L TIY,
HRRTPHEOLEELRAFEFEIRESN T
PRVNEERIZ DN, A RENTOREERBRO
BRI B DGR FF AT SN G E D DD.
FRIZ, B9 R 35, AR - M e va i Y
bh, N Ty ZRECE S AETEE, ERHBY
DFHE, BUTAEETEHE L0 R IE ISR L7287 38
MXIGEL72%.
@/ VP97 Fi =3 5L (Orphan Drugs) O & 5 S B8

ARENT 50 5 AU TOREENRETD
EF A AR HER ML TERSH,
IRFBRE A3 bR, iR RGR O BLE R T
bz,
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@#HTHE (New drug) D & 75 & 1

it ¥ B & @ & 3 5 ( Phytopharmaceutical
Drugs) (2 OWTHHTTZIC BRI, JoimiaiEEEd
GBIV IRFEIER T, FITHEE ) A3 IR
LB % Central Licensing Authority (2157458 H
5 4 FETHLNY, Bk - e RHELH], Novel
drug delivery system (NDDS), V27 J >, r-DNA
HORE . AERE A, £/ 7a—F L HUR,
AR - B IR R S E X R A el D
— RO W T HF IO SR b Adesnb 2 &
Lot

4. AURITBITHERESORERRRO FH 102
AURIZB T DERR RO 3 TR Tt

DBV THD. A > N CHIRMIEZ EfT 55

1%, WFZESINGE Z2848%3 D ailc Clinical Trials

Registry - India [IZFRPEERT D Z & BE|EOIUT

ST\ 5. J#H, 1)2°5 5)ETH 3-5 7 H DOH

a2 5.

1) SUGAM 7R—4 /L% i@ L C CDSCO (ZHI55 T 5.
SUGAM &by X —GETHhnnRd 0, fifi
H LW EWRTHD. SUGAM R—4 LT,
CDSCO ML T2 e TN F U AV AT L TH
v, EEM AP IZBE T 28k 2 2 HHI 7 e
AD Z D ENERI2A L TA T TN T — Lk
LChRET 5.

O SUGAM R—F /L DA T A — DT EFIH
ZE AL, BELRARNHEREF LT vy m—R
3%. CDSCO A7 4AIZ ID, HFHFEH, (E7T
DO/~—Rat’ —z4E L, CDSCO DKFETF
b, n7 A RAEE A TS,

@ SUGAM "R—& iz AL, AR5
FFATHEEE CT-04 OFEAZITV, ERARRER
FhiFtEEEOMLEEHOT v 7 a1 —R L
HE179.

2) CDSCO THEAENTHOID (FEN B = 3 i
30 H, ZMDfthfe K 90 H).

O WIHFEA :CDSCO M EIZ L2 g EIED



SERMETF v,

@ FHOER: FREREEL W sh 54,
CDSCO #H Y BN MO EM L, 2%
Subject Expert Committee (SEC) %% B
RCRETHFEAZERTS.

@ SEC (2X% Technical Review: 6-8 4 MO3KFH
FHENERIERTE, EFRGARE
o P K O T — 22 G T IE

IRFBR T — 2 OFEM72 7 AT

o TKFRDIZDIZAR Y =D DI S Dl
IRFER T — 2 (55 | FH~5 IV #H)

« DCGI ’iﬂ“é %ﬁ%ﬁi@ﬁﬁf%ﬁ%ﬁ@%
i \ZBAT kR & Ao i T TV — DR SR
Eyﬂﬁioi()\ﬂﬁ =5

v U752 r-DNA HEG A ST L

FRIB IO PRI RO FryE

[E] BR AL [FRER

ERNTHD TEASIDS 2 fiEL Lo

FEHI DA A

KR BEER AT | RS D2 T

IZ MOHFW $ L<IZ DCGI DFE R.EL T

HFEOYE & LELETDEOMDEL

fiir A I

(SEC KV HIFshIZBEA, zd—"wf—

Technical Committee |2 X201 IN5EE4 BT
&5.)

@ CDSCO (Zd5 The Chemistry, Manufacturing,
and Controls (CMC)7 — ¥4t

® FEERRB LUK T —2F A FERR B LD
BRRT — 2 BT DR EE, T EhoH
F#Z 823 (SEC) Llihak D L TITbis.

® MBI A EIC 31T 5 YA D H
PRI B SIS

@ EC 7KGBOHERE:CDSCO I, % S Miaak 23
VT protocol IZHE~T- i EEZ B 2 OGRS
Y A QYN 2 (T A R

v EC OFAGEF 4-6 W, HBEIcLo
Tl 2-3 5 H»72%). CDSCO %E&gﬁ
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fTLUCEMSND. B4 i &

FHIREDOFREZIT.

EC OA&GE. KRR D 155 2% H LINIC

EC 7 DCGI (ZilH195) .

Hallrioo EC KGR A155. sl

EC 22054, 50km LLINIZH DB D

BRI EC 2 HkRESS.

DCGI ki & iklp sk C EC Kil%

542,

DCGI 7% SEC DS I SRk Ea T

3) #5 kB s% C Ethics Committee, EC (ff FEZE B
&) DERBEGD. (PRI ARSI
5)

4) K

2N

RFERBALARTIZ, ICMR @ Clinical Trials
India (CTRI) (EfARFERL 2 ARY)
(https://ctri.nic.in/Clinicaltrials/login.php) (Z %%
5. BAIOBNNE 28 DRI, CTRI
(SRR A B G DN DD,
BINENOAL T H— LR 3B NG5,
ARRBROZINE 2B NOFRmICELAM 7
F— LR N RITGD NN DD.
AT H—LR artvrh FabAdt—T 4
FEV 27V (AV) fLdklE, CFEICKDRLERE
T, DCGIHZ &> TARSNIZ T~ TO R
BIRER CULETHY, BRIRMFEER BT
L5570 2 INFE LG5 TRWSINFE O 5%
HREL TV, UL, 2019 4FIZekiESH,
oy HE GO IKRBRIC T D lfa85705
NN KRR Z DT,

Registry —

5)

5. FRRFER B 3E (Bl X RO Ag) 1. 19).24)-26)
1RBRIK (IND) DAGE 7 aEAD —EELT,
CDSCO D Thsd DCGI (T H LT it
RWERIX, PO, RRO7 2 —X, [E3K
mn BRI 7 mE AD R, BIOVEITHABRO A
BINC L - TS, MBELEINDAREMEDHHIE
WA, L FOUANMIGE#E L (UL FoAHE
%, BEICLo TUI TR TEMERET IR EIT 2],
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1)

2)

3)
4)
5)

6)

7)

8)

9

10)

11)

12)

13)
14)

15)
16)
17)

Form CT-04 for clinical trial application [
IRFRER R E5H 7 4+— 2 CT-04

Treasury Challan receipt demonstrating
payment of corresponding fee or transaction
ID FHCEEIZITEA] 1D OSFANEFER 7
% Treasury Challan L3 —F

Chemical and pharmaceutical information {t.
ESSENONVSE SUiE

Animal pharmacology data B4 38 55— %
Animal toxicology data E#) it 7 —#
Human clinical pharmacology data b i b 3
T —X

Active ingredient information (for INDs and
global clinical trials (GCTs)) A %0 1%
(IND BILOE B RS (GCT) Al
Formulation data (for INDs and GCTs) il
7 —#(IND BLOGCT H)

Therapeutic class (for INDs and GCTs) &%
77 Z(IND 5L GCT H)

Regulatory status in India and in other
countries >R 3 KO [ENZ I 1T 2B HHK
L

Proposed study status in other participating
countries and any approvals, withdrawals,

discontinuation of approval, etc. (for GCTs)

DS NNENZ IS 1T 5 FBRET ERR DL KGR
fEl, AGRH 1% (GCT DAY
Affidavit stating study has not been

discontinued in any country (for GCTs) &' ®

E‘(“%ﬁi%ﬁﬁﬁfﬂﬁ:é%@\fm\$ﬂ%§?£ﬁ
L EEMRE (GCT LG

Prescribing information %L J7 7 #

Testing protocol(s) for quality control testing

A B BRERBR OO 7260 O RBR i

Clinical study protocol [i A a5k 5t &1

Dosage form Fi%- H &

Justification and schematic diagram/flow
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18)

19)

20)

21)

22)

23)

24)

25)

26)

chart proposed study and design (for INDs
and GCT)fE RINT-HB K RNT 1
(IND JUF GCT Do fy) D IE M K& UM
X7 1 —Fp—h
Number of patients globally (for GCTs) and
number of patients to be enrolled from India
(for INDs and GCTs) a1t BHE % (GCT
e ) RO R b B gk 2 B
(IND &Y GCT DA)
Details of all sites selected and assessment for
suitability of sites and investigators (with
contact details)i3& E SAL7- B fiak OFERM, i

RIS LONRBRIE AT 1= Al oD i ME R A (EE A S
OFES i s i)
EC registration status of the selected sites i3
TESIT sk D EC B g

Relevance of study, investigational drug, or
any specific study aspects to the health care
needs of India > RDEFF=— LBk,
TRERIE | F72 I3 E ORI 1 & o B E
Innovation vis-a-vis existing therapeutic
options BEAFDIR LTI D 508
Unmet medical need in the country (as
applicable) ENIZEITDT L AV AT 4 H
S ==X (LT D)
Any India-specific safety/dosage
concerns/investigational tests to be done 1>~
NRsA OZ M &2 T 2R S F /5
Jii 9~ &R
Clinical study reports should be submitted per
the International Council for Harmonisation
(ICH) Common Technical Document (CTD)
RakBR & &, ICH OaEr - T7=0
/I/-l*ﬂF:L)(‘/}\(CTD) (> TR 52 L.
Protocol safety measures per toxicological
studies; early clinical studies, approved
product insert for marketed product, and

published literature % 5 B R ER = & D



protocol ZZAxE R, WG IR AER, AR
Fi R L TNAT SO, AFRSHUZSCHR
Investigator’s Brochure (IB) JRBRFEA 2
Investigational Medicinal Products Dossier
(IMPD) (for (GCTs)) i Bi 3K #f 2 &
(IMPD) (GCT O¥54)

29) Affidavit stating the IB information is correct
and based on facts (for GCTs) IB & #/3 IE A
THRECESHNTVWIEOEZEMRE
(GCT DG4

Source of bulk drugs (for INDs) JR3ED Hip
(IND D5E)

Treasury Challan with Application for Grant

27)
28)

30)

31)

of License to Import New Drug or
Investigational New Drug for Clinical Trial or
Bioavailability or Bioequivalence Study or for
Examination, Test and Analysis (CT-16) (for
GCTs) i K &/ B & L < X
Bioavailability/Bioequivalence #XBR LUy
B (CT-16) D7=sd DT E I TTRBIL O
AFFATHGEELIRT LI AEEE (GCT M)
Sponsor authorization letter (for GCTs) AR
Y —0IKEEE (GCT D A)

Details of biological

32)

33) specimens to be
exported and the online application for export
no objection certificate (NOC) for biological
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