GCT DIVISION - PROCESSING OF FORM CT-04 APPLICATIONS

(As per NDCT Rules, 2019)

CDSCO 1. APPLICATION RECEIVED
CENTRAL DRUGS STANDARD THROUGH SUGAM PORTAL
CONTROL ORGANISATION E * =1
MINISTRY OF HEALTH & ™
FAMILY WELFARE i 2. PRELIMINARY REVIEW
L J
|
v v Periodic Progress
i ) By Reports
3A. SCIENTIFIC & REGULATORY 3B.SUBJECTEXPERT | | —™
REVIEW BY GCT DIVISION COMMITTEE (SEC)
» Administrative & Protocol Review DELIBERATION Protocol Amendment
* Pharmaceutical (CMC) Review + Review of non clinical and
. Nt?n:::linicatlﬂeview e L | e
b El'n"':al Re""c‘:w . = Risk-Benefit A.sseswnent IE-I Site Addition /
; N Y ) * Recommendations ) SUBSEQUENT DELIBERATION / Deletion
| 3 | RE-DELIBERATION BY SEC o e
4. QUERY ISSUED THROUGH SUGAM PORTAL W sy _‘ 7A. ADDITIONAL DATA SOUGHT BY SEC ) e PI Change
@ Consolidated queries based on GCT Division review | | IFSEC requires additional data/clarifications,
M and SEC recommendations are communicated | queries are raised through SUGAM portal, | | | — T
through SUGAM portal. 5 T g IB/ICF/CRF
¥ | v < Revisions
b | | 7B.APPLICANT SUBMITS ADDITIONAL DATA | | | ===--=smmmmmmmommmm e
5. APPLICANT RESPONSE SUBMITTED | || Rapcioatiaitset thmih SUGAT ot
THROUGH SUGAM PORTAL | & - DSUR Submission
k ¥ . 2 T (e el el
i ) 7C. REVIEW BY GCT DIVISION -
6. REVIEW OF RESPONSE | Additional data is reviewed by % Clinical Study
BY GCT DIVISION GCT Division. Q Report (CSR)
L A A
APPROVAL REJECTION 7D. RE-DELIBERATION BY SEC @ ﬁgg?':“lce ‘;g:'g
Permission isstied 10 the | emmm— 7. DECISION — Proposals rejetted and .‘.-:. 1 SEC re-deliberates on the additional data. Hess
applicant in Form CT-06 masmurﬁcommmcaheﬁ | Recommendations communicated. \ A
through SUGAM portal. :’Ug:fi';ﬂ;‘ through | - - _ &

i o Note: All communications with the applicant are carried out via SUGAM portal only.




