F.No.08-13/2025-Misc.-GCP (PS)
Government of Pakistan
Drug Regulatory Authority of Pakistan

Pharmacy Services Division
dokokok ok

Islamabad, 18% March 2026.

Subject: NOTIFICATION OF RISK-BASED GCP INSPECTION SCHEDULE (MARCH-
2026-MARCH-2027 FOR ROUTINE GCP INSPECTIONS (PROTOCOL

SPECIFIC). F. NO.08-13/2025-Misc.-GCP (PS)

Reference to the “Guidelines for Conduct & Reporting of GCP Inspection”, Risk-Based
GCP Inspection Plan from March-2026 to March-2027 was prepared and Risk-Based GCP
Inspections planned to be conducted as per the following schedule:

GCP
Risk- Inspe Tentative
Trial Trial Acronym PhasF of Based cti'on' Trial Schedule of
Reg: #. Trial Priori Status GCP .. .|
- ' Score : ; . g
ty as Inspection
Risk :
CT-0081 Mom-Care Phase-III 20 Low Ongoing Mar-26
CT-0085 |- SHIPPS Phase-1V 20 Low Ongoing Mar-26 . -
CT-0051.|. = . .BCD-201 Phase-111 24 Low Ongoing | ~ Apr-26
~€T-0069 BCD-263 Phase-II1 23 Low Ongoing Apr-26
 CT-0061 ESPRESSO Phase-11 22 Low Ongoing Apr-26 .
CT-0028 MSF-Leishmaniasis Phase-1V 20 Low Ongoing Apr-26 ’
CT-0030 ACT-South Asia Phase-1V 20 Low Ongoing Apf—26
CT-0041 Action-III Phase-1V 20 Low Ongoing Apr-26
CT-0083 Eclipse-I Phase-111 20 Low | Ongoing Apr-26
CT-0064 | HEP C-AKUH Phase-1V 19 Low Ongoing Apr-26
- CT-0086 CaMMS Phase-III 19 Low Ongoing May-26 ;
CT-0072 Priority Trial-AKUH Phase-III 18 Low Ongoing May-26
CT-0076 Revive-CGH Phase-III 18 Low Ongoing Jun-26
| CT-0080 RDT-HCV Phase-1V 16 Low Ongoing Jun-26
CT-0074 BCD-264 Phase-III 25 Muf:] Ongoing Jul-26
CT-0079 | BCD-248-2/FLAMMINGO Phase-II 25 I\gf:l Ongoing Jul-26
B Medi : =
CT-0094 BENITO Study Phase-III 25 e Ongoing Aug-26
| CT-0073 AKUH-GCSF Phase-II 23 Low Ongoing Aug-26
CT-0058 “ Hecolin Phase-II 21 Low | Ongoing Aug-26
CT-0075 I'm Women Phase-111 23 Low Ongoing Sep-26
| CT-0082 Eclipse-111 Phase-II 23 Low Ongoing Sep-26

Page 1 of 2



CT-0087

Low-INR Phase-III 23 Low | Ongoing Oct-26 |
CT-0089 AZURE-1 Phase-IIb 23 Low Ongoing Oct-26
CT-0091 Verorab Phase-II 23 Low Ongoing Nov-26
- L CT-0100 Chlorine E6 Gel Phase-I1I 23 Low Ongoing Nov-26 |
SR Atea-(BEM/RZR) Vs . b
- ?CT-0090 (SOF/VEL) Phase-I11 22 Low Ongoing Dec-26 :
CT-0095 AZURE-4 Phase-III 22 Low Ongoing Dec-26
CT-0101 Verorab-Post Phase-III 22 Low Ongoing Jan-27
CT-0102 Verorab-Pre Phase-III 2 Low | Ongoing Jan27 |
CT-0092 | RIC-Mechanical Heart Valve | Phase-III 21 Low | Ongoing Feb-27 |
CT-0093 NeoSepl Phase-11I/IV 21 Low Ongoing Feb-27
. 1. CT-0088 VES818 Phase-I11 20 Low Ongoing Mar-27
CT-0099 | Propranolol-Colon cancer Phase-I11 20 Low Ongoing Mar-27 |
en00g - e Quegn JHQQ) | ey | 14 | Low | Ongeing Mar-27
Granules

2. The inspection letter with details regarding inspection panel and finalized schedule (date
and time) of inspection will be issued separately. :

Copy for information to: -

Drug Regulatory Authority of Pakistan.

i Deputy Director (CR-I), (CR-II) & (CR-III).

il. Principal Investigator and respective CRO of the subject trial(s).

ii. Office file.
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