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Kenya
Timeline of Review

Last content review/update: August

29, 2025
Overview

Based on the CTRules and the G-
KenyaCT, the Pharmacy and
Poisons Board (PPB]'s review and
approval of an application to conduct
a clinical trial is dependent upon

obtaining ethics approval from a

committee (EC). Therefore, the PPB

and EC reviews may not be
conducted in parallel. In addition, the
STl-Act and KEN-31 specify that all

Peru

Last content review/update: August

14, 2025
Overview

Based on Decree021-2017, Res665-
2019 (amending Decree021-2017),
the INS-CTManual, and Res252-
2022 (amending the INS-CTManual),
the INS's review and approval of an
application to conduct a clinical trial
is dependent upon obtaining ethics
committee (EC) (El Comite
Institucional de Etica en
Investigacion (CIED)) approval from
an INS-accredited EC. Therefore, the
INS and EC reviews may not be

conducted in parallel.
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Thailand

X share

Last content review/update: August

27,2025

Overview

ClinlmprtOrdr specifies that a drug
import license application for clinical
research purposes is submitted to
the Thai Food and Drug
Administration (Thai FDA) after the
research project and all the research
sites have been approved by the
ethics committee (EC), or in parallel,
pending review by at least one (1)
EC invalved in the study. Per
ClinSampleProd and DrugProdRegs,
the application to produce drug

samples for the registration of drug
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United States
& Comment || Print this section

Last content review/update: May 20,

2025
Overview

As delineated in 21CFR56 and
21CFR312, institutional ethics
commitiee (EC) (insfitutianal review
board (IRB) in the United States
(US)) review of the clinical
investigation may be conducted in
parallel with the Food & Drug
Administration (FDAJ's review of the
investigational new drug application
(IND). However, EC approval must
be obtained prior to the sponsar
being permitted to initiate the clinical

trial
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Last content review/updats: August 29, 2025
Overview

In accordance with the PPA, the CTRules, the G-KenyaCT, and KEN-21, Kenya's Pharmacy and Poisons Board
FPB), together with its Expert Committes on Clinical Trials (ECCT), is responsible for reviewing, evaluating, and
approving applications for clinical trials using registered o unreglstersd investigational products (IPs). The G
KenyaCT specifies that the scope of the PPB's assessment includes all clinical trials (Phases I-1V). As delineated in
the CTRules, the G-KenyaCT, and KEN-21, the PPB review and approval process may not be conducted in parallel
with the ethics committes (EC) review. Rather, EC approval must be obtained prior to applying for PPB approval
As delineated in the STI-Act and G-ECBiomedRes, the principal investigator or the head of a research institution
must obtain a favorable opinion from an EC accredited by the National Commission for Science, Technology and

Innovation (NACOSTI) and a NACOSTI research license prior to initialing a study.
Clinical Trial Review Process
Pharmacy and Poisons Board

Per the CTRules and the G-KenyaCT, the PPB, through the ECCT, communicates the decision to approve, request

additional infermation, or reject the application to the sponsor or the representative in writing within 30 working
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