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Initiation, Agreements & Registration

In accordance with the GRMRSA, the South African Health Products Regulatory Authority (SAHPRA) is responsible

for reviewing and approving all clinical trial applications for an unregistered medicine, and for any new indication or
dosage regimen of a registered medicine. The scope of the SAHPRA's assessment includes all clinical trials (Phases
1-IV) and bioequivalence/bioavailability studies. Per ZAF-23, the review and approval of clinical trial applications by

SAHPRA and an accredited ethics committee (EC) may be conducted in parallel.

ZAF-36 states that the SAHPRA's Clinical Trial Unit (CTU) provides the legal framework for the review of clinical

trials and bioequivalence studies for human participants and recommends approval of the conduct of clinical trials.
The unit also authorizes the importation of unregistered medicines for the purpose of conducting clinical trials. As per
G-Genlnfo, the CTU is responsible for the evaluation of clinical trial applications, clinical trial amendments, and

adverse event reports arising from a clinical trial.
Clinical Trial Review Process

Per ZAF-36, the CTU of SAHPRA receives, processes, and evaluates clinical trial applications and any subsequent

amendments for approval to conduct a study within South Africa. Researchers must submit a completed application

Overview

Based on ZAF-23 and the SA-GCPs,
the review and approval of clinical
trial applications by the South African
Health Products Regulatory Authority
(SAHPRA) and an accredited ethics
committee (EC) may be conducted in
parallel. The applicant must notify
each regulatory body of the other’s

approval once it has been received.
Regulatory Authority Approval

In general, per ZAF-36, SAHPRA's
Clinical Trial Unit (CTU) aims to

Overview

Per the NDPA-CTReg and UGA-20,
the National Drug Authority (NDA)'s

Overview

As delineated in 21CFR56 and
21CFR312, institutional ethics

review and approval of a clinical trial
application are dependent upon the
applicant submitting proof in the
application of institutional ethics
committee (EC) (research ethics
committee (REC) in Uganda)
approval and a research permit from
the Uganda National Council for
Science and Technology (UNCST).

UGA-33 further notes that for clinical

trials involving human participants,

committee (EC) (institutional review
board (IRB) in the United States
(US)) review of the clinical
investigation may be conducted in

parallel with the Food & Drug

Overview

Per ZWE-GCP, parallel submissions
are encouraged among the
regulatory authorities, which
comprise the Medicines Control
Authority of Zimbabwe (MCAZ), the
National Biotechnology Authority of
Zimbabwe (NBA), and the Research

Administration (FDA)'s review of the
investigational new drug application
(IND). However, EC approval must
be obtained prior to the sponsor
being permitted to initiate the clinical

trial.

Council of Zimbabwe (RCZ), and to
the national ethics committee (EC)—

the Medical Research Council of

Zimbabwe (MRCZ). Howeveras |

indicated in ProcForeignReg,
approval by the MRCZ is a
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