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Overview

Based on ZAF and the
the review and approval

of clinical trial applications by the

and an accredited ethics
committee (EC) may be
conducted in parallel. The
applicant must notify each
reguiatory body of the other's

approval once it has been
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Overview

Per the NDPA-CT

the Nat

A)'s 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 Na:
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Overview

In accordance with the GRMRSA, the

s responsibie 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 assessmant includes ol cinical trials (Phases I-1V) and
bioequivalence/bioavallability studies. Per ZAF-23, the review and appeoval of clinical trial

appiications by SAMPRA and an accredited ethics committee (EC) may be conducted in paraliel
& states that the SAHPRA's Clinical Trial Unit (CTU) provides the legal framework for the

roview of clinical trials and bioequivalence studies for human part s 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 fo, the CTU is responsible
for the evaluation of clinical trial applications, cinical trial amendments, and adverse event reports

~
arising from a clinical trial,

e
Clinical Trial Review Process L

United States

& share

Last content review/update

January 5, 2024

Overview

As delineated in 21CFR56 and

12, institutional ethics
committee (EC) (institutional
review board (IRB) in the United
States (US)) review of the clinical
investigation may be conducted
in parallel with the

A)'s review of

the investigational new drug
application (IND). However, EC

approval must be obtained prior

Zimbabwe
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Overview

Per ZWE-GCP. parallel
submissions are encouraged
among the regulatory authorities.

which comprise the M

S
Z), and to the national ethics

committee (EC)—the Medical

How you can make the most
of your ClinRegs experience

« Compare up to 4 countries
side-by-side

* View on-page notifications
about recent changes to
country requirements

« Sign up for email
notifications about country
profile updates

* Provide feedback on
regulatory updates
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