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Medicines and Related
Substances Act (Act 101 of 1965)

e 14. Prohibition on the sale of medicines, medical
devices or IVDs which are subject to registration and
are not registered.—

(1) Save as provided in this section or sections 21 and
22A, no person shall sell any medicine, medical device
or IVD which is subject to registration by virtue of a
declaration published in terms of subsection (2) unless
It Is registered.

e (2) (a) The Authority may from time to time determine
that a medicine, medical device or IVD, or class or
category of medicine, medical device or IVD or part of
any class or category of medicine, medical devices or
IVDs mentioned in the declaration, shall be subject to
registration in terms of this Act.




Implications

 All category A medicines (human use, apart from
complementary medicines; including biological
medicines) have been the subject of a “call-up
notice”, so have to be registered before they can be
sold.

* Section 21 allows for access to unregistered
medicines for individual patients or in clinical trials.
Some provisions for “bulk” approvals (e.g. out of
stock; emergency use of colistin and ivermectin).
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Assessment focuses on:
* Quality

e How is the medicine made and how will quality be assured
during production and distribution?

o Safety

e Are the expected adverse effects proportional to the
proposed use? Pregnancy/lactation?

 How will further data on safety be gathered? Adverse events
following immunisation (AEFI)? Risk management plan?

 How will access be controlled (scheduling)?
 Efficacy
* Does the medicine achieve its proposed purpose (in
preventing or treating a disease or symptom)?

e Are there important differences in effect between patient
groups (age/sex/co-morbidities/other medicines)



Who does the assessment and who
makes the decision?

Internal screening

External evaluator/advisory committee member review
(primary)

Peer review (secondary), with the possibility of committee
discussion

Recommendation to the Authority
Final decision is taken by the Authority (CEO + staff)

—

Certificate of registration + conditions + PI/PIL

Single exit price (if sold to the private sector) set by the

manufacturer/importer; recorded in the Medicines Price

II?/Iegli_]s.try; subject to annual maximum SEP adjustment by the
0



The possibility of reliance

e 2B. Functions of Authority.—
(2) The Authority may—
(a) liaise with any other regulatory authority or institution
and may, without limiting the generality of this power,
require the necessary information from, exchange

information with and receive information from any such
authority or institution in respect of —

(i) matters of common interest; or

(ii) a specific investigation; and

(b) enter into agreements to cooperate with any
regulatory authority in order to achieve the objects of
this Act.



Specific biological medicine issues

e Batch-by-batch testing at the National Control
Laboratory for Biological Products (UFS)

e Applied to all current vaccines
e Possibility of reliance options

* Genetically Modified Organisms Act (Act 15 of
1997), in the case of adenovirus-vectored vaccines



A new option: “rolling reviews”

What is a rolling review?

A rolling review is a requlatory tool that EMA uses to speed up the assessment of a promising medicine or
vaccine during a public health emergency. Normally, all data on a medicine’s effectiveness, safety and quality
and all required documents must be submitted at the start of the evaluation in a formal application for

become available from ongoing studies, before a formal application is submitted. Once the CHMP decides that
sufficient data are available, the formal application can be submitted by the company. By reviewing the data

can be authorised.

During the rolling review, and throughout the pandemic, EMA and its scientific committees are supported by
the COVID-19 EMA pandemic task force (COVID-ETF). This group brings together experts from across the
European medicines regulatory network to advise on the development, authorisation and safety monitoring of
medicines and vaccines for COVID-19 and facilitate quick and coordinated regulatory action.

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH



http://www.icmra.info/drupal/en/covid-19/vaccines_confidence_statement_for_hcps
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ICMRA statement for healthcare professionals: How Recent content
COVID-19 vaccines will be regulated for safety and
effectiveness
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SARS-CoV-2 vaccine development
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