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Outline
 The curious case of the persistent and 

untouchable “secrecy” clause
 International trends
 The particular demands of SAHPRA
The role of “advisory” committees

 A way forward
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Many post-apartheid amendments 
 Medicines and Related Substances Control Amendment Act 

(Act 90 of 1997)

 [South African Medicines and Medical Devices Regulatory Authority 
Act (Act 132 of 1998)]

 Medicines and Related Substances Amendment Act 
(Act  59 of 2002)

 Medicines and Related Substances Amendment Act 
(Act 72 of 2008)

 Medicines and Related Substances Amendment Act 
(Act 14 of 2015)
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PMA court action



But, one section has remained 
as-is, untouched ….
“34. Preservation of secrecy.—No person shall, except for the 
purpose of the exercise of his powers or the performance of his 
functions under this Act, or for the purpose of legal proceedings under 
this Act, or when required to do so by any competent court or under 
any law, or with the written authority of the Director-General, disclose to 
any other person any information acquired by him in the exercise of his 
powers or the performance of his functions under this Act and relating 
to the business or affairs of any person, or use such information for 
self-gain or for the benefit of his employer.”
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The impact ..

SAPRAA August 2017 5

“reveal NOTHING and 
that way you can 
“NEVER be wrong …”



The post-1996 imperative
“32. Access to information.-
(1) Everyone has the right of access to -
(a) any information held by the state; and
(b) any information that is held by another person and that 
is required for the exercise or protection of any rights.
(2) National legislation must be enacted to give effect to 
this right, and may provide for reasonable measures to 
alleviate the administrative and financial burden on the 
state.”
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CONSTITUTION OF THE REPUBLIC OF SOUTH AFRICA
ACT NO. 108 OF 1996



But, there are limitations
“36(1) The rights in the Bill of Rights may be limited only in 
terms of law of general application to the extent that the 
limitation is reasonable and justifiable in an open and 
democratic society based on human dignity, equality and 
freedom, taking into account all relevant factors, including -
(a) the nature of the right;
(b) the importance of the purpose of the limitation;
(c) the nature and extent of the limitation;
(d) the relation between the limitation and its purpose; and
(e) less restrictive means to achieve the purpose.”

SAPRAA August 2017 7



National legislation
 Promotion of Access to Information Act 

(Act 2 of 2000)
 Balanced by chapter 4: Grounds for 

refusal of access to records, including
Section 36 “Mandatory protection of 

commercial information of third party”
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International standards
 Article 39 of the World Trade 

Organization’s Agreement on Trade-
Related Aspects Intellectual Property 
Rights (TRIPS)
NMRA is under an obligation to protect 

undisclosed trial data against “unfair 
commercial use”, “except where necessary to 
protect the public”
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The African Union Model Law on Medical 
Products Regulation
 Article 34
“1) No person shall disclose to any other person or institution any 
information acquired by him in the exercise of his powers or the 
performance of his functions under this Law and relating to the 
business or affairs of any person, or use such information for self-gain 
or the benefit of his employer
A person may be permitted to disclose information:-
a) for the purpose of the exercise of his powers or the performance of 
his functions under this law with the written authority of the 
agency/authority”
b) when required to do so by any competent court or under any law, or
c) if it is in the public interest.”
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The US position
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Blueprint for Transparency at the US FDA
 FDA Should Disclose More Information About Key Milestones in the 

Application Process
1. Disclose basic information about investigational notices, the filing of 
marketing applications, and the existence of clinical holds.
2. Include in disclosures the class of medication and mechanism of 
action, if known.
3. Include in disclosures the ClinicalTrials.gov numbers for all trials 
conducted or relied on as pivotal for marketing approval.
4. When FDA enters into a Special Protocol Assessment, release the text relevant to 
safety and efficacy after the study is completed.
5. When FDA has issued or released a clinical hold related to safety or efficacy, release a 
summary of the reasons within 10 days.
6. Disclose whether a marketing application has been designated for an expedited 
development or review program and, if so, provide the scientific basis for that 
designation.
7. Disclose written requests for pediatric studies at the time such requests are made, as 
well as other documents indicating agreement on changes to the initial request.
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Blueprint for Transparency at the US FDA

 FDA Should Disclose More of Its Own Analysis and Decision 
Making

8. Disclose communications to companies when products are not 
approved.
9. Make public clinical and statistical reviews of products not 
approved or for which the marketing applications are abandoned 
or withdrawn.
10. Make pooled data sets, masked and deidentified as 
appropriate, and FDA’s analyses of these data sets, available to 
the medical and research community through clinical data 
repositories.
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Blueprint for Transparency at the US FDA

 FDA Should Disclose More About the Application and Review 
Process for Generic Drugs and Follow-on Biologics

11. Disclose basic information about the filing of generic drug
applications.
12. Disclose those portions of Complete Response Letters to generic
drug manufacturers that relate to bioequivalence.
13. Disclose the filing of abbreviated biologics licensing applications,
including the name of the sponsor, the reference biologic product, and
whether the application is for “biosimilarity” or “interchangeability.”
14. Disclose those portions of a Complete Response Letter with
respect to an abbreviated biologics licensing application that relate
to the biosimilarity to or interchangeability with the reference
biologic product.
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Blueprint for Transparency at the US FDA

 FDA Should Correct Misleading 
Information in the Market

15. Correct misleading information when there is the 
potential for substantial confusion about the safety or 
efficacy of the medical product for both approved and 
unapproved uses.
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Blueprint for Transparency at the US FDA

 FDA Should Disclose Data From Scientific Studies to 
Enhance Understanding of Medical Products

16. Disclose Clinical Study Reports submitted in support of
a marketing application.
17. Release the final reports that fulfill Postmarketing
Requirements and Postmarketing Commitments at the time FDA 
considers the sponsor’s obligation to conduct a study to be 
fulfilled.
18. When clinical trial data, including patient-level data, are not
available to independent investigators through industry-sponsored
websites, make data available through clinical data repositories,
with policies on deidentification to protect patient privacy.
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Important points
 “All of the blueprint’s recommendations 

respect legal protections for trade secrets.”
 “The mission of the FDA includes both 

protecting and advancing public health. 
Greater transparency is consistent with 
this mission and is a relatively inexpensive 
and promising strategy to accomplish 
much more than what is possible through 
thousands of individual regulatory actions.”
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The justification
 “The aim of the European Medicines Agency ('the Agency') is to 

protect and foster public health. Transparency is a key consideration 
for the Agency in delivering its service to patients and society.”

 “Although the Agency since its creation has launched several 
initiatives to increase transparency of information on medicinal 
products, there is growing demand from stakeholders for additional 
transparency, not only about the Agency's deliberations and 
actions, but also about the clinical data on which regulatory 
decisions are based. The Agency is committed to continuously 
extend its approach to transparency and has, therefore, taken the 
initiative to develop a policy on publication of clinical data, in 
accordance with article 80 of Regulation (EC) No 726/2004”.
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An important caveat
 Protecting commercially confidential 

information (CCI): 
 The Agency respects and will not divulge 

CCI. In general, however, clinical data 
cannot be considered CCI. The Agency 
acknowledges that there are limited 
circumstances where information could 
constitute CCI. 
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Right from the start
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“The US Food and Drug Administration (FDA) has traditionally been more
open and accessible …. Notwithstanding recent accusations that the
FDA may have suppressed information about several drugs,
notably Vioxx®, the EMEA’s new transparency provisions are
playing catch-up.”



Responses…
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“A further point to consider 
is that EMA plans to release 
CSRs only on request. We 
would suggest making
these documents routinely 
available on the EMA 
website after marketing 
authorization. This could be 
done by including a link to 
the CSRs of studies 
considered in the
authorization process and 
listed in the European 
Public Assessment Reports 
(EPAR).”
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“The EMA is the only regulator 
in the world that is routinely
releasing part of its holdings, 
but our experience
shows that document release 
can take considerable time
to occur and often only after a 
lengthy correspondence.
Despite the problems, the 
EMA’s unique efforts should
not be undermined.”
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“EMA stands out among 
regulators in providing
information on non-approved 
applications for marketing
authorization. In the USA, the 
decision not to approve and 
why are considered 
commercially confidential.”
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“Whereas in the European Ombudsman’s opinion ‘public health should 
always trump commercial interests’, in the case of access to clinical trial 
reports, it was ‘not obvious’ to the General Court whether, as a result of 
weighing up of interests, ‘the balance will clearly be in favour of the public 
interest defended by the EMA’. While the Ombudsman asserted that ‘the 
public interest in disclosure will generally defeat any claim of commercial 
sensitivity’, the General Court held that disclosure requires a ‘delicate 
assessment’ of the interests involved.”

2017



One of the key challenges is expedited 
or conditional approval
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“The quantity and quality of postapproval clinical evidence varied substantially 
for novel drugs first approved by the FDA on the basis of limited evidence, with 
few controlled studies published after approval that confirmed efficacy using 
clinical outcomes for the original FDA approved indication.”



The data
“For 117 novel drugs approved by the FDA for 123 indications on the 
basis of a single pivotal trial, pivotal trials that used surrogate markers 
of disease, or both, the quantity and quality of post-approval clinical 
evidence varied substantially 

After a median period of 5.5 years after approval, the median total 
number of post-approval clinical studies of the same indication for 
which the drug was first approved by the FDA was 1 (interquartile 
range 0-2), 3 (1-8), or 1 (0-2) for drugs approved on the basis of a 
single pivotal trial, surrogate markers of disease, or both, respectively.”
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Major comparisons

Current MCC model
 Decision-making power 

vested in the Council
 Council members chair 

each of the Expert 
Committees, which make 
recommendations to the 
Council

 Secretariat implements 
the decisions of Council 

SAHPRA model
 Decision-making power 

vested in the CEO, with 
oversight by the Board

 CEO will be able to 
appoint advisory 
committees

 CEO will delegate certain 
decisions to the 
secretariat
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Major comparisons

Current MCC model
 Expert Committee 

recommendations are not 
binding on the Council

 Public cannot 
compare/contrast Council 
decisions with expert 
recommendations, 
UNLESS on the basis of 
a PAIA application

SAHPRA model
 Advisory committee 

recommendations will not 
be binding on the CEO 
and staff

 Should such 
recommendations be 
made public, to enhance 
accountability of the CEO 
and staff?
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Major comparisons

Current MCC model
 No publicly-accessible 

medicines register
 No equivalent to 

EPARs/AusPARs
 No basis disclosed for 

decisions (whether P&A, 
Clinical, Names and 
Scheduling or final 
Council)

SAHPRA model
 Plans for a publicly-

accessible register
 Should the basis for ALL 

regulatory decisions be 
documented, and 
publicly-accessible?
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Should SAPRAA have an opinion?
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Can SA learn, or must it first repeat?
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Thanks!
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