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Working definition of “ ‘INTERNATIONAL REGULATORY 
COOPERATION’ could be ‘intercountry  activities carried 
out with a view to improving national regulatory 
outcomes and promoting Convergence ”  …

Mike Ward , Regulatory Systems Strengthening Cordinator : WHO

 Include
 Information  Sharing

Collaborative Scientific work 

 Common Standards 

Work Sharing



Harmonization
 Simple in concept
 Develop same technical requirements, same 

standard joint processes and procedures and/or 
law and regulations

 Difficult in execution
 Key to success – involvement of both regulator 

and industry 
 Adapt to meet local circumstances 
 Cannot be measured unless until harmonization 

parameter actual implementation can be 
measured



 Approach

 Well managed, science based, consensus driven
 Limited number of players  - comparable regulatory and

technical capability and committed to implementing the
products of harmonization 

 Stumbling blocks to implementation process

Fit into existing laws and regulatory framework
Collateral changes are needed 
Regulators will need training
Implementation phase has many variable with possible 

divergent results and different conclusions despite good 
harmonization standards and processes.



 Convergence
Broader outlook
Beyond development of common standards  and 

processes 
Accounts for actual use of standards and processes

Example 
Templates, SOP’s, Competency Based 
Training – Non standardized in established, 
draft or envisaged GRP’s – still capable of 
producing similar/equivalent  results



Enabling Strategic policy context and Political Will

National Medicines Policy

Medicines Legislation and Regulations

Pharmaceutical guidelines for Medicines Regulation

WTO members  

Outdated Medicines and IP law

Weak Regulatory Systems 

Lack of regulatory capacity  and abilities

Inadequate national and regional QC laboratories

Inconsistent regulatory procedures

Under utilization of  manufacturing capacities with poor 

GMP compliance

Lack of established medicine supply mechanisms

Developed pharmaceutical guidelines for medicine 

regulation

Development of policy and legislative framework – ATM

Large regional market – development of viable 

pharmaceutical industries

Regional collaboration – improve supply chain

Some states – advanced medicine QA systems – build 

capacity

Improvement in local and developmental capacity – PPP

Implementation- substantial resources

Brain Drain

Unethical Clinical Trials

Counterfeit Medicines

Unethical Inspections

Multiplicity of procurement strategies

Distribution of Unregistered Medicines

SWOT

AFRICA



Interagency 

Collaboration

Building 

Partnerships for 

Sustainable Capacity

Facilitating common goals and objectives 

through capacity building and utilization of 

established frameworks

Using strengths to support partners



GMP

GCP

Labeling

Narcotics Control 

and Counterfeit 

medication

Model Law 

CTD

Zazibona



 NEPAD = Pharmaceutical Manufacturing Plan for 
Africa (PMPA)

 KEY component of success = GMP Compliance 
and Quality Assurance and Quality Management 
Systems

 MCC - Training and Guidance 

 Examples: Tanzania, Zambia, Botswana, 
Zimbabwe



GMP BASICS – STANDARDS 

INSPECTION RESOURCES, 

PROCEDURES AND PERFORMANCE 

STANDARDS

QUALIFICATION AND VALIDATION

ANALYTICAL CAPABILITIES, 

ENFORCEMENT , SURVEILLANCE AND 

ALERT SYSTEMS

DOCUMENTATION – POLICIES, 

VALIDATION  PROTOCOLS, 

PROCEDURES

STRUCTURE DOCUMENTS  - QMS

LEGISLATIVE AND  REGULATORY  

FRAMEWORK

SCOPE, DIRECTIVES AND POLICY

Harmonization
High Standards
Sharing of Information
Rapid Alerts
Networking
Mutual Recognition

Cost Saving –
Reduced duplication
Export Opportunities
Increased market access



Clinical trials have been conducted in Africa for more than four decades, but
regulatory oversight has been lacking, and “…legislative framework has not
kept pace with new trends in research, such as genetics, research, ethical
conduct of clinical trials, material exchange and intellectual property rights”
(Whitworth et al. 2008).

The systems in some countries did not provide adequate protection for trial
participants, due to a lack of expertise and capacity to review clinical trial
applications, to authorize the importation of clinical trial batches and to
monitor the trials (AVAREF 2006).



MCC – Internal 

Capacity  

WHO GCP 

Inspection 

Training 

Build 

Capacity and 

Strengthen 

Infrastructure 

Role, Activities
and Documentation Preparation

for GCP Inspection 

Protocol Design,
Quality management Systems, 

Regulatory requirements of Trial drugs

Safety Monitoring
in 

Clinical Trials

Conduct of 
Inspection 
and Report 
Writing

Verify and 
Inspect  
compliance to
Informed consent 

Inspect 
Trial 
Facility



Clinical trials have been conducted in Africa for more than four decades, but
regulatory oversight has been lacking, and “…legislative framework has not
kept pace with new trends in research, such as genetics, research, ethical
conduct of clinical trials, material exchange and intellectual property rights”
(Whitworth et al. 2008).

The systems in some countries did not provide adequate protection for trial
participants, due to a lack of expertise and capacity to review clinical trial
applications, to authorize the importation of clinical trial batches and to
monitor the trials (AVAREF 2006).



Transitioning to CTD and e CTD

Sharing Experiences
The Road Map
The Stumbling Blocks



Adequate Supplies 

Of Drugs/Chemicals 

Are Available For 

Medical And 

Scientific Uses

Diversion of 

drugs/chemicals 

from licit sources 

to illicit channels 

does not occur

 MCC – ratified and ascended  Member of  International Narcotic Control 
Board (INCB)

 Medicines and Related Substances Act 101
(Regulation 12, 13, 14 15 and 17)
enables compliance with
 Single Convention on Narcotic Drugs (1961)
 Convention on Psychotropic Substances (1971)
 Convention against Illicit Traffic in Narcotic and Psychotropic Substances (1988) 



 Administers a system of estimates for narcotic drugs and a voluntary assessment 
system for psychotropic substances and monitors licit activities involving drugs 
through a statistical returns system, with a view to assisting Governments in 
achieving, inter alia, a balance between supply and demand;

 Monitors and promotes measures taken by Governments to prevent the diversion 
of substances frequently used in the illicit manufacture of narcotic drugs and 
psychotropic substances and assesses such substances to determine whether 
there is a need for changes in the scope of control of Tables I and II of the 1988 
Convention;

 Analyses information provided by Governments, United Nations bodies, 
specialized agencies or other competent international organizations, with a view 
to ensuring that the provisions of the international drug control treaties are 
adequately carried out by Governments, and recommends remedial measures;

 Maintains a permanent dialogue with Governments to assist them in complying 
with their obligations under the international drug control treaties and, to that 
end, recommends, where appropriate, technical or financial assistance to be 
provided.



 Scheduling of medicines and substances in 
line with INCB policies

 Regulatory Control of habit-forming 
substances while ensuring medical needs are 
met

 Permits for import, export and manufacturing 
of narcotic and psychotropic substances

 Submission of quarterly and annual reports to 
INCB
Greater Capacity Import, Export and Manufacture in Africa 
Can support under capacitated States 
Provide a Critical Monitoring and Regulatory  compliance Role  - Africa



 MRSA 101 of 1965 (Regulations  12 and 13)

 Restrict,  Monitor and Control Importation and 
Transmission of medicines through the Republic.

World Health Organization (WHO) estimates that 10 to 
15 percent of the global drug supply is fake, in Africa 

fake medicines may account for up to 30% of 
medicines in circulation

Stricter Port Control and Informal Understandings 
between Neighboring Medicine Regulatory Authority’s 
– Assist in limiting movement of counterfeit drugs 
through SA destined for other countries



 MRSA 101 of 1965 (Regulation 8(3) ) allows MCC to authorize any additional 
information to be printed on a label not required  by Regulation 8 (1) and (2).

 Enacted to permit local industries to produce without extra costs Essential 
Medicines for smaller countries with unprofitable markets due to economies 
of scale.  

 Permission granted for permitted countries 

 (EG  Swaziland, Lesotho,  Namibia)

 General permit for all products exported to those countries [if the 
manufacturer wants to print the additional info on the label]



Pilot of collaborative 

registration procedure in four 

mutually co-operating 

regulatory authorities

Zambia, Zimbabwe, Botswana 

and Namibia

Testing the applicability 

of collaboration in 

exchange of assessment 

and inspection reports 

on generic medicines 

South Africa – Observer 

Status



 Possibility :  detect anomalies from different 
country market applications for same product 
(API  - regulated vs unregulated  regions) 

 Impact positive for participating countries 
and observer countries willing to adopt 
decisions

 Possibility of adopting decisions (Industry 
Agreement) - Impact approximately 10% of 
backlog  



 MRSA 101 of 1965 as amended
Expanded  - MCC Global Health Engagements, 

Memberships,  Affiliations
Inclusive of expanded ambits for Health Product 

Regulation
Strengthened to permit use of MOA with Stringent 

Regulatory Authorities

 AU Model Law 
 Opportunity to address flaws/gap in MRSA 101  

of 1965 
 Opportunity to help navigate way forward for 

Model Law  from MCC experience



*

•Technical Support and Training

•Strengthen National Regulatory Capacities

•Ensure implementation of agreed upon action

*
•Successfully develop African Medicine System

*

•All Africa benefit Global Harmonization and 

cooperation 



Thank You for Your Attention

NaidoS@health.gov.za


