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Medical Products = 
medicines, vaccines and in vitro diagnostic 



WHO Member State Mechanism

A brief history of the Member State Mechanism (MSM) 
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WHO Member State Mechanism
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Definitions

Substandard
Also called “out of specification”, these are authorized medical products that fail to 

meet either their quality standards or specifications, or both.

Unregistered/unlicensed
Medical products that have not undergone evaluation and/or approval by the 

Regulatory Authority for the market in which they are marketed/distributed or used, 
subject to permitted conditions under national or regional regulation and legislation. 

May or may not be authorized.



Definitions

Falsified
Medical products that deliberately/fraudulently misrepresent their identity, 

composition or source.

Such deliberate/fraudulent misrepresentation refers to any substitution, adulteration, reproduction of an authorized medical product or the 
manufacture of a medical product that is not an authorized product. 

“Identity” shall refer to the name, labeling or packaging or to documents that support the authenticity of an authorized medical product. 

“Composition” shall refer to any ingredient or component of the medical product in accordance with applicable specifications 
authorized/recognized by NRRA. 

“Source” shall refer to the identification, including name and address, of the marketing authorization holder, manufacturer, importer, exporter, 
distributor or retailer, as applicable. Medical products should not be considered as falsified solely on the grounds that they are unauthorized for 

marketing in any given country.



Definitions

The terms of reference of the MSM on SF medical products expressly 
exclude the protection of intellectual property rights from the mandate of 

the Mechanism.

The term “counterfeit” is usually defined and associated with the protection 
of intellectual property rights. For reference purposes, the definitions of 

“trademark counterfeit goods” and pirated copyright goods are included as 
defined under the TRIPS Agreement.

In the context of medical products, the term “falsified” appears to 
adequately include all the various types of deliberate misrepresentation of a 

medical product in such a way which enables the specific exclusion of 
intellectual property rights.



The role of a Regulatory Authority

National Regulatory Authorities (NRAs) are responsible for the regulation and control of medical products and
contribute to promoting and protecting public health by ensuring that:

• products are of the required quality, safety and efficacy
• health professionals and patients have the necessary information to enable them to use products rationally
• products are appropriately manufactured, stored, distributed and dispensed
• illegal manufacturing and trade are detected and adequately sanctioned
• promotion and adverting is fair, balanced and aimed at rational use
• access to products is not hindered by unjustified regulatory work

Source: http://www.who.int/medicines/areas/quality_safety/regulation_legislation/assesment/en/



The role of a Regulatory Authority

What WHO expects from Member States?
WHA67.20 “Regulatory system strengthening for medical products”

• to strengthen national regulatory systems
• to engage in global, regional and subregional networks of national regulatory authorities
• to promote international cooperation
• to support regulatory systems with appropriate funding
• to support regulatory system strengthening as an essential component of the development or expansion of local or

regional production of quality, safe and efficacious medical products
• to achieve access to and rational use of quality, safe, efficacious and affordable essential medicines
• to support WHO’s in promoting access to and rational use of quality, safe, efficacious and affordable medical

products
• to identify the need to strengthen regulatory system capacity, collaboration and cooperation in the technically

complex areas where substantial gaps may still exist, such as the regulation of biotherapeutic products, blood
products, and in vitro diagnostics



The role of WHO from a regulatory perspective

What regulators expect from WHO?
WHA67.20 “Regulatory system strengthening for medical products”

• support to Member States in the area of regulatory system strengthening
• development of appropriate norms, standards and guidelines
• increase support and guidance in areas of regulation of health products that are the least developed or complex 
(medical devices, biotherapeutic products, blood products, IVD, new medicines for human use based on gene therapy, 
somatic-cell therapy and tissue engineering)
• strengthen the prequalification programme
• raise awareness of the importance of effective regulatory systems within the health system context



Regulatory action X SF medical products

The improvement of access to affordable, quality, safe 
and efficacious medical products is an important 

element in the effort to prevent and control products 
with compromised quality, safety and efficacy.



MSM Prioritized Activities

List of Prioritized Activities for 2018-2019

• Develop and promote training material and guidance documents to strengthen the capacity of NRAs for the prevention and
detection of and response to SF medical products (WG)
• Expand the global focal point network among national regulatory authorities to facilitate cooperation and collaboration
• Improve Member States’ understanding of detection technologies, methodologies and “track and trace” models (WG)
• Increase Member States’ knowledge of the links between SF medical products and access to quality, safe, efficacious and
affordable medical products
• Develop and leverage existing activities for effective risk communication and make recommendations for awareness
campaigns on SF medical products (WG)
• Enhance Member States’ capacity to expand awareness, effectiveness, impact and outreach in their work on SF medical
products
• Promote shared understanding among Member States from a public health perspective regarding medical products in transit
• Develop strategies to understand and address the distribution or supply of SF medical products via the internet (WG)



WHO Reports

•Available for downloading in English and Portuguese at: 
http://www.who.int/medicines/regulation/ssffc/p ublications/gsms-
report-sf/en/

• Based on data gathered by WHO’s GSMS during its first four years 
of operation (2013-2017) = 15,000 cases

• Provides evidence for the magnitude of the problem

WHO Global Surveillance and Monitoring System for SF medical products 

SF medical products are most likely to be found where:
- access to affordable, quality, safe and effective medical products is constrained. 
- standards of governance are low, ranging from poor ethical practices through to

corruption in both the public and private sectors.
- the tools and technical capacity to ensure good practices in manufacturing, quality control

and distribution are limited.

http://www.who.int/medicines/regulation/ssffc/p ublications/gsms-report-sf/en/


WHO Reports

• Available for downloading in English and Portuguese at: 
http://www.who.int/medicines/regulation/ssffc/publications/se-study-sf/en/

• Literature review of papers published from 2007 to 2016. 88 countries surveyed, more than 48,000 samples of medicines

• The aggregate observed failure rate of tested samples of substandard and falsified medicines in low and middle income 
countries is approximately 10.5%

• Development of impact models 
- University of Edinburgh: SF antibiotics in treating childhood pneumonia = 72,430 - 169,271 deaths 
- London School of Hygiene and Tropical Medicine: health and economic cost of SF in malaria treatment in sub-Saharan Africa 

= 2.1% - 8.9% of total malaria deaths; USD 5,800,000 - 60,800,000.

A study on the public health and socioeconomic impact of SF medical products

Limitations include: use of heterogeneous definitions, limited to English language and literature in the public domain,
lack of systematically collected data with sufficient sample sizes and random sampling design, data not disaggregated by
therapeutic category nor by countries’ income level, likely biases introduced by different testing technologies, uneven
distribution across therapeutic categories and geographical regions, limited availability of prevalence or economic data,
exclusion of medical products distributed and sold through e-commerce.

http://www.who.int/medicines/regulation/ssffc/publications/se-study-sf/en/


Final message

A reliable regulatory system - associated with other 
aspects such the products’ affordability and the 

existence of reliable health and supply systems - is 
vital to promote access to medical products.

When these are absent, substandard and falsified 
products are more likely to emerge.
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