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Unprecedented urgency for equitable access to safe, quality, efficacious 
medical products…

…in the face of shortages, supply chain disruptions, false claims, harmful products



What makes this a global issue?

• 80% of ingredients in 
medicines from overseas

• Ingredients from China
• Manufacturing in India

• Complex supply chains cross 
jurisdictions

• Substandard and falsified 
medicines fail to treat and can 
cause harm

• Drug resistant pathogens cross 
borders

• People behave and act on 
information from around the 
world

https://apps.who.int/iris/bitstream/handle/10665/326708/9789241513425-eng.pdf?ua=1



Complex systems and processes are required to assure equitable market access…

Roadmap for Access to Medicines, Vaccines and Other Health Products, WHO, 2019-2023,
https://apps.who.int/iris/bitstream/handle/10665/330145/9789241517034-eng.pdf?sequence=1&isAllowed=y

https://apps.who.int/iris/bitstream/handle/10665/330145/9789241517034-eng.pdf?sequence=1&isAllowed=y


Regulating COVID-19 Medical Products: An Urgent Need, MTaPS, 2020: https://mtapsprogram.org/blog/regulating-covid-19-medical-products-urgent-need

…but only 1/3 of world’s regulatory bodies can fulfill basic functions of ensuring product 
safety, efficacy and quality 

https://mtapsprogram.org/blog/regulating-covid-19-medical-products-urgent-need


Substandard and Falsified Medicines: 
A threat to patients and the public health

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

Falsified: Medical products that 
deliberately/fraudulently misrepresent their 
identity, composition or source.https://www.who.int/medicines/regulation/ssffc/A70_23-en1.pdf?ua=1



Update on SF product reports

• Between January – September 2020, over 300 articles (lay and 
scientific literature) from 56 countries (www.iddo.org, Oxford 
University)

• SF COVID19 related products identified:
• Diagnostic tests
• Hand sanitizers, masks
• Hydroxychloroquine
• Dexamethasone
• Remdesivir
• Falsified COVID19 vaccines

• COVID19 presents a challenge to all essential medical products.

https://www.iddo.org/mqmglobe/

https://www.who.int/medicines/publications/drugalerts/en/

http://www.iddo.org/


What do we know about drivers of SF medicines?

• Shocks (event-based) and vulnerabilities (underlying 
weaknesses) in supply chain

• Shortages
• Increased demand can lead to shortages, price pressures
• Unpredictable spikes in demand and insufficient demand 

forecasting
• Limited sources of active pharmaceutical ingredients and 

excipients; rising cost of ingredients
• Environmental regulation and import restrictions
• Price: affordability and availability in relation to local market 

context and need
• Limited or weakened regulatory oversight



Improve supply chain transparency

• Transparency across ingredients suppliers, manufacturers, 
distributors

• Information sharing 
• by industry (traceability, planned or unplanned changes, 

expected impact)
• Information sharing between regulators (increasing line of 

sight, removing statutory barriers to cooperation)
• From prescribers (understand demand, improve forecasting 

and planning)

• Moving from voluntary to mandatory reporting

https://www.usp.org/sites/default/files/usp/document/about/public-policy/increasing-transparency-medicine-supply-chain.pdf



https://www.who.int/news-room/detail/09-03-2020-medical-
product-alert-n-1-2020-english-version

https://extranet.who.int/ssffcrapidalert

https://apps.who.int/iris/bitstream/handle/10665/32
6708/9789241513425-eng.pdf?ua=1

Strengthen national and global reporting:
The WHO Global Surveillance and Monitoring System



What more needs to be done?

Source: https://apps.who.int/gb/SF/pdf_files/MSM9/A_MSM9_6-en.pdf
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