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WHO Global Landscape

Up to two billion 

people around the 

world lack access to 

necessary 

medicines, vaccines, 

medical devices 

including in vitro 

diagnostics, and 

other health 

products, which 

creates a vacuum 

that is too often filled 

by substandard and 

falsified products

WHO
An estimated 1 in 

10 medical 

products 

circulating in low-

and middle-

income countries 

is either 

substandard or 

falsified, according 

to new research 

from WHO

A modelling exercise developed by the 

University of Edinburgh estimates that 72 

000 to 169 000 children may be dying 

each year from pneumonia due to 

substandard and falsified antibiotics. 

https://www.who.int/news-room/detail/28-11-2017-1-in-10-medical-products-in-developing-countries-is-substandard-or-falsified

https://www.who.int/news-room/detail/28-11-2017-1-in-10-medical-products-in-developing-countries-is-substandard-or-falsified


WHO definitions of substandard and falsified medicines
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Substandard Also called ñout of specificationò, 
these are authorized medical products that fail to meet 

either their quality standards or their specifications, or 

both. 

Falsified medicines Medical products that 

deliberately/fraudulently misrepresent their identity, 

composition or source. 

Unregistered/Unlicensed Medical products 

that have not undergone evaluation and/or approval by the 

national and/ or regional regulatory authorities for the 

market in which they are marketed/distributed or used, 

subject to permitted conditions under national or regional 

regulation and legislation.

https://www.who.int/medicines/regulation/ssffc/mechanism/en/



The negative impact of S&F medicines spans beyond health system 

inefficiency 

S&F Medicines Impact

* Source: https://www.who.int/medicines/regulation/ssffc/publications/SE-Study_EN_web.pdf?ua=1

https://www.who.int/medicines/regulation/ssffc/publications/SE-Study_EN_web.pdf?ua=1


USP Quality Medicines approach 

Value of USP Public Standards for monitoring of 
counterfeit and substandard products
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Who we are
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USP ïPublic Standards

Hello, user

USP standards used in over 140 countries

Go to www.usppf.com to access the PF


