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1. Introduction 

Poor-quality medicines are mainly prevalent in low- and middle-income countries (LMICs), 
where they represent a serious threat to individual and public health

1
. Even medicines whose 

manufacturing process is not per se complex may present serious quality problems: for 
instance, paracetamol-containing products may be prone to develop the toxic contaminant 4-
aminophenol, if manufactured in inappropriate conditions.  

Over recent years, a growing attention has been being given to the need of assuring the 
quality of medicines in LMICs, e.g. in the framework of strategies against resistance to anti-
malarials

2
 and antibiotics

3
, of strategies to improve access to asthma medicines

4
, and of 

general medicines‘ procurement strategies
5
. The WHO set up a Member State Mechanism for 

Substandard/Spurious/Falsely-labelled/Falsified/Counterfeit medical products or SSFFC 
(http://apps.who.int/gb/ssffc/).  

Quality of essential medicines should not be pursued in isolation, but always in conjunction 
with access to essential medicines

6
.   

In this informal working document, we try to summarize the internationally accepted 
definitions and to provide a non-exhaustive selection of scientific papers and regulatory 
documents addressing the subject of quality of medicine, with (non-exclusive) focus on 
resource-constrained settings.  

2. Definitions7 

Appropriate standards 

By “appropriate standards”, we mean those set by the World Health Organization (WHO) for 
pharmaceuticals in the WHO Technical Report Series 992: WHO Expert Committee on 
Specifications for Pharmaceutical Preparations, Technical Report Series 996, 49

th
 report, 

2015
8
; the WHO Expert Committee on Specifications for Pharmaceutical Preparations, Fiftieth 

Report, WHO 2016
9
, and further updates.  

In addition, reference may be done to the Guide to Global Fund Policies on Procurement and 
Supply Management of Health Products, July 2016, Geneva, Switzerland. 

Substandard and falsified medical products 

On 29 May 2017, delegates at the World Health Assembly have reached new agreement on 
substandard and falsified medical products. The new definitions are as follows:  

                                                 
1
 Oxfam. Eye on the Ball: medicine regulation –not IP enforcement– can best deliver quality medicines (2011) 

http://www.oxfam.org/en/policy/eye-ball 
2
 Chapter Removal of substandard and counterfeit drugs in the WHO document Global plan for artemisinin resistance 

containment, 2011  
3
 Section on Unassured drug quality and irrational use in the paper of Raviglione et al. The WHO policy package to 

combat antimicrobial resistance. Bulletin WHO 2011; 89:390-392 
4
 Macé C, Access to essential asthma medicines: the response of the Asthma Drug Facility. Ess Med Mon 2011;5:1-4 

5
 Chapters 1.3.2.3 and 1.4.4 in The World Medicine Situation 2011 - Procurement of Medicine. WHO, Geneva 2011 

6
 R Ravinetto and C. Luyckx. Access to medicines and quality of medicines: always together! Published on 

International Health Policies on 30/01/2013. http://e.itg.be/ihp/  
7
 Various resources on “Legal and Regulatory Aspects of Falsified and Substandard Medicines” are available at 

http://www.globalforumljd.org/legal-and-regulatory-aspects-falsified-and-substandard-medicines  
8
 http://www.who.int/medicines/areas/quality_safety/quality_assurance/expert_committee/WHO_TRS_992_web.pdf  

9
 http://www.who.int/medicines/publications/pharmprep/trs_996/en/  

http://apps.who.int/gb/ssffc/
http://www.oxfam.org/en/policy/eye-ball
http://e.itg.be/ihp/
http://www.globalforumljd.org/legal-and-regulatory-aspects-falsified-and-substandard-medicines
http://www.who.int/medicines/areas/quality_safety/quality_assurance/expert_committee/WHO_TRS_992_web.pdf
http://www.who.int/medicines/publications/pharmprep/trs_996/en/
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- The new name of “substandard and falsified” (SF) medical products will be used for what 
had previously been known as “substandard/spurious/falsely-labelled/falsified/counterfeit 
(SSFFC)” medical products.  

- “Substandard” medical products (also called “out of specification”): authorized by national 
regulatory authorities, but fail to meet either national or international quality standards or 
specifications – or in some cases, both.  

- “Falsified” medical products: deliberately or fraudulently misrepresent their identity, 
composition or source.  

- “Unregistered or unlicensed medical products”: have not been assessed or approved by 
the relevant national or regional regulatory authority for the market in which they are 
marketed, distributed or used. 

 

3.   Regulatory and policy documents in English 

 WHO-IMPACT. Declaration of Roma, 18th February 2006. Conclusions and 
recommendations of the WHO “Combating Counterfeit Drugs: Building Effective International 
Collaboration” International Conference  

 Pan-American Network for Drug Regulation Harmonization Anti-Counterfeiting Group, WHO 
Drug Information Vol.22, N°4, 2008, p.278. 

 ICDRA 3
rd

 International Conference of Drug Regulatory Authorities, Strategies to fight 
counterfeit medicines, WHO Drug Information Vol.22, N°4, 2008,pp. 262-263. 

 WHO Legal aspects of defining counterfeit medicines: a discussion paper. WHO 2009. 
Regional Office for South East Asia, New Delhi. 

 WHO Regulatory Harmonization. Updating medicines regulatory systems in sub-Saharan 
African countries. WHO Drug Information Vol. 24, No. 1, 2010 

 WHO. Assessment of medicines regulatory systems in Sub-Saharan African countries: an 
overview of findings from 26 assessment reports. WHO 2010 

 WHO. Report of the working group of member states on substandard/spurious/falsely 
labeled/falsified/counterfeit medical products. A/SSFFC/WG/5, 11th March 2011

10
.  

 Moore T et al. Assuring the quality of essential medicines procured with donor funds. Health 

Nutrition and Population Discussion Paper 2011. The International Bank for Reconstruction 

and Development / The World Bank 

 Parliament of India –Rajya Sabha. Department-related parliamentary standing committee on 
health and family welfare. 59th report on the functioning of the Central Drugs Standard 
Control Organization (CDSCO). 8th May 2012. 

 WHO Quality Assurance and Safety Medicines (QSM) Team. Regulator prequalification of  
medicines: a future concept for networking. WHO Drug Information Vol. 26, No. 3, 2012  

 Addis Ababa Declaration on Combating Pharmaceutical Crime. 12 December 2013
11

.  

 India releases medicines quality survey results. WHO Drug Information 2017; 31(1): 37-38 
(full report available at http://www.cdsco.nic.in/forms/list.aspx?lid=2254&Id=23)  

 Chowdhury P et al. Indian Council for Research on International Economic Relations. Policy 
Brief # 1. Administrative Structure & Functions of Drug Regulatory Authorities in India. 
September 2015 

 Chokshi M et al. Indian Council for Research on International Economic Relations. Policy 
Brief # 2. Drug Quality and Safety Issues in India. September 2015 

 Norms and standards. 70 years of WHO standards on medicines quality Expert Committee on 
Specifications for Pharmaceutical Preparations, 1947-2017: Addressing changing public 
health challenges. Who Drug Info 2017; 31(1): 15-26  

                                                 
10

 http://apps.who.int/gb/ssffc/pdf_files/A_SSFFC_WG5-en.pdf 
11

 http://www.interpol.int/News-and-media/News/2013/N20131216 

http://www.cdsco.nic.in/forms/list.aspx?lid=2254&Id=23
http://apps.who.int/gb/ssffc/pdf_files/A_SSFFC_WG5-en.pdf
http://www.interpol.int/News-and-media/News/2013/N20131216
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4.   Regulatory and policy documents in French 

 WHO. Guide pour l‘élaboration de mesures visant à éliminer les médicaments contrefaits. 
WHO/EDM/QSM/99.1 

 XIIIe Conférence des Chefs d‘État et de gouvernement des pays ayant le français en partage. 
Montreux (Suisse), 23-24 octobre 2010. Résolution sur le renforcement de la cooperation 
entre les États pour lutter contre les faux médicaments et les produits médicaux falsifiés. 

 ACP Résolution de la 92eme session du conseil des ministres ACP (African Carabbean 
Pacific), Bruxelles 8-10 novembre 2010. Lutte contre la production et la commercialisation 
des faux médicaments et des produits médicinaux falsifiés

12
.  

 Fondation Chirac. Accès à des médicaments et une santé de qualité - Mobilisation contre les 
faux. Médicaments. Actes de la conférence sur les faux médicaments - 7 décembre 2010, 
Journées européennes du Développement

13
.  

 Communauté Economique et Monétaire de l’Afrique Centrale (CEMAC). Conférence des 
Ministres de la Santé des Etats membres de la CEMAC. Déclaration de Douala. « Mettre un 
ferme au trafic des faux médicaments et aux circuits illicites des médicaments en Afrique 
Centrale ». Douala, Cameroun, 23 juin 2016 

 Duteil Q et Chemtob-Comc é MC. Le traffic des faux médicaments : état des lieux et moyens 
d’action. Panorama de droit pharmaceutique 2017; 4 :97-117 

 

5.   WHO Alerts14 and other Regulatory Alerts 

 WHO Pre-qualification Programme. Falsified lamivudine, zidovudine and nevirapine tablets 
(Zidolam-N) in Kenya. Alert, 22 and 23 September 2011 

 WHO Information Exchange System. Alert No. 125. Contaminated Isotab® (isosorbide 
mononitrate) incident in Lahore Pakistan. 3rd February 2012. QSM/MC/IEA.125 

 WHO  Information Exchange System Alert No. 126. QSM/MC/IEA.126. Contaminated 
Dextromethorpan Active Pharmaceutical Ingredient. 24 January 2013  

 WHO  Information Exchange System Alert No. 127. QSM/MC/IEA.127. Falsified batches of 
Coartem recently circulating in Western and Central Africa. 3 May 2013 

 WHO Information Exchange System Alert No. 128. QSM/MC/IEA.128. Falsified batches of 
Postinor 2 recently discovered in Nigeria. 26 July 2013 

 WHO Information Exchange System Alert No. 129. RHT/SAV/MD//IEA.127. Contaminated 
Dextromethorphan active pharmaceutical ingredient. 17 October  2013 

 WHO Information Exchange System Alert No. 129. RHT/SAV/MD//IEA.130. Falsified batches 
of Coartem recently circulating in Cameroon. 8 November  2013 

 WHO Information Exchange System Alert No. 131. RHT/SAV/MD//IEA.131. Falsified 
antimalarial medicines in West and Central Africa. 25 March 2014 

 WHO Information Exchange System Alert No. 133. RHT/SAV/MD//IEA.132. Falsified 
medicines in West and Central Africa. 10 October 2014 

 WHO Information Exchange System Alert No. 1/2015. RHT/SAV/MD/1/2015. Falsified 
antimalarial medicines circulating in West Africa. February 2015 

 WHO Information Exchange System Alert No. 2/2015. RHT/SAV/MD/2/2015. Falsified 
meningitis vaccines circulating in West Africa. May 2015 

 WHO Information Exchange System Alert No. 3/2015. RHT/SAV/MD/3/2015. Falsified 
meningitis vaccines circulating in West Africa. UPDATE. May 2015 

                                                 
12

 http://www.fondationchirac.eu/le-conseil-des-ministres-acp-a-adopte-une-resolution-contre-les-faux-medicaments/ 
13

 www.fondationchirac.eu 
14

 All available in English and French at http://www.who.int/medicines/publications/drugalerts/en/  

http://www.fondationchirac.eu/le-conseil-des-ministres-acp-a-adopte-une-resolution-contre-les-faux-medicaments/
http://www.fondationchirac.eu/
http://www.who.int/medicines/publications/drugalerts/en/
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 WHO Information Exchange System Alert No. 4/2015.  RHT/SAV/MD/4/2015. Adverse 
reactions caused by Falsified Diazepam in Central Africa. July 2015 

 WHO Information Exchange System Alert No. 5/2015.  RHT/SAV/Alert 5.2015. Falsified 
emergency contraceptive circulating in East Africa. November 2015 

 WHO Information Exchange System Alert No. 1/2016.  RHT/SAV/Alert 1.2016. Falsified 
phenobarbitone tablets circulating in West Africa. February 2016 

 WHO Information Exchange System Alert No. 2/2016.  RHT/SAV/Alert 2.2016. Falsified 
AMARIL yellow fever vaccines circulating in South East Asia. February 2016 

 Hepatitis medicines: Warning concerning Harvoni® packs with counterfeit contents. Alert of 
the Swiss Regulatory Authority. 4

th
 March 2016

15
.  

 WHO Information Exchange System Alert No. 3/2016.  RHT/SAV/Alert 3.2016. Falsified 
Hepatitis C medicines circulating in South East Asia. February 2016 

 WHO Information Exchange System Alert No. 4/2016.  RHT/SAV/Alert 4.2016. Falsified 
quinine sulphate circulating in West and Central Africa. August 2016 

 IDLO, UNICRI, O Neill Institute, World Bank Group. Strengthening the Legal Environment for 
the Elimination of Falsified and Substandard Medicines: Uganda Report. 15

th
 February 

2016
16

.  

 WHO Information Exchange System Alert No. 1/2017. RHT/SAV/Alert 1.2017. Falsified 
meningococcal ACWY vaccine circulating in West Africa. June 2017 
 

6. Poor-quality medicines: viewpoints and general analyses 

 Penn RG. The state control of medicines: the first 3000 years. Br J Clin Pharmac 1979; 8: 
293-305 

 Braithwaite J. Unsafe manufacturing practices. Chapter 4 in the Book Corporate crime in the 
pharmaceutical industry. Routledge & Kegan Paul London, Boston, Melbourne and Henley 
1984  

 Shakoor O et al. Assessment of the incidence of substandard drugs in developing countries. 
Tropical Medicine and International Health 1997; 2(9): 839–845   

 McGregor A. Counterfeits drugs flood developing world. The Lancet 1997; 350 (9092): 1690 

 MM Reidenberg et al., Counterfeit and substandard drugs. Clinical Pharmacology & 
Therapeutics. Vol. 69, number 4, pp 189-193, April 2001 

 Videau JV. Editorial: Making Medicines Safe. Bulletin of the World Health Organization, 2001, 
79 (2) 

 Issack MI. Substandard drugs. Lancet 2001; 358: 1563 

 Newton PN et al. Murder by fake drugs Time for international action BMJ 2002;324:800–1 
R. Cockburn et al., The global threat of counterfeit drugs: why industry and governments must 
communicate the dangers. PLOS Medicine 2005; 2(4).  

 Andreotti F, Crea F. Substandard life-saving drugs: a global concern. European Heart Journal 
2005 ; 26, 858–860 doi:10.1093/eurheartj/ehi219 

 USP Drug Quality and Information Program. Ensuring the quality of medicines in resources-
limited countries: an operational guide. Published in 2007

17
.  

 M. Loewy, Deadly Imitations. Perspectives in Health, the Magazine of PAHO, Vol.11, No 1, 
2007. Available at http://www.paho.org/  

 A. Jack, Counterfeit medicines. Bitter pills. BMJ 2007; 335: 1120-1121. 

                                                 
15

 https://www.swissmedic.ch/aktuell/00673/03287/index.html?lang=en 
16

 
http://www.globalforumljd.org/sites/default/files/resource/160215%20FS%20medicines%20Uganda%20report%2015
%20February%202016%20low%20res.pdf 
17

 http://www.usp.org/pdf/EN/dqi/ensuringQualityOperationalGuide.pdf 

http://www.paho.org/
https://www.swissmedic.ch/aktuell/00673/03287/index.html?lang=en
http://www.globalforumljd.org/sites/default/files/resource/160215%20FS%20medicines%20Uganda%20report%2015%20February%202016%20low%20res.pdf
http://www.globalforumljd.org/sites/default/files/resource/160215%20FS%20medicines%20Uganda%20report%2015%20February%202016%20low%20res.pdf
http://www.usp.org/pdf/EN/dqi/ensuringQualityOperationalGuide.pdf
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Lower-Income Countries, JAMA 2008; 300 (12): 1453-1455. 
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of the informal drug supply in Cotonou, Benin. Social Science & Medicine 2011; 73: 
1249e1256 

 Newton PN, Amin AA, Bird C, Passmore P, Dukes G, et al. The Primacy of Public Health. 
Considerations in Defining Poor Quality Medicines. PLoS Med 2011; 8(12): e1001139. 
doi:10.1371/journal.pmed.1001139 

 Attaran A, Bate R, Kendall M. Why and how to make an international crime of medicine 
counterfeiting. J Int Crim Justice 2011; 9: 325-354 

 Bate R., Zhe Jin G, Mathur A. Does price reveal poor-quality drugs? Evidence from 17 
countries. National Bureau Economic Research Working Paper N. 16854; March 2011 

 Interview with Dr Paul Newton, Head, Wellcome Trust–Mahosot Hospital–Oxford Tropical 
Medicine Research Collaboration, Vientiane, Laos. Pathogens and Global Health 2012; 106 
(2): 69-71  

 Wise J. Global operation tackles internet trade in fake drugs. BMJ 2012;345:e6724 

                                                 
18

 http://www.pewtrusts.org/uploadedFiles/wwwpewtrustsorg/Reports/Health/Pew_Heparin_Final_HR.pdf 

http://dx.crossref.org/10.4103%2F0019-5545.44743
http://www.pewtrusts.org/uploadedFiles/wwwpewtrustsorg/Reports/Health/Pew_Heparin_Final_HR.pdf
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