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Introduction

Although data are scarce, substandard and counterfeit medicines are a serious problem for health care delivery systems in developing countries. There are reports of fake malaria drugs (with no active ingredient) in South East Asia (I-M), and substandard drugs circulating in African countries (I-M). Such drugs have serious public health implications, especially in low-income settings (N-Q). Poor drug quality has been a serious barrier in promoting generic prescribing and substitution (T-AC).

Unfortunately, there is limited evidence of the effectiveness of current efforts to improve the quality of medicines, such as the WHO Certification Scheme, regional drug quality control laboratories, or guidelines or training materials for Good Manufacturing Practice (GMP), Good Storage Practice (GSP), and Good Pharmacy Practice (GPP) (N-Q). This is partly because local governments have not used these approaches sufficiently. Efforts to improve quality have often failed because enforcement has severely lagged behind regulation efforts. (T-AC).

In the past, quality testing methods were expensive and time consuming, but there are now low-cost, easy-to-use quality testing methods, such as Thin Layer Chromatography (TLC), available for use in developing countries.

Policy and programme recommendations 

Given its role in promoting appropriate use, countries must make urgent efforts to guarantee the quality of medicines in the marketplace.  Recommendations to achieve this include the following:

· International and national organisations should develop and adopt a common standard for classifying drug quality testing results, including standardised terminology (I-M), and quality measurement methods, especially sampling methods (I-M).

· National Drug Regulatory Agencies (NDRA), procurement agencies, and other national stakeholders should critically assess the performance of their quality assurance strategies and programmes (T-AC). WHO and other development assistance agencies should support country initiatives to strengthen the quality of medicines (N-Q).

· Countries should systematically carry out quality testing and enforcement of quality requirements for all drugs (I-M).  Detection of fake drugs should be followed immediately by regulatory action, and information on failed drugs should be shared regionally and globally (I-M).

· NDRAs should require GMP conditions for all drugs manufactured within territorial national borders (I-M).

· NDRAs, procurement agencies, and other national stakeholders should determine how best to use existing global and regional resources, such as regional drug quality control laboratories, the WHO Prequalification System for HIV/AIDS Products and Manufacturers, and others (N-Q).  Making maximum use of regional organisations, multiple government agencies, and NGOs will help to contain costs (I-M).

Key research recommendations

Key research questions relate to better understanding the negative consequences of poor quality; how to measure the quality of products circulating in health systems; and how to identify effective strategies and interventions to improve quality. Specific research questions include the following:

· What are the public health and economic impacts of poor quality medicines?

· Why are the factors that prevent enforcement of regulations on drug quality (T-AC)?

· What are the links between poor drug quality and the development of antimicrobial resistance (I-M)?

· What are effective and cost-effective operational strategies and programmes to strengthen the quality of essential medicines in resource-limited settings (N-Q)?  What are appropriate indicators to assess, monitor, and evaluate the impact of these quality assurance programmes (N-Q)?

· Can simple quality tests be developed for use by community health workers, dispensers, or drug sellers to detect counterfeit drugs (I-M)? 

· How can information on poor quality drugs (e.g. fake drugs) best be communicated to the general public (I-M)?  How can public education strategies contribute to improving drug quality (N-Q)?




