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Problem Statement: Fees charged by drug regulatory authorities (DRAs) may be used as a policy instrument to speed up regulatory approval, to encourage retention of quality staff, and to stimulate introduction of generics versus new chemical entities. Often, the cost recovery function of these registration fees is not related to the true cost of the pharmaceutical regulatory process.

Objectives: Determine appropriate amounts that a developing country DRA should charge for new drug registration fees. Investigate the effects of the observed variation in fees on drug approval times.

Design: Cross-sectional study.

Setting: Thirty four countries in Europe, Asia, Latin America and Africa 
Intervention: Implementation of DRA new drug and generic drug application fees.

Outcome Measures: Scaling factors: new drug fee and GNP per capita; per capita healthcare expense; total pharmaceutical market; effect on drug approval times

Results: Most DRA registration fees for new drug applications for developing countries are between 1 and 5 times the current GNP/capita of that country or are between $17,000 and $80,000 for each $1000 spent per capita on healthcare. At present, each $1000 new drug registration fee corresponds to a total pharmaceutical market share of between 90 and 385 million dollars. There is little relationship between DRA registration fees and drug approval times in developing countries. 

Conclusions: Developing countries should require that DRA registration fees in general be based on accurate accounting of the cost of services provided. In this regard, developing country DRAs should undertake an assessment of the true cost for market authorization applications. Appropriate DRA registration fees are policy instruments that can have a major effect on the drug registration process and can influence access to new drugs and their generic equivalents.
Study Funding: United States Agency for International Development (USAID) via Management Sciences for Health as a subcontract to Boston University School of Public Health
