ICIUM 2004 Theme Summary


 SEQ CHAPTER \h \r 1Pharmaceutical regulation

Introduction

Regulation without active enforcement assures neither quality of health care nor of pharmaceutical products (C-A1). Enforcement of existing regulations is a problem in many low-income countries. Voluntary guidelines and self-regulation are rarely effective on their own (T-AC). Inspection of pharmacy establishments does not always ensure quality practices (P-M).

By their blunt nature, regulations can have both intended and unintended effects.  Regulations are sometimes promulgated in an attempt to solve problems created by perverse financial incentives, instead of directly addressing the cause of the problem (H-AMR). Drugs that are perceived to be dangerous are sometimes banned, although it is known that such bans are often not effective (C-A1). 

Policy and programme recommendations 

Sound pharmaceutical regulations underpin the appropriate use of medicines, especially in the private sector.  Key recommendations concerning regulatory infrastructure and enforcement are as follows:

· Countries should develop and enforce regulations that separate prescribing and dispensing by the same individual for profit (T-AC).  However, where medicines are now commonly dispensed without prescription, countries must seek a balance between enforcing prescription only regulations and ensuring access (T-AC).   

· Countries must ensure that effective continuing education for pharmacy staff and drug sellers goes hand in hand with pharmacy regulation (C-A1).  

· Countries should act on the UN list of banned drugs (T-AC).  Drugs on the list should be widely publicized, and the ban should be followed by monitoring and enforcement (C-A1).  Bans or other regulatory restrictions on use should be accompanied by recommendations for alternative treatments (C-A1).  
· Countries should enforce existing regulations concerning inappropriate pharmaceutical promotion and publicize enforcement actions (T-AC).
· Countries should review regulations governing the safety, quality, and use of complementary and alternative medicines (M-CM).
Key research recommendations

· How can regulations be successfully enforced within the resource and manpower constraints in developing countries?

· What are the negative impacts on access to essential medicines of enforcing prescription only regulations in pharmacies and drug shops?

· What are reliable indicators for assessing the quality of pharmacy practice (C-AMR)?






