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Distinguished Participants, Dear Colleagues, Ladies and Gentlemen, 

 

It is my pleasure to welcome you to the regional training workshop on evaluation of 

registration files for medicine quality control. I would like to express my appreciation to the 

Government of Tunisia and to the National Laboratory for Medicine Control in Tunis  for hosting 

the workshop. I would also like to thank (name to be confirmed) for his presence here today. 

 

It is no coincidence that Tunisia has been selected to host this important training 

workshop. The programme has been carefully planned so that participants can benefit from the 

rich experience of the National Laboratory for Medicine Control, a very promising new WHO 

collaborating centre, and the Directorate of Pharmacy and Medicines at the Ministry of Public 

Health, an active WHO collaborating centre for medicine regulation and registration and for the 

development of the pharmaceutical industry. 
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Ladies and Gentlemen, 

 

Problems related to the safety and quality of medicines exist in both developing and 

industrialized countries, and this lack of good standards has been detrimental to population 

health. Health problems are caused by the use of medicines containing toxic substances or 

impurities, medicines whose benefits have not been verified, medicines with unknown and severe 

adverse reactions, substandard preparations, and outright fake and counterfeit medicines. 

Effective medicine regulation is required to ensure the safety, efficacy and quality of medicines, 

as well as the accuracy and appropriateness of medicine information available to the public. 

 

Medicine regulation through enforcement by regulatory agencies, medicine evaluation 

boards, quality control laboratories and medicine information centres has evolved over time. The 

scope of legislative and regulatory powers has been gradually expanded, in response both to the 

increasing sophistication of the pharmaceutical sector, and to the changing needs of society.  

 

One of the responsibilities of national regulatory authorities is product assessment and 

registration, to ensure that the pharmaceutical product has been adequately tested and evaluated 

for safety and quality and that the product information provided by the manufacturer is accurate. 

The tasks involved include evaluating technical and administrative data submitted about a 

medicine product, deciding whether to approve or reject the product, issuing a marketing 

authorization (certificate) and conducting adverse medicine reaction monitoring. The overall 

process requires a legal foundation, an adequate number of qualified staff, sustainable resources 

and data retrieval systems and freedom from conflicts of interest. Good manufacturing practice 

and quality control services are also necessary.  

 

Ladies and Gentlemen, 

 

The majority of countries in the Region do not yet have fully functional medicine 

regulatory authorities to guard the quality of both imported and locally produced essential 

medicines, including herbal medicines. However, there is increasing awareness at national and 

institutional levels that development of the pharmaceutical sector, and especially export-oriented 
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production, must be based on a strong and efficient regulatory system. The challenge is to 

translate this understanding into concrete legislative and regulatory improvements. 

 

This workshop provides an opportunity for the national regulatory authorities of countries 

of the Region to come together to share their experiences, discuss evaluation of analytical 

methods, viral safety and stability studies and acquire scientific concepts for the evaluation of 

registration files for medicine quality control in order to increase the capacity of national 

regulatory authorities in this significant area. 

 

Dear Colleagues, 

 

I can assure you that WHO will continue to support Member States in establishing and 

strengthening national capacity for effective medicine regulation and for implementing quality 

assurance systems with access to independent information on medicine quality, safety and 

efficacy. 

 

I wish you fruitful discussions and an enjoyable stay in this very beautiful city. I look 

forward to receiving the recommendations of your workshop. 

 

 


