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Ladies and Gentlemen, Dear Colleagues, 

 

I have great pleasure in welcoming you to the fifth Eastern Mediterranean Drug 

Regulatory Authorities Conference (EMDRAC-5) and at the same time to our new Regional 

Office building which, although it has been our home for more than a year now, will be new to 

most of you. This regional meeting is linked to the International Conference of Drug Regulatory 

Authorities (ICDRA) which was supposed to have been held this same week in Hong Kong, but 

which had to be postponed until next year due to the recent tragic events affecting the entire 

world and our Region in particular. Under the circumstances we decided to move the venue of 

this conference, originally planned as a pre-ICDRA meeting, to our office here in Cairo. 
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The quality of a drug, and the assurance that it will act as intended, is of utmost 

importance to patients, health care providers and policy-makers, and all individuals concerned 

with public health. Regulation of drugs and biologicals to ensure their quality, safety and efficacy 

is therefore one of the cornerstones of a national drug policy and was never more crucial than 

today.  

 

WHO’s Regional Office for the Eastern Mediterranean has, for many years, attributed 

great importance to improving and maintaining the quality of drugs through the strengthening of 

regulatory authorities, including their legislation, organization, financing and human resources 

development. We will continue to put special emphasis on the multiple facets of regulation and 

control of pharmaceutical products stressing the paramount importance of a strong, professional, 

regulatory authority to protect the interests of the general public, the health care system and the 

legitimate pharmaceutical manufacturers.  

 

Ladies and Gentlemen, 

 

This Conference has three general objectives for your deliberation during the next three 

days. 

 

The first objective is to review the current status of the regulation of pharmaceuticals as 

well as pharmacy practice in the countries of the Region. As I mentioned earlier, the authorities 

that you represent are of pivotal importance in ensuring that only quality medicines enter the 

markets, as well as in ensuring that the general public is, and feels, protected from substandard 

products or practices, be it intentional or otherwise. However, one is only truly in a position to 

function according to such high standards if and when the national drug regulatory authorities are 

well staffed, well funded and in a position to function within a strong, clear and supportive legal 

framework. You will discuss the current status for these, which many of you will find lacking, 

and in particular the need for, and approaches towards, legal changes. I urge you to discuss in an 

open and frank manner the legal and other changes required to fulfil the need of your national 

drug regulatory authorities to function professionally and independently, with secure and 
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sufficient funding for its operations and with a clear mandate and responsibility in ensuring drug 

quality. 

 

The second objective of the Conference is to prepare the regional input to the tenth 

International Conference of Drug Regulatory Authorities. Past experience has shown the 

importance of identifying our regional priorities and concerns prior to the International 

Conference; thus enabling our representatives to speak with one voice on matters relevant to 

developing countries in general and our Region in particular. The outcome of your deliberations 

on the ICDRA programme, both in terms of topics covered and their content, is eagerly awaited, 

not only by me but also by our colleagues in Geneva. We have been requested to send them a 

detailed report on this as your input can and will be used to fine-tune the final programme of the 

ICDRA next year. 

 

The third, and arguably the most important, objective of the Conference is to develop an 

appropriate framework for collaboration and exchange of information between the regulatory 

authorities throughout the Region. The world is getting smaller, and pharmaceuticals are moving 

increasingly easily from country to country. As you will discuss over the next few days and 

during the ICDRA thereafter, liberalization of trade and globalization of the pharmaceutical 

industry must be matched by the development of proactive, informed and decisive regulatory 

authorities in our Member States.  

 

Intensification of regional and international interaction in general, and professional 

collaboration amongst yourselves in particular, may be the most important factor in enhancing 

your capacity to ensure the affordability and fair pricing of drugs, and to safeguard that all 

medicines on the domestic markets are of the quality, safety and efficacy expected and required 

by your peoples. It is my sincere hope that, during this conference you will decide to establish a 

regional network of national drug regulatory authorities.  

 

As I mentioned before, this is the fifth biennial meeting of its kind and it has become the 

regional forum for exchange of views, ideas and information on regulatory matters. This is 

exactly what we would expect from the proposed regional network. It is my sincere desire that 
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the next EMDRAC meeting is organized by the secretariat of the “Eastern Mediterranean 

regional network of drug regulatory authorities”, in close cooperation with WHO. 

 

In addition to the three general objectives mentioned earlier, I am very pleased with the 

selection of the three technical topics on globalization, generics and bioequivalence, and 

traditional medicine which are all issues of great importance to the Member States of our Region 

and which have great impact on the regulatory systems. 

 

The Fifty-fourth World Health Assembly held in May of this year adopted the WHO 

medicines strategy and in doing so urged the Member States to take effective measures in 

accordance with international law and international agreements in order to ensure improved 

access to medicines. You, as regulators, have an important role to play in ensuring that 

international agreements, and in particular the Agreement on Trade-Related Aspects of 

Intellectual Property Rights, or TRIPS, are implemented in the manner most beneficial to your 

countries. This requires both appropriate legislative changes and close monitoring of the impact 

of TRIPS on access to essential drugs.  

 

The session on generics and bioequivalence will be used to share WHO’s position on 

appropriate regulatory mechanisms to ensure the quality of and access to generic products. Issues 

pertaining to bioequivalence have been hotly debated in various professional forums in our 

Region. Our basic position on this topic is that providing proof of bioequivalence rests with the 

applicant and that the regulatory authorities should have both the technical ability to review the 

scientific data presented and the authority to require independent studies. Regulatory authorities 

therefore do not need to have the capacity to undertake their own bioequivalence studies. 

 

The session on traditional medicines will focus on the regulation of herbal medicines. We 

fully acknowledge that further integration of traditional medicine into health care services will 

have to depend on availability and use of herbal preparations of which the quality is ensured 

through rigorous regulation of both the products and their use. As only a minority of our Member 

States have developed the appropriate legal and regulatory framework for herbal medicines, we 
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would like to suggest that during your discussions you agree to take up this issue as a regional 

priority.  

 

I am looking forward to reviewing the findings, conclusions, recommendations and action 

plans, as developed during your deliberations, as they will help guide our actions, both at country 

and regional levels, for the next few years. 

 

I would like to seize the opportunity to thank our colleagues from the Department of 

Essential Drugs and Other Medicines at WHO headquarters, Geneva for their technical and 

financial support to the Conference. 

 

In conclusion, I wish you all the best in the coming days and a very pleasant stay in our 

office and in this beautiful city of Cairo. 

 
 


