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regulatory authorities, manufacturers of priority essential medicines and partner 

organizations. 

As a normative agency, WHO has the responsibility of setting norms and standards, 

developing guidelines and advising Member States on issues related to quality assurance of 

medicines. These activities have been endorsed and supported by Member States through 

numerous World Health Assembly resolutions. The prequalification programme is part of 

these activities and mandate; it is not intended to replace national medicines regulatory 

authorities or national authorization systems but rather to build partnership with them to 

enhance the availability of high quality essential medicines.  

In essence, this is a voluntary programme to which manufacturers of selected medicines 

can apply for prequalification of one of their products. They will receive free evaluation 

through dossier assessment, facility inspection and quality assurance procedures. If these 

rigorous evaluations conclude that product dossier and manufacturing systems are compliant 

with the WHO standards, then the specific product concerned is considered prequalified and 

is automatically added to the WHO list of prequalified medicines. International agencies such 

as the Global Fund to Fight AIDS, Tuberculosis and Malaria, UNICEF and Médecins Sans 

Frontières can then make procurements from this list for bulk purchase orders. 

Ladies and Gentlemen  

It was in this context that the WHO Regional Office for the Eastern Mediterranean, in 

collaboration with WHO headquarters, decided to systematically promote the programme in 

countries of the Region with seizable pharmaceutical industries. Between June 2007 and 

October 2010, specific advocacy meetings and workshops on the prequalification programme 

were organized. 

In this phase of the programme, we are focusing our efforts on resources to build the 

capacities of regulators from national medicines regulatory authorities and ministries of 

health in the Region, and to inform them about the programme and its requirements. The 

main aim is to shift their regulatory standards closer to those of more stringent regulatory 

authorities and to build the case for adopting some essential regulatory requirements, such as 

bioequivalence studies and normalization of required data for granting marketing 

authorization.  
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We do this work through close collaboration with our headquarters colleagues, 

designing and implementing training workshops on technical and regulatory topics that cater 

to the regional and local needs of national medicines regulatory authorities. We also support 

their participation in global capacity-building activities and encourage their participation as 

observers in prequalification dossier assessment rounds and programme inspection missions. 

As a direct result of such efforts, several manufacturers are currently at different stages 

of developing their dossiers for submission. Some manufacturers have already submitted their 

dossiers and are currently being assessed, and one product has already been prequalified. 

From the current pool of companies who are in an advanced stage of dossier preparation, we 

selected you to attend this training workshop. 

We consider this workshop to be unique in its organization as it combines two major 

objectives in one.  

The first objective is to develop capacities and build understanding of the advances in 

regulatory requirements, one of which is the Common Technical Document (CTD). The 

Common Technical Document is an agreement to assemble all the quality, safety and efficacy 

information in a common format. This has revolutionized the regulatory review processes, led 

to harmonization of dossier submission and, in turn, enabled implementation of good review 

practices. For industry, it has eliminated the need to reformat the information for submission 

to the different regulatory authorities adopting CTD as a submission criteria. Starting in 

September 2011, the prequalification programme will require all dossier submissions to be in 

CTD format. 

The second objective of the workshop is to make use of the presence of the technical 

experts and regional regulators to provide valuable feedback on your dossier quality data and 

bioequivalence study data. It is envisaged that this blend of experts, manufacturers and 

national regulators in hands-on exercises will create a learning experience that reinforces 

conceptual knowledge.  

Dear Colleagues, 

For this workshop to succeed we will depend on your dynamic interaction throughout 

the different technical lectures and the application of your expertise during the hands-on 

exercises.  
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Finally, let me restate my pleasure in welcoming you and to extend my sincere thanks 

to our experts who will guide us throughout this workshop. I look forward to your lively 

participation in the workshop. Let us set a model in this workshop for how different 

stakeholders interact for the good of public health. I am sure you will recognize the 

importance of this initiative’s future return for the regional public health outlook, as well as 

for improving the competence of regional pharmaceutical manufacturers.  

I hope that you have a successful workshop and that soon we will hear good news about 

prequalified products from attending manufacturers. I wish you a pleasant and enjoyable stay 

in this beautiful and vibrant city of Amman. 

 


