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Dear Colleagues, 

It is my pleasure to welcome you to the Informal Consultation on Regional Vaccine 

Registration. I would like to welcome our guests and experts who will facilitate the consultation as 

well as our colleagues from WHO headquarters. 

As you know, vaccine registration is an essential function of the regulatory authority that 

should be properly implemented in all countries regardless of the source of vaccines. However, 

due to the complexity of vaccines, their registration requires extended knowledge and expertise on 

evaluation of quality, efficacy and safety. 

As you may know, among the countries of the Region only the Iranian National Regulatory 

Authority is officially considered by WHO as functional in the field of vaccines, and only a few 

countries are performing vaccine registration properly. A number of countries are still not 

conducting a vaccine evaluation before marketing authorization and accordingly are not 

registering vaccines that are used in their countries. 

With the introduction of various new vaccines in the coming years that are more complex 

than the traditional vaccines in terms of composition and production process, it is compulsory to 

perform the critical scientific review of the marketing authorization dossier of these vaccines by 

the national regulatory authorities. However, in order to assure the quality of vaccines procured by 

countries of the Region, it will be advantageous to use the current available expertise to support 

countries that have fewer capacities for the evaluation of the quality, safety and efficacy of 

vaccines for registration purposes. This can be done through the establishment of a regional 
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committee composed of regulators with specialized skills in the registration of vaccines. This 

initiative will undoubtedly contribute to strengthening vaccine registration and vaccine regulation 

in the countries with fewer capacities for evaluation of the marketing authorization dossier, as well 

as other countries in the Region, thereby contributing to the strengthening of the public health 

system. Also, this initiative may be an excellent opportunity to harmonize the vaccine registration 

process, to establish a mechanism for mutual recognition and to facilitate the implementation of 

the regional pooled vaccine procurement process. 

Hence, the main objectives of this consultation are to: 

• discuss  and explore the possibility of establishing a regional vaccine registration committee 
and assess its advantages; 

• suggest models for such a regional registration committee; and 

• identify the needs and implications in regard to implementing a regional committee for 
vaccine registration.  

Dear Colleagues, 

I am sure that with your active participation, the objectives of this consultation will be met.  

I would like to take this opportunity to assure you that WHO will continue to support Member 

States and to make the necessary efforts in strengthening the national regulatory authorities in the 

field of vaccines, in order to assure their quality, safety and efficacy. 

Once again I express my sincere gratitude to all of you for participating in this consultation 

and wish you a fruitful, successful and pleasant stay in this beautiful city. 

 


