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Distinguished Participants, Dear Colleagues, Ladies and Gentlemen, 

It is my pleasure to welcome you to Amman to participate in the implementation of the 

procedure for rapid review of imported pre-qualified vaccines for use in national immunization 

programmes. We wish to thank your governments for your nominations to attend this meeting. I 

would also like to welcome our guests, experts in vaccine production and control from 

production sites, regulators of vaccines, as well as colleagues from WHO headquarters who 

actively contributed in the preparation of this workshop. 

Ladies and Gentlemen, 

According to the Constitution of WHO, the use of vaccines of assured quality against 

common communicable diseases is one of the vital components for achieving WHO’s objective 

of the attainment by all peoples of the highest possible level of health. As all of you know, 

national health authorities have the duty to ensure that all vaccines, whether imported or 

produced locally are of good quality, safe and efficacious.  

Because of the importance of national and regional vaccine security, the Regional Office, 

through the regional programme on self-sufficiency and self-reliance in vaccines, is focusing 

firstly and especially on strengthening national regulatory capabilities. The process of building 

regulatory capacity is based on the implementation of an independent and competent national 

regulatory system that is responsible for overseeing the entire vaccine production process and for 

providing continuing evidence of the quality, safety and efficacy of the vaccine produced in or 
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imported into the country, and used in both the public and private sectors. WHO has developed 

indicators for the regulatory system and the six core functions of the national regulatory authority 

to ensure that all vaccines used are of assured quality. WHO recommends that every national 

regulatory system should have independent institutions that meet 2, 4 or 6 regulatory functions 

according to the main source of vaccines.  

WHO recommends immunization with WHO prequalified vaccines that meet international 

standards of quality, safety and efficacy. Although the vaccine prequalification procedure ensures 

that vaccines meet WHO-recommended standards, it does not replace the oversight role that the 

national regulatory authority of the importing country should undertake regardless the source of 

vaccines, including a proper product evaluation and registration of WHO prequalified vaccines.  

Hence, the main objectives of this workshop will be to: 

• Provide national regulatory authority staff who will implement the procedure for rapid 

review of imported WHO pre-qualified vaccines with the necessary tools to evaluate the 

documents and samples in the area of vaccine registration according to the WHO guidelines 

for the rapid review procedure of WHO prequalified vaccines; 

• Provide basic knowledge of the production and control of different types of vaccines 

(toxoid, bacterial inactivated, viral attenuated and conjugate polysaccharide);  

• Provide participants with concepts of Good Manufacturing Practice in vaccine production; 

and an understanding on the role of quality control and quality assurance in vaccine 

production; and 

• Familiarize the participants with the format and contents of the summary lot protocols and 

the summary lot protocol review procedure. 

Dear Colleagues, 

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

can assure you that WHO will continue to support Member States and undertake all efforts 

necessary for establishing and strengthening national regulatory authorities to ensure the quality, 

safety and efficacy of vaccines.  
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 Once again I would express my sincere thanks to all of you for your efforts and for 

participating in this workshop. I wish you a fruitful, successful and pleasant stay in this beautiful 

city. 


