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Distinguished Participants, Dear Colleagues, Ladies and Gentlemen, 

It is my pleasure to welcome you to the intercountry workshop on vaccine 

regulation: vaccine registration, lot release and control of vaccines. I would like to thank 

the Government of Tunisia and the Ministry of Public Health for accepting to host this 

meeting. I would like especially to welcome our guests from the National Regulatory 

Authority of Thailand and from the European Medicine Agency, as well as colleagues 

from WHO headquarters and the Pan American Health Organization. 

Ladies and Gentlemen, 

The use of assured quality vaccines against common communicable diseases has 

been a vital component of the WHO strategy to achieve the objective of attainment by all 

peoples of the highest possible level of health.  

Vaccines represent an important instrument for health development and yet Member 

States of the Region face difficulties in access to quality and affordable vaccines. The 

Regional Office has developed a regional strategy for self-reliance and self sufficiency in 

vaccine production. Support to national regulatory authorities represents an important 

component of that strategy in view of their role in ensuring safety and efficacy of imported 

and locally produced vaccines. 
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The process of building regulatory capacity is based on the implementation of an 

independent and competent national regulatory system. This is responsible for overseeing 

the entire production process and for providing the continuing evidence for quality, safety 

and efficacy of the vaccine produced or imported and used, whether in the public sector or 

the private sector. WHO has developed indicators for the vaccine regulatory system, based 

on the six core functions of the national regulatory authority. These indicators are used for 

monitoring and evaluation of the national regulatory authority. 

WHO recommends that every national regulatory system should be supported by 

independent institutions that fulfil 2, 4 or 6 regulatory functions, according to the main 

source of vaccines.  

Ladies and Gentlemen,  

Due to the fact that vaccines are composed of complex biological molecules and due 

to their inherent variability, these products must be properly evaluated, registered in the 

pre-marketing phase, controlled whenever required and released lot by lot before their use 

in the post-marketing phase. In addition, there are other regulatory requirements, notably 

inspection, post-marketing surveillance and clinical evaluation. 

Ladies and Gentlemen,   

Although WHO recommends immunization using WHO pre-qualified vaccines, 

countries should ensure the registration and licensing of all vaccines intended to be used in 

the country. This even applies to countries procuring their vaccines through UN agencies. 

In addition, countries that self-procure or produce vaccines, have the responsibility 

to release the vaccines lot by lot and to control them when necessary by testing to relevant 

biological standards. 

Furthermore, due to the complexity of the antigens, particularly of new vaccines, and 

new formulations, networking for lot release and control, as a part of the regional 

programme to achieve vaccine self-sufficiency in production and self-reliance, might help 

the National Regulatory Authorities and national control laboratories to improve their 

control testing and the lot release process and then, their capacity to regulate vaccines.  
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Ladies and Gentlemen,  

The main objectives of this workshop are to: 

• Provide information and guidance to establish an effective vaccine registration 

process, vaccine lot release and control process; 

• Brief participants on the WHO guidelines for registration/licensing of the WHO pre-

qualified vaccines and on the European Medicine Agency scientific opinion (article 

58) as well as on the WHO guidelines for vaccine lot release; 

• Share country experiences in managing vaccine registration;  

• Brief participants on WHO’s plan to develop a regional network of vaccine lot 

release and control in order to ensure the quality, safety and efficacy of vaccines in 

the Region; 

• Discuss issues related to biological standards and establishment of national 

biological standards; 

• Identify gaps and needs for additional guidance and assistance; 

• Initiate a national plan of action to establish the regional network for lot release and 

control. 

Dear Colleagues, 

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

met. I assure you that WHO will continue to support Member States and make necessary 

efforts in establishing and strengthening national regulatory authorities to ensure the 

quality, safety and efficacy of vaccines.  

Once again I would express my sincere gratitude to all of you for your efforts and for 

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

beautiful city. 


