
 
In the Name of God, the Compassionate, the Merciful 

Opening remarks 

to the 

WHO Forum on Regulatory Pathways for the Clinical Evaluation of 
Human Papilloma Virus Vaccine 

 
Marrakesh – Morocco, 24-25 February 2009 

 

Dear Colleagues, 

It is my pleasure to welcome you to the Regulatory Forum on Clinical 

Evaluation of human papilloma virus vaccine I would like to thank the 

Government of Morocco, the Ministry of Public Health, as well as for 

accepting to host this meeting. I would like to thank the Regional 

Directorate of Health and Lalla Salma Association against Cancer to help 

us for the Organization of this event and also to welcome our guests who 

will facilitate the training workshop from EMEA, IARC, USFDA, GSK 

and Merck as well as our colleagues from WHO headquarters. 

As you may know, the human papilloma virus is responsible for the 

most common viral infection of the reproductive tract, sexually 

transmitted.  There are 40 different genotypes of HPV that can affect the 

genital area of men or women. Worldwide 440 millions individuals are 

infected with HPV.  Genotypes such as HPV 16 and HPV 18 are high 
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pathogens and responsible for around 70% of cancers of cervix.  Indeed, 

cervical cancer is the second common cancer in women worldwide.  

Around 500 000 cases of cervical cancers are diagnosed each year, 

mostly in developing countries.  In the Eastern Mediterranean region, the 

incidence rate of HPV cancer is between 8 and 29.9 per 100 000 females 

and exceeds 45 per 100 000 in some countries namely Djibouti, Somalia, 

and south Sudan. 

As part of the approach to prevention and control of cervical cancers, 

immunization is considered to be the most cost-effective public health 

intervention.  In this regard, the introduction of the new prophylactic 

HPV vaccine which shows its efficacy against HPV infection and cervical 

lesions, will reduce the incidence of HPV infection and thereby the 

incidence of cervical cancers. 

The national health authorities have the duty to ensure that vaccines used 

in their country are of assured quality, safe and efficacious.  To achieve 

this, the national health authorities should establish a competent national 

regulatory authority.  

Although the primary responsibility for quality, safety and efficacy 

lies with manufacturers, the NRA of each country is responsible for 

establishing procedures for assuring that the vaccines and producers of 

vaccines meet the required criteria.  Hence WHO developed indicators 

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

authority in view to achieve the WHO goal to ensure that all vaccines 
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used are of assured quality and although WHO recommends the use of 

WHO pre-qualified vaccines, one of the critical functions that all 

Member States should establish is the marketing authorization function 

including the technical and scientific review of the registration dossier 

and particularly the sections related to the clinical studies and safety data 

of vaccines such the case of the HPV vaccine, subject of our forum 

during this couple of days. 

Hence, the main objectives of this workshop are to: 

•  Provide information on the HPV infection , epidemiology, disease 

burden 

• Provide an update on clinical data available (pre and post 

marketing)  

• Provide guidance on the regulatory criteria for evaluation of the 

HPV vaccines (recommendations regarding acceptable endpoints, 

new findings, current criteria regarding immunological parameters, 

etc) 

• Provide detailed information on new initiatives to support countries 

with regards to epidemiological databases, serological surveillance 

(HPV LabNet) 

• Identify regulatory provisions that need to be considered for the 

registration of HPV vaccines 

 



 4

 

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 a regulatory 

system for vaccines. 

Once again I express my sincere gratitude to all of you for 

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

pleasant stay in this beautiful city. 

 

 


