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MINISTRY OF PUBLIC HEALTH 

 
National Pharmacovigilance Centre’s mission, functions, administrative and 
financial organization, and operating rules are enacted by Decree No. 2006-1118 of 20 April 
2006. 
 
 The President of the Republic, 

The Minister of Public Health are proposing to: 
 Enact all texts that have amended or supplemented, especially Law No. 2004-42 of 13 May 
2004, in organic budget law by Law No. 67-53 of 8 December 1967,  

Enact poisonous substances control by Law No. 69-54 of 26 July 1969,  
 Enact all texts that have amended or supplemented, especially Law No. 92-75 of 3 August 
1992, in pharmaceutical professions by Law No. 73-55 of 3 August 1973, 
 Enact all texts that have amended or supplemented, especially Law No. 2004-90 of 31 
December 2004, in the code of public accounting of the finance law for the year 2005 by Law No. 
73-81 of 31 December 1973,  
 Enact veterinary pharmacy, as amended and supplemented by Law No. 2000-40 of 5 April 
2000, by Law No. 78-23 on 8 March 1978, 
 Enact all texts that have amended or supplemented, especially Law No. 2003-20 of 17 March 
2003, in public servants, municipalities and public administration by Law No. 83-112 of 12 
December 1983, 
 Enact finance Law for the year 1985, particularly Section 78, by Law No. 84-84 of 31 
December 1984, 

Enact human drugs manufacture and registration, as amended by Law No. 99-73 of 26 July 
1999, by Law No. 85-91 of 22 November 1985,  
 Enact health organization by Law No. 91-63 of 29 July 1991, 
 Enact all texts that have amended or supplemented, especially Decree No. 88-988 of 2 June 
1988, in functional uses of medical and juxta-medical institutions under the Ministry of Public 
Health, by Decree No. 77-774 of 19 September 1977,  
 Enact the establishment and regulation of the allocation of compensation for functional 
positions in public institutions within the Ministry of Public Health by Decree No. 81-1130 of 1 
September 1981, 
 Enact general rules for hospitals, institutes and specialized centers under the Ministry of Public 
Health by Decree No. 81-1634 of 30 November 1981, 
 Enact all texts that have amended or supplemented, especially Decree No. 2003-2386 of 17 
November 2003, in the conditions for granting and revoking of functional central administration 
positions by Decree No. 88-188 of 11 February 1988,  
 Enact mission, functions, administrative and financial organization, and operating rules of 
the National Pharmacovigilance Centre by Decree No. 93-1523 of 19 July 1993, 
 Enact public markets organization as amended and supplemented by Decree No. 2002-3158 
of 17 December 2002, by Decree No. 2002-3158 of 17 December 2002,  
 After consulting the Minister of Finance, 
 Considering the opinion from the tribunal. 
 Decrees: 
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 First section. – The National Pharmacovigilance Centre’s mission, functions, administrative 
and financial organization and operating rules fall within the provisions of this decree.  
 
 

CHAPTER ONE 
 

Mission and Functions 
 

Section 2 – The National Pharmacovigilance Center’s mission is to promote patient safety by 
improving the knowledge of the adverse drug reactions’ nature and frequency (vaccines, serums, 
products used in alternative therapies, cosmetics…) and to contribute to reduce their occurrence 
both individually and collectively in order to ensure therapeutic efficacy at a national level. 
 Section 3 – The National Pharmacovigilance Centre’s mission and functions include: 

- Gather information of the adverse drug reactions from health workers (including doctors, 
pharmacists, dentists, midwives) who are obliged to report these adverse events to the 
National Pharmacovigilance Centre, 

- Assess the relationship of the causality (or accountability) between the suspected drug 
and the reported adverse event  

- Organize the collection, data operation and analysis system of the adverse drug reactions 
- Initiate a national registry of adverse events and collaborate to establish an international 

database, 
- Inform practitioners and all health workers of the risks of using drugs, which may occur in 

any period of patients’ life, including during pregnancy, 
- Study on epidemiology, mechanisms and consequences of adverse reactions, 
- Assess the risk/benefit ratio of drugs and related products through clinical trials or any 

other appropriate means, 
- Develop, evaluate and validate drug dosage techniques in different biological matrix, 
- If necessary, study the bioavailability and the bioequivalence in patients and healthy 

subjects, 
- Contribute to research, education and information regarding the benefits and risks of drug 

use, 
- Contribute to the development of a national strategy on drug safety in coordination with 

other drug institutions, 
- Participate in the program of drug security within the World Health Organization, 

particularly in the activities for International Drug Monitoring, 
- Request the labs and the manufacturers of the drug products to declare any suspected 

adverse drug reaction during common usage or in clinical trials which occurs in Tunisia or 
in any country where the products are marketed, the declaration must conform to the 
Tunisian and international wording, 
 



 

 

Official Journal of the Republic of Tunisia – 25 April 2006 

Chapter Two 
 

Administrative Organization 
 

Division 1 – The Director-General 
 

 Section 3 – The National Pharmacogivilance Centre is headed by a Director-General and is 
assisted by an administrative committee and a scientific committee. 
 Section 4 – The Director-General of the National Pharmacogivilance Centre shall ensure the 
functioning of the institution according to the authority’s guidelines and opinions of the 
administrative committee as well as the scientific committee.  
 He may delegate his signature and/or some of his powers to officials under his authority. 
  He organizes the Center’s budget and supplies contracts within the rules of public accounting 
and regulations. 
 The Director-General is responsible for the following: 

- Plan the budget and the development strategy of the National Pharmacovigilance Centre, 
and ensure its implementation, 

- Represent the National Pharmacogivilance Centre in all civil acts, 
- Coordinate all activities within the National Pharmacogivilance Centre. 

 Section 6 – The Director-General of National Pharmacovigilance Centre is appointed among 
the specialized doctors in pharmacology as proposed by the Minister of Public Health by decree, 
professor rank holders require no seniority; associate lecturers require at least two years tenure. 
 On this position, the National Pharmacovigilance Centre’s Director-General has rank and 
privilege from the central government and receives the benefits and allowances under Decree No. 
88-188 of 11 February 1988 aforementioned. 
 

Division 2 – Administrative Committee 
 

 Section 7 – The Director-General of the National Pharmacovigilance Centre is assisted by an 
administrative committee during the operation of the institution, which is composed as follows: 
 Chairman: the Director-General of National Pharmacovigilance Centre. 
 Members: 

- Regional Director of Public Health or his representative in Tunis, 
- Dean of the Faculty of Medicine of Tunis or his representative, 
- Head of Clinical Pharmacology Service Department, 
- Head of Collecting and Analyzing Adverse Events Department, 
- Head of Administrative And Financial Department, 
- Head of Materials and Equipment Department, 
- Accounting officer appointed by the Centre. 

 The chairman of the Administrative Committee may also invite any person whose presence is 
considered useful to attend the meeting on agenda due to his/her competence. 

Section 8 – The Administrative Committee is authorized to give opinions, including: 
- Draft budget, financial account and progress report of the National Pharmacogivilance 

Centre, 
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- Contracts for works, supplies or services, 
- Acquisitions, disposals, exchanges and leases of properties as well as the acceptance of 

donations and legacies, 
- Any other matters relate to the management and operation which the Director-General 

deems necessary 
 Section 9 – The Administrative Committee shall meet when convened by its chairman or at the 
request of half of its members at least twice a year and whenever the interest requires. 
 The meeting shall be valid only at least half of its members are in presence. In view of the 
absence of quorum, a second meeting shall be held within fifteen days in order for a quorum to be 
present.  
 The Committee shall adopt its opinions by a majority of its representatives. In the event of a 
hung vote, the Chair shall have a casting vote.  
 The agenda of the meeting is made by the Chairman. 
 Notices and agenda must be notified to all members of the Committee at least eight days 
before the date of meeting.  
 The Secretariat is entrusted to a member of the Administrative Committee. 
 The minute is signed by the chairman and the member of the Administrative Committee who is 
charge of the Secretariat. A copy of the meeting minute shall be forwarded to the Minister of Public 
Health through the Director-General within fifteen days after the meeting. 
 
 

Division 3 – Scientific Committee 
 

 Section 10 – The Director-General of National Pharmacovigilance Centre is assisted by a 
Scientific Committee in scientific matters, which is composed as follows: 
 Chairman: Director-General of National Pharmacovigilance Centre. 
 Members: 

- Dean of the Faculty of Medicine of Tunis or his representative, 
- Director-General of Pharmacy, Medicine and Public Health Department or his 

representative, 
- Director of Basic Health Care and his representative, 
- President of the Central Pharmacy of Tunisia or his representative, 
- Head of Clinical Pharmacology Service Department, 
- Head of Collecting and analyzing Adverse Events Department, 
- Heads of regional Pharmacovigilance Departments. 

 The chairman of the Scientific Committee may also invite any person whose presence is 
considered useful to attend the meeting on agenda due to his/her competence. 
 Section 11 – the Scientific Committee is responsible for providing advice on all scientific 
matters falling within the sphere of activities of the Centre. 
 Its responsibilities include: 

- Plan scientific activities within the Centre’s mission, 
- Contribute to the enhancement of research and scientific activities undertaken within 

various departments of the university hospital centre. 
- Propose scientific scholarship and internship candidates from medical, juxta-medical 



 

 

Official Journal of the Republic of Tunisia – 25 April 2006 

and para-medical professionals within the limit of the appropriations allocated and the 
existing regulations of the Centre. 

- Suggest a national strategy on drug safety and ensure its implementation, 
- Respond to all requests for scientific opinions from the Minister of Public Health. 

 Section 12 – The Scientific Committee performs its meetings, agenda, and advice broadcasts 
in accordance with the conditions set out in Section 9 above for the Administrative Committee of the 
National Pharmacovigilance Centre. 
 

Division 4 – Executive Departments 
 
Section 13 – The National Pharmacovigilance Centre has two departments: 

- The financial and executive department 
- The materials and equipment department 

 Section 14 – The financial and executive department is mainly responsible for the 
management of personnel matters; the preparation of operating budget and equipment of the 
Centre; commitment, validation, scheduling of all expenditures and keep proper accounts related 
thereto; establishment, ascertainment and assessment of the claims against the institution within 
the authorization granted by the Director-General of the Centre. 
 Section 15 – the materials and equipment department is mainly responsible for the 
management of the movable and immovable properties; planning, procurement and storage of the 
supplies for the operation of the Centre; maintenance and preservation of equipment, materials, 
furniture and keep their inventory under the authorization granted by the Director-General of the 
Centre. 
 Section 16 – Appointments to functional positions mentioned in Section 13 enacted by the 
aforementioned decree as proposed by the Minister of Public Health is restricted by the conditions 
set out in Decree No. 88-188 of 11 February 1988 aforementioned.  
 

Division 5 – Technical Services 
 

 Section 17 – The National Pharmacovigilance Centre has the following technical services: 
a- University-hospital services: 

- Collecting and analyzing adverse events department, mainly responsible for the 
study and accountability of adverse reactions and their impact on individuals and 
collectives; the census and statistical analysis of these adverse reactions as well 
as field surveys and scientific studies needed to carry out these activities. 

- Department of Clinical Pharmacology, mainly responsible for the dosage and 
therapeutic monitoring, studies of bioavailability and bioequivalence. 

b- The regional university-hospital services that are established by order of the Minister of 
Public Health to determine the territorial jurisdiction of each region, and to contribute to 
achieving all mission of the National Pharmacovigilance Centre. 

c- The documentation, information and computer services, responsible for providing 
technical support in healthcare hospitals to achieve policy objectives of the Centre as 
follows: 
- Processing and use of the data collected, 
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- Use and development of all information collected locally or internationally, 
- Communication and publication of useful information to health workers and to the 

public in all possible forms. 
 Section 18 – The heads of healthcare hospital technical services and regional healthcare 
hospitals are appointed among qualified doctors in pharmacology who are holders of one of the 
following ranks by decree as proposed by the Minister of Public Health:  

a- Professor rank holders require no seniority, 
b- Associated lecturers require at least two years tenure. 

 The acting duties indicated above are given to doctors by order of the Minister of Public Health 
under the Decree No. 88-188 of 11 February 1988 aforementioned. 
 The above-mentioned heads in this section are entitled with advantages under the Decree No. 
77-774 of 19 September 1977. 
 The head of documentation, information and computer services is appointed by decree as 
proposed by Minister of Public Health and has compensation and benefits assigned by a head of 
central administration. 
 
 

CHAPTER THREE 
 

Financial Organization 
 

 Section 19 – The income of the Centre comes from:  
- Funds allocated from the State budget, 
- Revenue from the services offered by the Centre, 
- Donations and legacies authorized by the Minister of Public Health, 
- Miscellaneous and any other incomes in so far as are authorized by law. 
Section 20 – The expenses of the Centre include: 
- Operating expenses, 
- Expenditures necessary for carrying out the duties. 

 Section 21 – An accounting officer is appointed by the National Pharmacovigilance Centre. He 
is responsible for implementing revenue and expenditure in accordance with provisions of Code of 
Public Accountancy.  
 Section 22 – The National Pharmacovigilance Centre is hereby repealing all previous mission, 
functions, administrative and financial organization and operating rules which is contrary to present 
Decree, especially Decree No. 93-1523 of 19 July 1993. 
 Section 23 – The Minister of Finance and the Minister of Public Health are responsible for the 
execution of this decree in their area of activity which will be published in the Official Journal of the 
Republic of Tunisia.  
 Tunis, 20 April 2006 

 
 
 
 
Zine El Abidine Ben Ali 


