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PROVISIONAL INSTITUTIONS OF SELF-GOVERNMENT
Institucionet e përkohshme të vetqeverisjes

Privremene institucije samoupravljanja
QEVERIA E KOSOVËS/ MINISTRIA BUJQËSISË, PYLLTARISË DHE ZHVILLIMIT RURAL 

VLADA KOSOVA/ MINISTARSTVO POLJOPRIVREDE, SUMARSTVA I RURALNOG RAZVOJA

GOVERNMENT OF KOSOVA/MINISTRY OF AGRICULTURE, FORESTRY AND RURAL DEVELOPMENT 

The Minister of Ministry the  Agriculture Forestry and Rural Development based on: UNMIK Regulation No 2001/19 of September 13 . 2001 on Executive Branch of Provisional Institutions of Self Government in Kosovo, Article 1 Paragraph 1.3 point ( d). Based on  the law No. 2003/26 Law on Medicinal Products and Medicinal Devices; Section 3, paragraph 3.1 ii, and 3.2 ii  Section 6, 9  and 30; regordin to the articles 24, 25 and 30 Law No.2004/21Veterinary Law: of the date 30 July 2004, 
Issues as follows : 

ADMINISTRATIVE INSTRUCTION MA – NO. 29/2006
ON ESTABLISHING THE SCIENTIFIC COMMITTEE FOR EVALUATION 

OF VETERINARY MEDICINAL PRODUCTS
General Provisions 

Article 1 

Objective 

This administrative instruction is to create the legal base for establishing the Scientific Committee for Evaluation of Veterinary Medicinal Products (hereinafter Committee) and to establish the responsibilities, rights rights and obligations as well as the rules of functioning of the Scientific Committee for Evaluation of Veterinary Medicinal Products. 
Article 2 

The Committee will be uncharged of any scientific assessment related with applications to marketing authorizations, renewals, variations, clinical trials and pharmacovigilance data or to all matters in its field of competence on request of Kosovo Veterinary and Food Agency (KVFA). 

Article 3

Composition of Committe

3.1 The committee mentioned in article 1 is composed of 5 members , 4 members from high educational institutions and 1 member from KVFA, The members of Committee should be experts in field of Pharmacology, and Veterrinary Pharmacology.

3.2 Their competences shall cover the following topics: 
a) Galenic and analytical aspects.

b) Pharmalogical and toxicological aspects. 

c) Clinical aspects. 

3.3 Members of Committee, should be nominated by the CVO of KVFA not later than 6 months affter coming in to power this administraive instruction. 

3.4 The Mandate of the committee members are 3 years which can be renewed once.

3.5 The members of the committee elect the president and vice president among them .the vice president replace the president in his /her absence. 

3.6 The committee informs officialy KVFA about the elected president and vicepresident in fourteen days at latest. 

Article 4
Responsiblities of the Committee

4.1 The Committee should evaluate the applications for authorizations, variations, renewals of veterinary medicinal products. 

4.2 The assesement  should be  based on criteria of quality, safety and efficacy and produce an assesment report .

4.3 Preparing scientific proposal and opinions. 

4.4 Providing the KVFA with proposal for issuing, variation or renewal of marketing authorization. 

4.5 On the request of KVFA prepare the scientific proposals concerning secondary legislations regarding veterinary medicinal products. 

4.6 Aparticuluar evaluation procedure could oblige the committee to request any additional expert related with specific expertise area. 

4.7 Any member of committee  should publicly declare any direct or indirect financial or other interests in the pharmaceutical industry, A documented public declaration of financial and personal interest shall be subject to be present to KVFA, by members of the committee and annually updated or at any moment considered necessary. 

4.8 Any member of committee should sign the declaration of confidentiallity. 

4.9 The committee adopts its internal charter and code of conduct.
Article 5

The President of Committee

5.1 The Preisdent of the committee 

a) Collect KVFA’s notifications on applications 

b) Summons and leads the committee meetings.

c) Coordinate the schedule of meetings with KVFA. 

d) Propose the conclusions on every topic discussed . 

e) KVFA in fourteen days at least informs the president of the committee on apliccation received.  

5.2 Inform the members of the committee and KVFA in writing at least seven days before on venue, time and agenda of meeting. 

Article 6

Role of the VMP Sector in KVFA 

The Veterinary Drugs and Residue sector in KVFA is in charge of : 

a)   Support Technical Secretariat of SCEVMP and manage the different logistical and administrative issues of all activities. 

b)  Ensure the receptions of applications

c)  Responsible of the prevention and management of possible conflicts of interests of the members.
d) Develop and maintain a database of authorised veterinary medicianl products including the full Summary of Product Caracteristcs ( SPCs .

e)  Payment for  assement of VMP and related issues of committee members . 

f)  The rules related to competence, indepedence and absence of conflict of ineterst also apply to the staff of this sector. 

Article 7
Role of the Committee 

7.1 The committee is in charge of scientific assesment of application related to marketing authorizations, renewals, variations, clinical trials and pharmacovigilance data. 

7.2 It maybe consulted on all matters in its field of competences on request of KVFA . 

7.3 The opinion of the Committee should be based on consensus. The final opinion will rely on the majority opinion and the minority opinion will be stated as an annex of the majority opinion. 

7.4 The committee should provide to KVFA: 

      a) Agenda and minutes of the meetings; 

      b) An assessment report with recommendations based on a risk benefit balance 

           For each application; 

      c) Reviewed and properly translated documents – Summary of Veterinary Product,      Leaflet and Literature.

7.5 The committee shall handover to the KVFA the whole documentation which shall be stored 

7.6 The committee will be payed for job done , the paymant will be regulated with particular legal act .

Article 8

Role of the Secretariat 

Techical Secretariat shall: 

a)  Provide for Committee technical, scientific and administrative support. 

b)  Carry out the administrative validation of the applications submitted to the KVFA. 

c)  Ensure that the peroids laid down by legislation for adoptionof the opinions are complied with. 

d)  Organize the metings of the committee . 

e)  Prepare and co - ordinate the work of the committee in consultation with the president of the committee. 

f)  Ensuring the documents should be sent to members of the committee at least 14 days prior of meeting . 

g)  Prepare and communicate relevant public information . 

h)  Prepare the minutes of the meeting.

i)  Communicate to applicants the relevent issues, opinions, recommandations of the committee. 
Article 9
Rules of Transparency 

9.1 The CVO or his representaive may attend in meeting of the committee, its working parties and scientific advisory groups. 

9.2 The VMP sector in KVFA is responsible for handling the transparency issues by making publicly available: 

9.3 The periodic calls for  recruitment of experts   
9.4 The composition of the committee with information on the field of competence and public declaration of interest of each member.  

9.5 The public assessment reports of every dossier assessed, out of which all confidential data shall be withdrawn. 

9.6 The authorized VMP database. 

9.7 All decisions of public interest issued by the CVO.   

Article 10
Comes in to force

This Administrative Instruction comes in to force on the day of its signature 

Pristine, 11.12.2006  
                                                              Ministry of Agriculture, Forestry and Rural Developement

                                                                                                 Deputyminister, 

                                                                                                 Tomë Hajdaraj

                                                                                                 ____________
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