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1. INTRODUCTION 

The implementation and enforcement of good manufacturing practice 
(GMP) in blood and plasma collection establishments in countries of the 
Eastern Mediterranean Region is considered a priority, as a tool to 
minimize the risk of transmitting currently known and emerging blood- 
burr~z dihcases and to rationalize the number of blood collection 
establishments. The WHO Regional Office for the Eastern Mediterranean 
organized a regional workshop on GMP fol- blood and plasma collection 
establishments at the headquarters of the Tranian Blood Transfusion 
Organization (IBTO), Teheran, Islamic Republic of Iran, on 1-4 
November 2008. The objectives of the workshop were to: 

strengthen and upgrade the technical expertise and information of 
regulatory authol-ities and national blood programme on GMP to 
assure the quality and safety of blood components, including plasma 
for fractionation; 
promote a common GMP guideline in blood and plasma collection 
establishments that w~l l  assist regulatory authorities with operational 
inspectorates to enforce appropriate international GMP standards in 
the Eastern Meditel~anean Region; 
promote closz collaborative links between medicine regulatory 
authorities within the Region, supporting regulatory capacity- 
building activities in the area of blood products. 

The workshop was attended by representatives of national regulatory 
authorities and blood transfusion establishments of 12 countries of the 
WHO Eastern Mediterranean Rcgion: Afghanistan, Bahrain, Egypt, 
Jordan, Lebanon, Morocco, Oman, Pakistan, Saudi Arabia, Sudan, Syrian 
Arab Republic and Tunisia. It was also attended by several observers and 
consultants and WHO staff from country, regional and headquarters level. 
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The workshop opened with a statement by H.E. Dr K.B. Lankarani, 
Minister of Health and Medical Education, in which he welcomed the 
exchange of knowledge and experiences between different countries at 
the regional and global level in developing practical implementation for 
GMP in blood transfusion. In a message delivered by Dr Nabila Metwalli, 
Regional Adviser, Blood Safety, Laboratory and Imaging, Dr Hussein A. 
Gezairy, WHO Regional Director for the Eastern Mediten-anean, stressed 
the importance of development and implementation of GMP. Mr Knut 
Ostby, UN Resident Coordinator in the Islamic Republic of Iran, drew 
attention to the effects of globalization on health which included 
increased spread of disease and the need for international cooperation 
across borders among health professionals to develop international 
solutions. 

During the workshop, participants discussed technical areas related to 
good manufacturing practice (GMP). They also paid visits to blood 
establishments in which they were introduced to the major GMP 
considerations in blood establishments and discussed how to perform an 
inspection in different al-eas. On the final day, the participants reconvened 
to discuss their findings in relation to the situation in their countries. 

2. CONCLUSIONS 

The main issues that emerged during discussions focused on the need for 
the development of GMP guidelines for blood establishments in the 
Region. In addition to GMP guidelines for blood establishments, training 
courses are also needed for inspectors on GMP in blood establishments at 
the regional level. Regional networks between Member States would 
facilitate development of appropriate GMP regulation in blood 
establishments. More data are needed on the situation regarding 
regulation of blood and blood products by medicine regulatory authorities 
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in countries. In addition, ministries of health need to update legal 
provisions to strengthen regulations for blood and blood products, 
including the enforcement of GMP in blood establishments under the 
umbrella of the medicine regulatory authorities. Ministries of health also 
need to train inspectors within the regulatory framework independent of 
blood establishments. Blood establishments themselves must ensure 
implementation of GMP, including appropriate training of staff and 
internal auditors. 

3. RECOMMENDATIONS 

To blood establishmefits 

1. Assure implementation of GMP including appropriate training of 
staff and internal auditors in blood establishments. 

To Ministries of Health 

2. Update legal provisions to strengthen regulation of blood and blood 
products including the enforcement of GMP in blood establishments 
under the umbrella of the medicine regulatory authority. 

3. Support implementation of GMP in blood establishments 

4. Strengthen the coordination of national blood transfusion services. 

5. Train inspectors within the regulatory framework independent of 
blood establishments. 
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To WHO 

6. Develop and adopt GMP guidelines for blood establishments by 
2009. 

7 .  Develop and implement training courses for inspectors on GMP in 
blood establishments at regional level as required. 

8. Support cooperation between countries and foster regional networks 
to develop appropriate GMP regulation in blood establishments. 

9. Encourage countries to develop national situation reports regarding 
regulation of blood and blood products by medicine regulatory 
authorities. 


