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Distinguished Participants, Dear Colleagues, Ladies and Gentlemen,  
 

It gives me great pleasure to welcome you all to the Consultation on Regional 

Guidelines on Stability Studies of Medicines and Biologicals. I would also like to thank  

H.E. Dr Hamad Bin Abdullah Almanee, Minister of Health of Saudi Arabia for graciously 

accepting to host this consultation. We are all honoured to be here and grateful for the 

generous hospitality that His Excellency and members of his team have extended to us. I 

would also like to thank Dr Tawfik Khoja, Director-General, Health Ministers' Council for the 

Cooperation Council States, and his team for their active participation in this consultation.              

 
Ladies and Gentlemen,  

 
 Assuring the quality of medicines through the production, storage, supply and use 

cycle is one of the main components of the WHO Medicines Strategy. Medicine stability data 

will provide evidence for retest dates for drug substances and expiry dates for products, as 

well as reconstituted drug preparations. To achieve this objective, it is important to address all 

aspects related to drug stability and maintenance of medicine quality throughout shelf-life.  
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The first aspect is educational. Pharmacy students should be taught, and pharmacy 

curricula should include the scientific principles and practical aspects of medicine stability, 

storage conditions and expiry dates. Such courses should include the practical aspects related 

to real storage conditions. This clearly indicates the importance of teaching the concept of 

mean kinetic temperature and the actual climatic conditions for medicines storage.  

  
 The second aspect is operational research. To ensure drug stability throughout the 

medicine shelf-life, there is urgent need to carry out field research on quality of medicines 

stored under practical conditions in each country. The results of such studies would provide 

important information to regulatory bodies on the national requirements for stability studies 

and storage conditions. A search of the regional research data base, the EMR Index Medicus, 

shows very few research studies have been conducted in this area.    

 
 Stability studies have another important research component. In addition to 

operational research studies to validate the indicated expiry date under practical storage 

conditions, research should also include stability of medicines following reconstitution and 

storage before use. Expiry dates following reconstitution should also be validated. I therefore 

expect schools of pharmacy and hospital pharmacies in our Region to play an active role in 

both teaching stability guidelines and conducting research in this important area.  

 

Ladies and Gentlemen,  

 
 Medicine stability has an important regulatory dimension. National Medicine 

Regulatory authorities should clearly indicate the national stability requirements and should 

have the national expertise to validate the stability data provided, as well as, monitor the 

quality of medicine throughout the shelf-life. In this respect, harmonization of stability 

requirements at regional and global levels is of great importance. The example of the GCC 

stability guidelines and the Arab stability guidelines are great steps forward.  

 
 The present meeting is expected therefore to develop the regional guidelines which 

could be the basis for harmonized stability requirements in the Region. It is thus important to 

involve medicine regulatory authorities, the pharmaceutical industry, and academic 

institutions in the finalization of the regional guidelines.    

  
 There is another important dimension to medicine stability, and that is patient 

education. The patients should be clearly advised on how to properly store medicines, 
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particularly reconstituted medicines. Patients should be advised to observe expiry dates of 

medicines, both those freshly procured and those stored in the house. Information on storage 

conditions, and expiry dates should be clearly labelled on medicines in national languages. 

Patients should also be advised on what to do with expired medicines.  

 
Ladies and Gentlemen,  

 
 With the ongoing developments in biotechnology, many medicines in future will be of 

a biological nature and may be formulated in specific and complex drug delivery systems. 

These new medicines and the medicine delivery system will require special attention with 

respect to their stability studies and requirements. Biologicals and biotechnology products are 

complex and are usually more subject to the various degradation mechanisms, which may be 

physical, chemical or microbiological. Stability testing of these products should be 

appropriately designed to be stability-indicating methods.   

 
Your discussions and recommendations in this area will be of great value to our 

technical cooperation with countries of the Region. I would like to take this opportunity to 

thank the experts from outside the Region participating in this consultation, whose technical 

support is very much appreciated.  

 
 It is clear that we need to develop the appropriate expertise at national and regional 

levels in all areas related to stability testing of new materials, medicine products, and 

biological and biotechnology products. You may discuss how best we can develop our 

national and regional plans for human resource development in this important area.  

 
 I look forward to the outcome of this important consultation and wish you a pleasant 

stay in this beautiful city of Jeddah.  


