The ISBT transfusion medicine courses for Arabic speaking countries

An extension of the ISBT regional educational activities into North Africa and the Middle East

Course report

The first ISBT transfusion medicine course took place at a Red Sea resort in Egypt on the first weekend in May 2005. It was attended by 52 participants from 13 Arab speaking countries from North Africa and the Middle East.

The main aim of these courses is to enhance the professional development of specialists in transfusion medicine and science. The second important objective of the course is to provide the environment for transfusion specialists to exchange ideas and share experiences and ensure that they do not work in isolation.

The theme of this first course was the Regulatory Framework for Blood Safety but it also included a session on networking to support individual professional development and professional responsibilities.

The country reports

Background information about the situation in these countries was surveyed through a series of country reports given by participants from 12 of the countries attending the course.

The country reports revealed a situation that varied widely. Some countries had well developed regulatory frameworks in place far more advanced than others. The Algerians, the Kuwaitis and the Tunisians having already clear national blood policies and legislation with some form of regulatory mechanisms that are developed well enough to provide some form of licensing and certification. On the other hand many of the other countries were in the process of revising their legislation or still struggling with very primitive and crude regulatory systems that would benefit from the experience of neighbouring services. 

These contacts should enable professionals to influence the policy makers and initiate the necessary changes to improve the quality and standards of blood safety in their countries.

The most comprehensive set of legislative texts were produced in a booklet by the Algerian national blood agency. It was published in 2002 based on earlier attempts back in 1995 when the Algerian Blood Agency was just established. This document covers the operative requirements in detail starting from the equipment and consumables necessary to the follow up of transfusion adverse events and the legislative framework that controls them. 

Professor Boukef from Tunisia highlighted the challenges of setting up a legislative framework for transfusion. Experience in Tunisia showed that the legal cycle for making a law would take 1-2 years, the presidential decree would take 6 months to 1 year. The ministerial directive or circular would on the other hand take between 3-6 months. He gave a comprehensive review of the situation in Tunisia as well as some of the pertinent historical background that persuaded the health authorities into taking the political decision to transform and develop the legislative framework of the service in Tunisia

These country reports were based on a guidance questionnaire issued to all participants, to ensure that the information is focussed around the relevant issues of the course. A summary of the situation in the region, based on these reports, will be distributed with the course proceedings to all participants. 

The lectures 

Lecturers from the region and from Europe covered a range of relevant topics including; the ISBT code of Ethics and its role in promoting national legislative and regulatory mechanisms, the systems for accreditation and licensing in Europe and North America, the regulatory mechanisms for plasma as raw material and the importance of GMP and regulatory procedures for stem cell transplantation and haemopoeitic reconstitution services.

The lecture by Dr Reem Radwan described the experience from one country in the region that has decided to take the course of relying on the International systems. Kuwait Central Blood facility is accredited by the American Association of Blood Banks (AABB) since 1989. The service participates in the international program of proficiency testing of the Collage of American Pathologists (CAP) since 1994. The service is working towards a system of planned and documented internal self-assessment to ensure that operational activities meet predetermined specifications, to determine the effectiveness of the quality system and to provide a basis for quality improvement using guidelines set by the AABB. 

Maintenance of national accreditation and licensing was the title of a very informative lecture by Mr Mike Clark who is a specialist in quality systems’ management from the NBS UK. His advice was to operate and maintain an effective quality management system. He outlined the advantages of using process-oriented work sheets for internal audit. His concluding message was that “quality is a journey not a destination and that we can all learn a lot from each other as we travel”. 

Mr Martin Gorham, the President of the European Blood Alliance (EBA) and UK NBS Chief Executive Officer, gave the lecture on networking and professional responsibility. He described the efficient network of blood services that was established in Europe to promote advocacy for medical and ethical principles, support human and technical resources, and facilitate thedevelopment of joint positions and information exchange. He ended his talk as he started by reiterating the EBA motto “Strength through partnership”. It was very relevant to convey this important rallying message to the course participants about the necessity of networking for strength, partnership and professional development

The second lecturer to cover this issue of networking and professional responsibility was Professor Rossi based on his 15 year experience with the European School of Transfusion Medicine (ESTM). He emphasised the role and personal responsibility of clinicians for the safety of their patients who are receiving blood. He predicted a cultural change lead by clinicians who will play a prominent role to improve clinical blood safety in the first instance rather than having to rely on blood centres or other institutions to secure blood safety for them he was in fact championing the WHO slogan “Blood safety starts with me 

Dr Soren Lillevang from the university of Odense in Denmark discussed the difficult issue of national regulation of hospital based transfusion facilities. He presented the challenges posed by the new EU directive and faced by most Scandinavian countries. He outlined the Danish approach of enforcing one quality system from donors to patients. He proposed that this could be achieved by following the “The principles of the ten Commandments” starting by number one; thou shall write down your procedures up to commandment number 10, which says thou shall perform self-inspection to ensure that work is done as described in the procedures. He recommended this approach to be suitable for any national law or international guidelines let alone the European Directive.

It came to Dr JC Faber from Luxembourg to present the challenges and problems arising, across Europe, from the implementation of the European Directive. He highlighted the complications that arise from the different regulatory layers that any service has to consider during the process of introducing the EU directive facing the institutional rules, the national laws and the international references and guidelines. He nevertheless believed that the directive will have major impact on blood transfusion in Europe and will significantly change the organisation and the activities in most European countries. It gives a boost in the right direction, but he remarked that it sets minimum standards and has, regrettably several weaknesses and omissions. All in all he expects the European directive to lead eventually to improved quality and safety in member states.

The lecture by Dr Anna Padilla covered the essential regulatory mechanisms for plasma as raw material for fractionation. She outlined the key safety layers that start at donor selection and blood collection, the effective control of the quality of screening and testing of donations and plasma pools, the strict adherence to GMP and the robustness of the vigilance and look back and traceability systems. The salient messages from her lecture were: 

· Quality of plasma influences further processing into derivatives

· Control of starting material can only be achieved through effective GMP

· Safety testing of finished products is not a substitute for effective quality systems and measures for regulation and control

· Vigilance systems are essential to monitor patient safety and adverse events

· Appropriate expertise of regulatory authorities are basic for blood safety

These were all terribly important issues for the participants who are in one way or another dependant on market manufactured plasma derivatives and looking for ways to consider contract fractionation to make use of their locally produced plasma.

Dr Paul Strengers the general secretary of ISBT took the challenging task of discussing the ISBT code of ethics as a basis for regulatory systems. He was able to identify the individual articles of the code and relate them to the core content of almost all regulatory systems and legislations; voluntary non remunerated donation article 1, informed consent article 2, good medical practice articles 3,12,13and 16, and as in article 18 the universal basis for regulatory systems. It was clear from his lecture that, above all, the primary objectives of the ISBT code of ethics was to define the ethical principles and rules to be observed in the field of transfusion medicine.  

The lecture on GMP and stem cell transplantation constituted the new horizons of transfusion medicine that will be changing the traditional blood services. Dr Derwood Pamphilon explained the new additional services offered by transfusion services. He made it clear that a lot of work needs to be done before any transfusion facility can claim to be able to provide this service. He described the evolution of accreditation and requirements of the bone marrow transplantation and stem cell services. The EU Directive 2004/23/EC setting the clinical standards, the features for collection and laboratory standards, the facility itself the inspection and the credentials of the qualified inspectors. He discussed the role of the joint accreditation committee (JACIE) as an internationally accepted institution to provide confidence in the quality of the service in this fast developing area of transfusion medicine for the future.

The workshops

The course ended by 4 interactive workshops resulting in consensus position statements and recommendations by the participants in these workshops. These will submitted to the ISBT educational committee, the WHO regional office and the council of ministers of health of the Arab speaking countries.

The 4 Workshops covered the following topics:

1. Policies

2. Legislation

3. Accreditation and Licensing

4. Networking and professional responsibility

The outcome of these workshops was both instructive and interesting. The consensus and position statements confirmed the view that networking and sharing experience following a series of educational lectures would allow ideas to take shape, and the vision for development of the range and quality of transfusion activities to become clearer, leading eventually to the change required to face the clinical developments for safety and quality.

On policies they recommended that every service in the region should have a blood policy as a binding national document with an overall goal to ensure a safe, effective and adequate blood supply. The document should be binding to all stakeholders and should articulate the most important objectives including the systems for donation, testing, financing organisational structure and the quality of clinical transfusion practice. 

On legislation the participants of the second workshop considered that the legislative framework represents the expression of the national blood policy. It guarantees the availability of high quality safe and effective blood products. The group also identified the essential elements that should be part of legislation. They also recommended that countries should propose to their respective national health authorities a detailed plan of action to establish a legislative national base for their services.

Participants of the third workshop discussed the accreditation and licensing of national services. They acknowledged the fact that the basis for accreditation is the development of reliable quality systems in the first place. They noted that additional effort is required throughout the region to establish standards, technical requirements and promote audit. They recommended seeking collaboration to benefit from the experience of other neighbouring services and urging their governments to establish independent competent bodies to be responsible for inspection of blood and transfusion facilities and licensing 

Participants of the fourth workshop on networking and professional responsibility recommended promoting the reinforcement of reciprocal cooperation between national transfusion medicine societies in the region and seeking corporate links or membership with the ISBT. They supported the continuation of Transfusion Medicine Courses for Arabic speaking countries under the present format and organisation; driven by ISBT and with the help of WHO and ESTM and considered the model of the European Blood Alliance (EBA) as a possible useful regional development, as soon as at least two national transfusion services would become autonomous and would be ready to start it in the region 

The outcome of these educational courses is expected to enhance the professional development of individual transfusion medicine specialist and scientists so that they are in a better position to influence the policy makers in their respective. This initiative has also ushered a more active and coordinated regional role for the ISBT to help establish safer transfusion services and promote good transfusion practice across the region. 







