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"TARGET 5

REDUCING COMMUNICABLE DISEASE

By the year 2000, there should be no indigenous cases of poliomyelitis,
 diphtheria, neonatal tetanus, measles, mumps and congenital rubella in the
‘Region and there should be a sustained and continuing reduction in the
incidence and adverse consequences of other communicable diseases,
notably HIV infection.

TARGET 31

QUALITY OF CARE AND APPROPRIATE
TECHNOLOGY

By the year 2000, there should be structures and processes in all Member
States to ensure continuous improvement in the guality of health care and
appropriate development and use of health technologies.

This report is issued in English, French, German and Russian, and all rights are
reserved by the WHO Regional Office for Europe. The document may nevertheless
be freely reviewed, abstracted, reproduced or translated into any other language, but
not for sale or for use in conjunction with commercial purposes. The WHO name
and emblem are protected and may not be used on aty reproduction or translation
of this document without permission, Any vicws expressed by named authors are
solely the responsibility of those authors. The Regional Office would apprcclaw
receiving three copies of any translation.
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ABSTRACT

There is no risk of HIV transmission from virally inactivated plasma
derivatives produced according to recornmended procedures and only
a low risk from properly tested blood components and whole plasma
preparations collected from low-risk voluntary donors. Guidelines for
the use of blood products should be observed, clinical monitoring and
evaluation made more effective, accountability strengthened through
the establishment of information systems, voluntary blood donation
promoted and control of the international trade in blood and bload
products reinforced. A terminology for blood products was agreed and
recommended.
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INTRODUCTION

The World Health Organization (WHO), concemned by the
recent public debate on HIV in blood and biood products, and upon
receiving requests from several Member States for clanfication on
reports of HIV contamination of plasma and plasma derivatives,
convened a consultation of blood transfusion medicine experts at the
Regional Office for Europe in Copenhagen, Denmark, on 29 and
30 November 1993.

The meeting was jointly organized by the WHO Giobal
Programme on AIDS (GPA), Geneva, and by the GPA and Quality
of Care and Technologies units of the WHO Regional Office for
Europe in Copenhagen. It was attended by specialists in blood
transfusion medicine and by representatives of the Council of
Europe, the Commission of the European Communities and the
International Federation of Red Cross and Red Crescent Societies,
as observers (see Annex 3). Dr Harold Gunson was elected
Chairperson, with Dr Brian McClelland as Rapporteur. Dr Jean
Emmanuel and Dr Johannes Hallaver acted as Secretaries.

The objective of the consultation was to prepare a statement on
behalf of WHO on the safety of blood, blood components and
plasma derivatives. The purpose of the meeting was to take note of
existing recommendations, guidelines, directives and documents
available to the WHO Member States in the European Region, and
not to issue new recommendations or guidelines. In this respect the
meeting recognized the extensive work already done in the area of
blood safety by the Council of Europe (the European Health
Committee/CDSP and the Committee of Experts on Blood
Transfusion and Immunchaematology (SP-HM)) and expressed
thanks and appreciation for the assistance of the Council of Europe
in the preparation of the meeting. A list of these documents from the
Council of Europe, the European Community, and WHO has been
prepared to assist Member State health authorities in the European
Region who might in future request information related to blood
safety (Annex I).




DISCUSSION

To allay public concern about the possibility of HIV
transmission through plasma derivatives, the group agreed that,
where there is adherence to the current recommended procedures
and good manufacturing practice (GMP) for the production of
plasma derivatives, long clinical experience in the use of
immunoglobulin preparations or of human albumin has shown there
15 no evidence of any risk of HIV transmission. This includes human
albumin used as a stabilizing factor/substance in some vaccine
preparations and Factor VIII preparations.

Plasma derivatives which have undergone validated viral
inactivation procedures are considered to be safe from HIV
transmission.

Blood components (red cells, white cells, platelets) collected
from low-risk voluntary non-remunerated blood donors with
adequate selection procedures, and subjected to the testing
procedures required by existing guidelines, recommendations and
regulations, have a very low risk of transmitting HIV infection. This
residual risk is principally dependent on the prevalence and
incidence of HIV in the blood donor population.

Whole plasma preparations collected and tested according to
the above standards carry a similar low risk of transmitting HIV.
Viral inactivation procedures may reduce further the risk of HIV
transmission.

RECOMMENDATIONS

In order to reduce the risk to recipients of exposure to
infectious agents transmissible by blood products, WHO Member
States are encouraged to support and develop efforts to ensure that
blood products are used according to existing published professional
guidelines. Such efforts can substantially reduce the clinical use of
blood products. The expert group emphasized the importance of
efforts to introduce and develop effective arrangements for the




clinical monitoring and evaluation of blood product use and for
quality improvement in this area of clinical practice.

Various terms have been used to describe blood products. The
expert group considered it useful to offer a simple terminology in
order to avoid the confusion that has arisen. A simple terminology
was agreed and recommended (Annex 2).

There is a requirement for traceability of blood, blood
components and plasma derivatives between donor and patient,
which will allow for rapid investigation and effective response 10
problems in a country and between countries. The group advised
that national health authorities should consider, with professionals
who prescribe blood products, the setting-up of information systems .
that facilitate the investigation of specific incidents and support the
discharge of full accountability for the use of donor-derived blood
products.

In view of the evidence available from some countries in the
European Region of the low prevalence of HIV among voluntary
non-remunerated blood donors, the experts in safety of blood and
blood products strongly recommended the continued promotion of
voluntary non-remunerated blood donation,

The control of the import and export of blood and blood
products is the responsibility of national heaith authorities, At the
meeting, the blood safety experts encouraged national health
authorities to review. re-examine and reinforce the regulations for
certification and licensing of blood products. In this respect, many
Member States are signatories to the WHO Certification Scheme on
the Quality of Pharmacentical Products Moving in International
Commerce (WHO/PHARM/82.4 Rev 3).

The Regional Office for Europe of the World Health
Organization has access to impartia! blood transfusion medicine
specialists who are able to advise and assist WHO Member States.
They can respond rapidly to requests from Member States relating
to blood transfusion safety. These advisers are guided by existing
guidelines and recommendations and are in a position to alert the
appropriate authorities if further clanfication or recommendations
are considered necessary.
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