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In the Western Pacific Region, viral hepatitis B is 
highly endemic in many countries while acquired 
immunodeficiency syndrome (AIDS) has been introduced in 
recent years. Resolutions WPR/RC35.Rl4 on hepatitis and 
W PR/RC36.R2 on AIDS, adopted by the Regional 
Committee in 1984 and 1985 respectively, call attention to 
the need to prevent transmission of these diseases, both of 
which can be transmitted through blood or blood products. 

Following discussions at the seventy-first session of 
the Executive Board in 1983, it was decided to review the 
current situation of the blood transfusion services in the 
regions. A -.yorking group was subsequently set up to 
prepare a document, in the form of a questionnaire, to be 
used in assessing the level <Jf development of the blood 
transfusion services. 

Using this questionnaire as a frame of reference, a 
survey was conducted in nine countries or areas of the 
Western Pacific Region during the period 1985-1986. The 
findings are now submitted to the Regional Committee for 
its consideration. 

The review reveals that urgent steps must be taken to 
prevent a further worsening of the situation by improving 
the blood transfusion services in countries or areas of the 
Region. 



WPR/RC37/13 Rev.l 
page 2 

J. INTRODUCTION 

In May J 97 5, the Twenty-eighth World Health Assembly adopted resolution 
WHA28.72 on blood and blood products. The Health Assembly, reca1Jing resolution XVIII 
of the XXII International Conference of the Red Cross, expressed concern inter aHa 
about the status of blood collection and the use of blood and blood products. Special 
emphasis was placed on the study of the practice of commercial plasmapheresis, 
including the health hazards and ethical implications, particularly in developing 
countries (see Annex 1, page 6). 

Subsequently, the WHO Expert Committee on Biological Standardization 
formulated the Requirements for the collection, processing and quality control of 
human blood and blood products, which were published in the Technical Report 
Series.! A more detailed WHO document was published in 1981 entitled The coJlection, 
fractionation, quality control, and uses of blood and blood products.2 

In 1983, at its seventy-first session, the Executive Board had before it for 
consideration two memoranda submitted by nongovernmental organizations through the 
Director-General. The first was a memorandum entitled "Blood donation and 
transfusion", adopted by the International Society of Blood Transfusion in 1980 and 
submitted jointly by the latter and the League of Red Cross Societies (see Annex 1). 
Included in this memorandum was "A code of ethics for blood donation and transfusion" 
(see Annex 1, page 4). The second was a memorandum entitled "A code of practice for 
the collection (by plasmapheresis) and processing of human plasma intended for 
manufacturing purposes", which had been submitted by the International Federation of 
Pharmaceutical Manufacturers Associations (see Annex 2). 

In view of the wide range of interests involved, it was decided that the issue 
should be studied in greater depth. Subsequently, a working group was set up in WHO 
Geneva to prepare suitable material for country studies in the form of a questionnaire 
which would serve to provide information on the state of development of blood 
transfusion services in the regions. The said questionnaire, entitled "Assessment of 
integrated blood transfusion services in developing countries", was prepared by a group 
of experts during an informal consultation meeting held in Geneva in April 1984. 

The results obtained through the questionnaire are being presented to the various 
regional committees in 1986. A global document summarizing the discussions and 
conclusions reached at the regional committees wiH be submitted to the Programme 
Committee of the Executive Board in October 1986 and to the Executive Board at its 
seventy-ninth session in January 1987. 

Using the questionnaire as a frame of reference, a survey was conducted in nine 
countries or areas of the Western Pacific Region during the period 1985-1986. The 
findings of this survey are presented below. 

1 WHO Technical Report Series, No. 626, 1978, Annex 1 (Twenty-ninth report of 
the WHO Expert Committee on Biological Standardization). 

2world Health Organization. The collection, fractionation, quality control, and 
uses of blood and blood products, Geneva, 1981. 
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2. ORGANIZATION OF BLOOD TRANSFUSION SERVICES 

In the majority of developing countries, the blood transfusion services are not an 
independent service. They are usually part of the health laboratory services, most 
often the haematology service. In South Pacific countries, the service exists only at 
central laboratory level. The Red Cross Society, where it exists, is actively involved in 
the blood programme, particularly in the recruitment of blood donors. While 
governments recognize the usefulness of the blood transfusion services, the financial 
support provided is not always sufficient. An a1Jocation is usuaJ1y included in the 
budget of the health laboratory services. 

Some developing countries have a relatively good blood transfusion service 
infrastructure with an independent national centre which exercises supervision and 
coordinates the service at peripheral level. ln these countries, the governments play a 
more active role in supporting aJJ aspects of the blood programme. In countries where 
it exists, the Red Crescent Society is involved in activities of the blood transfusion 
services. 

The blood transfusion services in developed countries are directly or indirectly 
under the government's responsibility. They function in dose cooperation with the 
national Red Cross Societies and are usuaJJy a separate service. However, the 
organization of the service varies in each country, depending on the administrative 
structure of the health services. It is also quite common for large hospitals to have 
their own independent blood banks. 

There is an increasing demand for blood and blood products everywhere in the 
Region. 

3. BLOOD PROCUREMENT AND DONATION 

In most countries, donor recruitment is organized and encouraged through various 
community organizations, universities and school groups, religious associations, the 
media, etc. Family members and friends frequently donate blood in small countries 
where the blood transfusion service is only slightly developed. 

Although blood donation is voluntary in the great majority of countries, there are 
a very few exceptions where "professional" donors exist and are remunerated. It can be 
seen, therefore, that the rules and principles of the Code of Ethics for Blood Donation 
and Transfusion stipulating that "Blood donation shall, in aJJ circumstances, be 
voluntary ••• " and that "Financial profit must never be a motive either for the donor or 
for those responsible for co11ecting the donation ••. " are observed in the majority of 
countries but not in aU. 

While practically aJJ countries have certain criteria governing donation, such as 
age limit and frequency of donation, records of donors are not kept everywhere. 

Unpaid donors are usually offered incentives, such as gifts, refreshments, 
certificates or health service priorities. 
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4. PERSONNEL, SUPPLIES AND EQUIPMENT 

While the developed countries and those with a sound blood transfusion services 
infrastructure have technically weJJ-quaJified personnel available at aH levels, the 
developing countries generaUy suffer from a shortage of technical staff. There is no 
special school for training laboratory technicians in blood transfusion in the majority of 
developing countries. In some developing countries, laboratory technicians receive such 
training abroad. 

Whereas the developed countries are self-sufficient in most of the supplies and 
equipment needed for blood transfusion, the developing countries generally speaking 
have to import the necessary supplies such as reagents for routine tests, plastic ware, 
glass ware and blood containers; furthermore supplies are not always available. In a 
few developing countries, equipment, laboratory supplies and reagents are 
manufactured locally, but the quality does not always seem to be adequate. 

In countries with limited resources, the procurement of supplies and equipment is 
a problem. Certain items that are needed routinely such as plastic bags are relatively 
expensive and must be imported. It is to be feared that resources wiH be unable to keep 
pace with expanding future needs. 

5. SAFETY OF BLOOD AND BLOOD PRODUCTS 

In view of the appearance of acquired immunodeficiency syndrome (AIDS) in 
Western Pacific countries and the possibility of its spread throughout the Region and 
considering also the high endemicity of viral hepatitis B in many countries, Member 
States recognize the crucial importance of ensuring the safety of blood transfusion and 
blood products. 

The transmission of human immunodeficiency virus (HIV),l the causative virus of 
AIDS, by blood transfusion or blood products has played a relatively important role 
in the spread of the disease in two countries of the Region and, in consequence, the 
screening of blood donors for HIV infection has been introduced in five countries. 
However, problems of an ethical or legal nature may emerge on how to handle those 
who are serologicaily positive for HIV antibody. This sensitive issue is going to require 
more attention and, at this stage, it is unlikely that a solution wiJJ be found that will be 
applicable in all countries in view of the various factors (religious, cultural, etc) 
involved. 

1 The Executive Committee of the International Committee on Taxonomy of 
Viruses (ICTV) has now endorsed the use of this term as the name for the retrovirus 
implicated as the cause of AIDS. The names 'lymphadenopathy-associated virus/human 
T -cell lymphotropic virus type III' (LAV /HTL V-III} will no longer be used (Weekly 
epidemiological record, 61 (30): 229 (1986)). 
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In the light of the most recent findings on the wide spread of HIV infection in the 
Region, it may be necessary to further strengthen the screening of blood donors for the 
virus and to introduce screening in other countries of the Region. 

Donors are screened for syphilis and hepatitis B virus markers in most countries of 
the Region and for malaria, where appropriate. 

In developed countries, the preparation of blood products is carried out by 
independent organizations under government supervision. In most developing countries, 
colJected blood is used directly for transfusion but not for preparation of blood 
products. In some developing countries, collected plasma is sent outside the country 
with a view to preparation of plasma components. 

6. CONCLUSIONS 

( 1) The current level of development of blood transfusion services in the developing 
countries is inadequate. In some countries, services are rudimentary and incapable of 
meeting the increasing needs for blood transfusion. It is difficult to envisage any 
substantial improvement in the near future because of financial constraints and the 
general shortage of staff. WHO has provided a number of feJJowships in the past as well 
as other forms of cooperation such as consultant services. This trend is likely to 
continue. The main constraints are the limited availability of local supplies and 
qualified manpower. 

(2) In almost aJJ countries where the survey was conducted, government support, both 
moral and financial, for the blood transfusion services seemed to be not always 
sufficient. The situation looks better in countries possessing a separate blood 
transfusion service with a sound infrastructure. In some developing countries, however, 
where blood transfusion is part of the other health services, i.e. laboratory services, the 
situation is critical in a number of areas such as supplies and equipment and quality 
control. 

(3) The testing of donors for HIV infection is a complicated issue from several points 
of view: 

only a few developed countries have the necessary expertise; 

commercially available diagnostic kits are costly and suitable for screening 
purposes only. 

It is necessary to resolve this problem since developing countries cannot afford to 
purchase the expensive kits on the market. More extensive coJJaboration is needed 
between WHO coJJaborating centres and Member States. 

(4) The Code of Ethics for Blood Donation and Transfusion, as approved by the 
General Assembly of the International Society of Blood Transfusion in 1 980 and adopted 
by the International Federation of Blood Donor Organizations in 1981, should be applied 
by Member States as circumstances permit. In particular, efforts should be made to 
achieve fuJI voluntary blood donation without remuneration. 
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The League of Red Cross Societies and the International Society of Blood Transfusion (ISBT) 
have jointly submitted to the Director-General the attached memorandum, entitled "Blood 
donation and transfusion", adopted by the ISBT in 1980 (Annex 1). 

The Director-General has the honour to place this memorandum before the Executive Board 
for its consideration, in accordance with the privileges accorded to nongovernmental 
organizations in official relations with WHO. 

A copy of a related resolution on blood and blood products (WHA28.72) adopted by the 
Twenty-eighth World Health Assembly in 1J75 is attached (Annex 2). "Requirements for the 
collection, processing and quality control of human blood and blood products" were subsequently 
formulated and published in the Technical Report Series,l and more detailed advice, particularly 
on the collection and use of plasma and plasma fractions, was provided in nThe collection 
fractionation, quality control, and uses of blood and blood products", published in 1981.2 

In view of the wide range of views and interests concerning this issue and the time 
constraints imposed by the progrannne budget review, it is doubtful that full justice could be 
given to this matter during the present session of the Board. Should Members wish to study 
the issue in depth and, possibly, establish an ad hoc committee to this end, the Board could 
examine it fully at its seventy-third session in January 1984 and, should it so decide, present 
a report to the Thirty-seventh World Health Assembly. 

1 
WHO Technical Report Series, No. 626, 1978, Annex 1 (Twenty-ninth report of the WHO 

Expert Committee on Biological Standardization). 
2 World Health Organization. The collection, fractionation, quality control, and uses of 

blood and blood products, Geneva, 1981. 

H 1282 
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ANNEX 1 

BLOOD DONATION AND TRANSFUSION 

Blood transfusion is an essential part of hospital patient care. It is needed not only 
when blood is lost as in trauma, during delivery, or in connection with major elective surgery, 
but its components are indispensable in the treatment of various anemias, malignant diseases, 
bleeding disorders, burns, shock, etc. Improvement of health care in any country results in 
a growing demand for blood and blood products. 

The donor. Blood can be obtained only from healthy human beings. Giving several hundred 
millilitres of blood presents always a certain risk to the donor. This risk is minimal if the 
donor is well nourished and in good health. The possibility of complications increases if the 
donor's nutrition has not been adequate, if he has any illnesses, or if his age is not 
compatible with a safe donation. 

Blood donation is a gift of living tissue, a temporary transplant. All possible measures 
should be taken to protect the altruistic donor from any ill-effects of blood donation. This 
involves strict rules with regard to the selection of donors, the procedure for bleeding, 
after-donation care, as well as concerning certain laboratory tests. It is not acceptable in 
any circumstances that blood donors are exploited because of inappropriate practices. 
Therefore, the existence and enforcement of basic requirements concerning safety of donation is 
an absolute necessity. 

The recipient. Similarly, the recipient of blood or blood products must be protected. Some 
infectious diseases may be transmitted to the patient via blood. If the patient's blood 
group is incompatible with that of the given blood, serious reactions occur. Bacterial 
contamination of the transfused blood may have fatal consequences. Despite all precautions, 
there always exists a possibility of complication, but the risks have to be minimized by 
following regulations and guidelines aimed at the protection of the recipient. 

In many countries of the world, both the donor and the recipient of blood are still 
exposed to an unnecessary risk. This may be caused by lack of information, ignorance, lack of 
resources or by mere greed. The situation in some developing countries is especially difficult 
when these factors are combined with a serious shortage of blood that may prevent the treatment 
of severely ill patients even if all other necessary elements of hospital care, such as 
medication, surgery, anesthesia, were avallable. Blood transfusion that is needed by rich 
and poor alike should be available whenever necessary but not at the cost of the health of the 
donor and the recipient. 

The World Health Organization has played an important role in the promotion of ethical practices 
in the field of blood transfusion. In 1975, the World Health Assembly adopted a resolution 
(28. 72) on the "Utilisation and Supply of Human Blood and Blood Products". This resolution 
urges the member states to promote the development of national blood services based on 
voluntary non-remunerated donation of blood. It also requests the member states to enact 
effective legislation governing the operation of blood services and to take other actions 
necessary to protect and promote the health of blood donors and of recipients of blood and 
blood products. 

As a consequence, there has been a considerable improvement in many developing countries. 
Many of the blood banks that collected blood in the market places of some of the poorest 
countries of the world have been closed. The situation is, however, in many places very far 
from ideal, and a lot remains to be done to improve the safety of the donor and the recipient. 

Many governments are in principle ready to establish rules and regulations concerning 
blood transfusion aiming at some basic guarantee of the safety of the donor and recipient. 
Development of some new techniques and progress in blood component therapy have resulted in 
some practical confusion, which factors should be taken into account when designing an adequate 
legislation. Internationally recognized guidelines in these matters are needed in order to 
indicate some of the priorities to the responsible health authorities. 
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The International Society of Blood Transfusion (I.S.B.T.), which has an NGO consultative status 
with WHO, has been working through its governing bodies to increase the safety of blood 
transfusion. This objective has been enhanced by the support of the members of the Society, 
over one thousand in number. The I.S.B.T. has issued a Code of Ethics that provides 
guidelines especially concerning protection of donors and recipients of blood. The Code of 
Ethics was unanimously approved by the General Assembly of the I.S.B.T. in 1980, and it was 
adopted in 1981 by the International Federation of Blood Donor Organizations. 

The League of Red Cross Societies has been actively promoting voluntary, non-remunerated blood 
donation and the technical development of blood transfusion services. Of the members of the 
League, 23 National Red Cross or Red Crescent Societies are responsible for a national blood 
programme or for a major part of blood donation; a further 35 Societies have blood centres 
and make an important contribution to the nationwide collection of blood, and most of the rest of 
the member Societies are involved in recruitment of voluntary blood donors. The Code of 
Ethics of the International Society of Blood Transfusion was approved by the 2nd General 
Assembly of the League of Red Cross Societies in 1981 (Decision No. 40) as well as by the 
XXIV International Conference of the Red Cross in 1981 (Decision No. IV). 

The Code of Ethics represents the unanimous opinion of the leading experts of the world 
in the field of blood transfusion. It presents the necessary guidelines that governments can 
follow when establishing their national legislation. Evidently, modifications are necessary 
when they are adapted to local conditions. The Code of Ethics is aiming at safeguarding the 
integrity of human beings in the process of blood donation and blood transfusion, and it can 
be considered as a direct continuation of the action taken by the 28th World Health Assembly 
in its Resolution 72. 

4.11.1982 
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Annex 1 

INTERNATIONAL SOCIETY OF BLOOD TRANSFUSION 

A CODE OF ETHICS FOR BLOOD DONATION AND TRANSFUSION - 1980 

The object of this code is to define the principles and rules to be observed in the field 
of Blood Transfusion; these should form the basis of national legislation or regulations. 

1. 

2. 

3. 

4 . 

5. 

6. 

7. 

8. 

9. 

I. - The Donor 

Blood donation shall, in all circum
stances, be voluntary; no pressure of 
any kind must be brought to bear upon 
the donor. 

The donor should be advised of the risks 
connected with the procedure; the 
donor's health and safety must be a 
constant concern. 

Financial profit must never be a motive 
either for the donor or for those 
responsible for collecting the donation. 
Voluntary non-remunerated donors should 
always be encouraged. 

Anonymity between donor and recipient 
must be respected except in special 
cases. 

Blood donation must not entail discri
mination of any kind, either of race, 
nationality or religion. 

Blood must be collected under the 
responsibility of a physician. 

The frequency of donations and the total 
volume of the blood collected according 
to the sex and weight of the individual, 
as well as the upper and lower age limits 
for blood donation, should be defined by 
regulations. 

Suitable testing of each donor and blood 
donation must be performed in an attempt 
to detect any abnormalities: 

(a) that would make the donation 
dangerous for the donor, 
(b) that would be likely to be harmful 
to the recipient. 

Donation by plasmapheresis should be the 
subject of special regulations that 
would specify: 

(a) the nature of additional tests to 
be carried out on the donor, 
(b) the maximum volume of plasma to be 
taken during one session, 
(c) the minimum t ime interval between 
two consecutive sessions, 
(d) the maximum volume of plasma to be 
taken in one year. 

10. Donations of leukocytes or platelets by 
cytapheresis should be the subject of 
special regulations that specify : 

(a) the information to be given to the 
doncr about any drugs injected and about 
the risks connected with the procedure, 
(b) the nature of any additional tests 
to be carried out on the donor, 
(c) the number of sessions within a 
given time frame. 

11. Deliberate immunization of donors by any 
foreign antigen with the aim of obtaining 
products with a specific diagnostic or 
therapeutic activity should be the 
subject of special regulations that would 
specify: 

(a) the information to be given to the 
donor about the substance injected and 
the risks involved, 
(b) the nature of any additional tests 
which have to be carried out on the donor. 

N.B. The purpose of the special 
regulations in items 9, 10 and 11 above 
is to safeguard the donor. After being 
told about the nature of the operation 
and the risks involved, a statement of 
informed consent must be signed by the 
donor. For donors immunized against 
red cell antigens, a special card should 
indicate the antibodies and specific 
details as to the appropriate blood to be 
used in case the donors need to be 
transfused. 

12. The donor must be protected by adequate 
insurance against the risks inherent in 
the donatio.n of blood, plasma or cells, 
as well as the risks of immunization. 

II . - The Recipient 

13. The object of transfusion is to ensure 
for the recipient the most efficient 
therapy compatible with maximum safety. 

14. Before any transfusion of blood or blood 
products, a written request, signed by a 
physician or issued under his responsi
bility must be made, which specifies the 
identity of the recipient and the nature 
and quantity of the substances to be 
administered. 



15. Except for the emergency use of type 0 
blood or red blood cells, every red cell 
transfusion necessitates preliminary 
blood grouping tests on the recip~ent, 
and compatibility tests between the 
donor and the recipient. 

16. Before administration, one must verify 
that blood and blood products are 
correctly identified and that the expiry 
date has not been passed. The 
recipient's identity must be verified. 

17. The actual transfusion must be given 
under the responsibility of a physician. 

18. In case of a reaction during or after 
the injection of blood or blood products, 
appropriate investigations may be 
required to ascertain the origin of the 
reaction and to prevent its recurrence. 
A reaction may require the interruption 
of the transfusion. 

19. Blood and blood products must not be 
given unless there is a genuine 
therapeutic need. There must be no 
financial motivation on the part of 
either the prescriber or of the 
establishment where the patient is 
treated. 

20. Whatever their financial resources, all 
patients must be able to benefit from 
the administration of human blood or 
blood products, subject only to their 
availability. 

21. As far as possible the patient should 
receive only that particular component 
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(cells, plasma, or plasma derivatives) 
that is needed. To transfuse whole 
blood into a patient who requires only 
part of it may deprive other patients of 
necessary components, and may carry some 
additional risks to the recipient. 

22. Owing to the human origin of blood and 
to the limited quantities available, it 
is important to safeguard the interests 
of both recipient and donor by avoiding 
abuse or waste. 

23. The optimal use of blood and blood 
products requires regular contact 
between the physicians who prescribe and 
those who wo'rk in blood transfusion 
centres. 

III. - Controls 

24. Appropriate controls should be required 
by the Health Authorities to verify that 
blood transfusion practices meet 
internationally accepted standards and 
that the guidelines or regulations issued 
in accordance with this code are 
effectively respected. 

25. The following should be regularly 
checked: 

(a) the proficiency of the staff, 
(b) the adequacy of the equipment and 
premises, 
(c) the quality of methods and reagents, 
source material and finished products. 
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ANNEX 2 

BLOOD AND BLOOD PRODUCTS 

WHA28.72 The Twenty-eighth World Health Assembly, 

ConsciouS of the increasing use of blood and blood products; 

Having considered the information provided by the Director-General on the utilization 
and supply of human blood and blood products; 1 

Bearing in mind resolution XVIII of the XXII International Conference of the Red Cross; 

Noting the extensive and increasing activities of private firms in trying to establish 
commercial blood collection and plasmapheresis projects in developing countries; 

Expressing serious concern that such activities may interfere with efforts to establish 
efficient national blood transfusion services based on voluntary nonremunerated donations; 

Being aware of the higher risk of transmitting diseases when blood products have been 
obtained from paid rather than from voluntary donors, and of the harmful consequences to the 
health of donors of too frequent blood donations (one of the causes being remuneration), 

1. THANKS the Director-General for the actions taken to study the problems related to 
commercial plasmapheresis in developing countries; 

2. URGES Member States: 

(1) to promote the development of national blood services based on voluntary 
nonremunerated donation of blood; 

(2) to enact effective legislation governing the operation of blood services and to 
take other actions necessary to protect and promote the health of blood donors and of 
recipients of blood and blood products; 

3. REQUESTS the Director-General: 

(1) to increase assistance to Member States in the development of national blood 
services based on voluntary donations, when appropriate in collaboration with the League 
of Red Cross Societie~; 

(2) to assist in establishing cooperation between countries to secure adequate supply 
of blood products based on voluntary donations; 

(3) to further study the practice of commercial plasmapheresis including the health 
hazards and ethical implications, particularly in developing countries; 

(4) to take steps to develop good manufacturing practices specifically for blood and 
blood components in order to protect the health of both donors and recipients; and 

(5) tv report to the World Health Assembly on developments in these matters. 

May 1975 226, 40 

1 WHO Official Records, No. 226, 1975 , p. 110. 
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A CODE OF PRACTICE FOR THE COLLECTION (BY PLASMAPHERESIS) 
AND PROCESSING OF HUMAN PLASMA INTENDED FOR MANUFACTURING PURPOSES 

The International Federation of Pharmaceutical Manufacturers Associations (IFPMA) has 
submitted to the Director-General the attached memorandum, entitled "A code of practice for 
the collection (by plasmapheresis) and processing of human plasma. intended for mej.nufacturing 
purposes" (Annex 1). 

The Director-General has the honour to place this memorandum before the Executive Board 
for its consideration, in accordance with the privileges accorded to nongovernmental 
organizations in official relations with WHO. 

A copy of a related resolution on blood and blood products (WHA28.72) adopted by the 
Twenty-eighth World Health Assembly in 1975 is attached (Annex 2). "Requirements for the 
collection, processing and quality control of human bloyd and blood products" were subsequently 
formulated and published in the Technical Report Series and more detailed advice, particularly 
on the collection and use of plasma and plasma fractions, was provided in "The collection 
fractionation, quality control, and uses of blood and blood products", published in 1981.2 

In view of the wide range of views and interests concerning this issue and the time 
constraints imposed by the programme budget review, it is doubtful that full justice could be 
given to this matter during the present session of the Board. Should Members wish to study 
the issue in depth and, possibly, establish an ad hoc committee to this end, the Board could 
examine it fully at its seventy-third session in January 1984 and, should it so decide, present 
a report to the Thirty-seventh World Health Assembly. 

1 WHO Technical Report Series, No. 626, 1978, Annex 1 (Twenty-ninth report of the WHO 
Expert Committee on Biological Standardization). 

2 World Health Organization. The collection, fractionation, quality control, and uses of 
blood and blood products, Geneva, 1981. 
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ANNEX 1 

A CODE OF PRACTICE FOR THE COLLECTION (BY PLASMAPHERESIS) 
AND PROCESSING OF HUMAN PLASMA INTENDED FOR MANUFACTURING PURPOSES 

The International Federation of Pharmaceutical Manufacturers Associations (IFPMA) 
recognises that the question of the commercial procurement and fractionation of human plasma 
is considered to be controversial in some circles, but as pointed out in our publication 
"A Study of Commercial and Non-Commercial Plasma Procurement and Plasma Fractionation" "it is 
a fact that 70% of human plasma used for fractionating purposes is currently obtained from 
commercial sources and it is clear that without this commercial resource there would be a 
major shortfall in supply to meet existing world health requirements, much of which is 
concerned with primary health care". 

Our Working Group that has been dealing with this subject has representatives of all of 
the major companies belonging to our member associations who are involved in this business; 
the fact that they have been willing to voluntarily accept the provisions of this Code, which 
indeed they already follow as their current practice is, in our view, a matter of some 
significance to health authorities. 

In view of our status as an NGO of WHO, we therefore request under Rule 3 (Ill) (Relations 
with NGOs) that our Code should be submitted to the seventy-first session of WHO • s Executive 
Board that is due to meet in Geneva on 12 January 1983. A r~presentative of our Federation 
will be present at the meeting and, subject to the consent of the meet~ng (Rule 3(1)), will 
request permission to make a brief statement to the Executive Board on this subject. 
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AND PROCESSING OF HUMAN PLASMA INTENDED FOR MANUFACTURING PURPOSES 

The objective of this Code of Practice is to define and state the requirements and 
conditions under which human plasma for manufacturing use is to be collected and processed, 
as endorsed by the International Federation of Pharmaceutical Manufacturers Associations' 
Working Group on Human Blood Products and Related Substances. 

Part I - The Plasma Donor 

1. Participation in plasma donation programmes on the part of individuals shall be completely 
voluntary;* no pressure or coercion shall be brought to bear on the donor to initiate or 
continue such participation. 

2. Donors must be advised of any known risks and hazards involved in plasma donation by an 
appropriately qualified professional, and must be given an opportunity to understand 
clearly the procedures involved. Once so advised, donors shall be free at any time to 
consent or decline to participate in the plasma collection programme. 

3. If the collection facility so wishes, donors may receive remuneration or any other 
appropriate form of recognition for the time spent in donating plasma, especially bearing 
in mind the frequency and length of time required for regular plasmapheresis. 

4. Provision must be made to protect the health and safety of the donor, utilizing 
appropriate medical and technical procedures, tests, examinations and systems in 
conformity with standards and/ or requirements set by appropriate local or national 
Health Authorities or in accordance with International Guidelines (the WHO publication 
"The Collection, Fractionation, Quality Control, and Uses of Blood and Blood Products", 
ISBN 92 4 154158 X, World Health Organization, 1981, should be noted in this connection). 

5. Donors should be specifically advised as to the purpose of the plasma donation 
programme, and to the use that is to be made of material they have donated. 

6. Plasma must be collected by individuals appropriately trained in the principles, 
procedures and systems involved. 

7. The quantities of plasma collected from individual donors must have full regard for the 
donors' health and be in conformity with appropriate limitations or standards set by 
local or national (or where none exists, international) Health Authorities, based on 
sound m=dical data. 

8. Donors participating in immunization programmes must be advised as to the risks, hazards, 
and purposes of the immunization programme, and must be given an opportunity to consent 
or decline to initiate or continue participation. 

9. Adequate medical care must be provided for donors experiencing adverse reactions at the 
time of plasma donation o r immunization. 

* 1 Note the Shorter Oxford English Dictionary, 1973 edition, defines voluntary as fo lows: 
"Voluntary: of actions: performed or done of one's own free will, impulse or choice." 
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Part II - The Plasma 

1. Plasma must be collected and processed in a facility operating in compliance with the 
requirements of an appropriate local or national Health Authority, or where these do 
not exist, with authoritative International Guidelines . 

2. Provision must be made to ensure that the staff .involved in plasma collection and 
processing is proficient; that the facility, premises, and equipment are of adequate 
design and capability; and that written procedures describing the operation of the 
facility are followed . 

3. Plasma must be collected, processed and stored using equipment, procedures, and 
techniques designed to provide maximum assurance of integrity, quality and conservation 
of therapeutic resources. 

4, Individual units of plasma must be tested for the presence of hepatitis B surface 
antigen (HBsAg) with reagents of third generation sensitivity; units found positive 
for HBsAg must be appropriately identified and adequate provisions made for their 
disposition. 

S. Plasma must be stored so as to ensure that it will not be available for use in further 
manufacture until the results of all tests are received. 

6. Systems and procedures involved in collecting and processing plasma must be designed so 
as to enable a connection to be traced at all times between donors and plasma, and that 
appropriate records are maintained regarding plasma disposition and distribution. 

7. Plasma must be separated from colle cted whole blood so as to ensure tha t neither the 
plasma nor red cells are subject to contamination from microbiological sources. 

8, Plasma must be stored and shipped under temperatures and conditions appropriate for its 
intended utilization as r e quired by local and national Health Authorities, recognising 
the valuable nature of this human resource, and the necessity for ensuring minimum 
wastage. 

8th Nove mbe r, 1982 



BLOOD AND BLOOD PRODUCTS 

WHA28.72 The Twenty-eighth World Health Assembly, 

Conscious of the increasing use of blood and blood products; 
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Having considered the information provided by the Director-General on the utilization 
and supply of human blood and blood products;! 

Bearing in mind resolution XVIII of the XXII International Conference of the Red Cross; 

Noting the extensive and increasing activities of private firms in trying to establish 
commercial blood collection and plasmapheresis projects in developing countries; 

Expressing serious concern that such activities may interfere with efforts to establish 
efficient national blood transfusion services based on voluntary nonremunerated donations; 

Being aware of the higher risk of transmitting diseases when blood products have been 
obtained from paid rather than from voluntary donors, and of the harmful consequences to the 
health of donors of too frequent blood donations (one of the causes being remuneration), 

1. THANKS the Director-General for the actions taken to study the problems related to 
commercial plasmapheresis in developing countries; 

2. URGES Member States: 

(1) to promote the development of national blood services based on voluntary 
nonremunerated donation of blood; 

(2) to enact effective legislation governing the operation of blood services and to 
take other actions necessary to protect and promote the health of blood donors and of 
recipients of blood and blood products; 

3. REQUESTS the Director-General: 

(1) to increase assistance to Member States in the development of national blood 
services based on voluntary donations, when appropriate in collaboration with the League 
of Red Cross Societies; 

(2) to assist in establishing cooperation between countries to secure adequate supply 
of blood products based on voluntary donations; 

(3) to further study the practice of commercial plasmapheresis including the health 
hazards and ethical implications, particularly in developing countries; 

(4) to take steps to develop good manufacturing practices specifically for blood and 
blood components in order to protect the health of both donors and recipients; and 

(5) to report to the World Health Assembly on developments in these matters. 

May 1975 226, 40 

1 WHO Official Records, No.226, 1975, p. 110. 
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