


t 
r 

, 
) 

(WP)LAB/ICP/CLR/OO2-E English only 

Report Series No.: RSI95/GE/21(PHL) 

REPORT 

~ORKING GROUP ON SUPPLY OF SAFE BLOOD AND BLOOD PRODUCTS 

Convened by the 

REGIONAL OFFICE FOR THE WESTERN PACIFIC 

OF THE 

WORLD HEALTH ORGANIZATION 

Manila. Philippines 
6-8 November 1995 

Not for sale 

Printed and distributed by the 
World Health Organization 

Manila. Philippines 
January 1996 

fI'1I07w mm T.ffiRi!q 
Milljjk" i' u.i4VJlVfu 

o 1 t:J. 'Jr,) 1Q06 
• '; I. I"' ...... ' 



NOTE 

The views expressed in this report are those of the temporary advisers of the Working Group 
on Supply of Safe Blood aad Blood Products and do not necessarily reflect the policies of the 
World Health Organization. 

This report has been prepared by the Regional Office for the Western Pacific of the World 
Health Organization for governments of Member States in the Region and for the temporary 
advisers of the Working Group on Supply of Safe Blood and Blood Products held in Manila, 
Philippines, from 6 10 8 November 1995 
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SUMMARY 

The meeting of the working group was convened in Manila by the World Health 
Organization Regional Office for the Western Pacific. from 6 to 8 November 1995. 

The objectives of the meeting were: 

( I) to review the situation in the Region with regard to supply of safe blood and blood 
products; 

(2) to recommend solutions to identified problems with emphasis on: 

(a) means for strengthening voluntary non-remunerated blood donations; 

(b) means of screening: 

(3) to make recommendations on the development of indicators on supply of safe blood and 
blood products as a part of the quality care programme in the blood transfusion centre. 
hospital blood bank and for walk-in blood donors in the community. 

The working group was composed of 14 temporary advisers. one observer. and four 
members of the secretariat. 

An overview of the present status in the WHO Western Pacific Region was presented 
with the purpose and implication of the development of indictors. followed by presentation of 
the draft working docuemnt. country reports and presentation on the glubal strategy and recent 
developments in safe blood and blood products. 

The country reports were presented verbally and a written report was provided by all 
temporary advisers. The issues raised by the country reports included: 

(a) the need to reduce the dependency of countries on replacement blood donors and 
on paid donors; 

(b) the need to monitor performance of transfusion services; 

(c) the need to educate medical professional groups in the use of component blood 
therapy; and 

(d) the need to increase the total number of donations collected. 

Discussions were held on the total quality management and quality of care programmes 
in blood transfusion services. the seroepidemiological situation in the region with regard to 
transfusion transmissible diseases. and selection of proper indicators for blood transfusion 
services. 

The following are the main recommendations of the working group: 

(I) Voluntary non-remunerated blood donations should be promoted. having regard to 
WHO resolution 28.72 of 29 May 1975. Governments should be urged to recommit 
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themselves to the resolution and its implementation. introducing mechanisms to phase 
out paid blood donor systems within two years. 

(2) Screening for transfusion transmissible infections should be strengthened in accordance 
with results of serosurveillance studies and health care resources. 

(3) A minimum set of standard indicators for blood transfusion services should be 
developed. The WHO document "Safe Blood and Blood Products. Indicators and 
Quality of Care should be printed and distributed to all transfusion centres in the Region 
to provide a basis for updating national plans for blood transfusion services. 

(4) Total quality management (TQM) of blood transfusion services should be introduced. 
This concept broadens the original scope of the quality assurance programme to cover 
comprehensively all aspects of blood transfusion services practice in accordance with the 
philosophy of the quality of care programme. 

(5) In keeping with the principles of total quality management. it is recommended that blood 
transfusion services staff and prescribers should be trained to an appropriate level. This 
should include training in all aspects of blood transfusion medicine activities which will 
ensure blood safety and staff development. 

(6) Hospital screening/audit groups should be established. The establishment of these 
groups will indicate a commitment to quality health care and safe blood transfusion 
practice. 
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I. INTRODUCTION 

I. I Objectives 

The objectives of the meeting were as follows: 

(I) to review the situation in the Region with regard to supply of safe blood and blood 
products; 

(2) to recommend solutions to identified problems with emphasis on: 

(a) means for strengthening voluntary blood donations; 

(b) means of screening; 

(3) to make recommendations on the development of indicators on supply of safe blood 
and blood products as a pan of the quality care programme in the blood transfusion 
centre. hospital blood bank and for walk-in blood donors in the community. 

I .2 Members of the working group 

The working group comprised 14 temporary advisers, one observer, and four members 
of the secretariat. The short-tenn consultant. who had prepared a draft of the working 
document for the working group. was unable to attend and extended his apologies. The 
members. participating as temporary advisers. were focal persons responsible for the collection 
and analysis of data on supply of safe blood and blood products in their respective countries in 
the Region. 

One observer from the National Red Cross. Manila, Philippines also attended the 
meeting. The list of members of the working group is in Annex I. 

I .3 Opening ceremony 

The participants were welcomed by Dr S.T. Han, Regional Director of the WHO 
Regional Office for the Western Pacific. In his opening remarks. he summarized the essence 
of the supply of safe blood and blood products. The importance of developing a standard set 
of indicators for qualtiy of blood transfusion services monitoring was emphasized. 

The group elected Dr Ong Yong Wan as Chairperson, Dr Umuli Aeno as 
Vice-Chairperson and Dr Stephen Gibbons as rapponeur. Dr Sima Huilan presented the 
objectives of the working group. She noted that there was a need for effective screening of 
blood and blood donors and a requirement for quality management. She noted funher that 
good indicators must be valid in tenns of relevance to the outcome assessment, and that these 
indicators need to be designed in a standard manner. The indicators must be measurable and 
be suitable for comparison between countries or regions. It was noted that in four countries in 
the region, paid blood donors are still used although there has been a reduction in the numbers 
in China. Laos. Philippines and Viet Nam. The seroprevalence of the transfusion-transmissible 
infections and the type of blood donors by country within the region were presented also. 
These data. updated during discussions. are attached in Annexes 2 and 3, respectively. 
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Dr Ong Yong Wan presented the draft discussion paper on "Safe Blood and Blood 
Products Indicators and Quality of Care". In this paper. fony-three indicators soned under the 
headings of Blood Collection Centre. Hospital Transfusion Service and Clinical Practice were 
listed. 

Dr J. Emmanuel. Blood Safety Programme. WHO/HQ presented a papter on global 
strategy and recent developments in safe blood and blood products. 

2. PROCEEDINGS. 

2. I Summary of country reports 

2.1.1 Cambodia 

In June 1991. the Ministry of Health agreed to stop buying blood from professional 
donors and collaborated with the International Federation of Red Cross and Red Crescent 
Societies (Red Cross) to begin selling up mobile teams for collecting blood. Because the 
mobile blood teams were unable to meet the requirements for blood sufficienty to meet 
demand. the National Blood Transfusion Centre (NBTC) also asks for blood from the patients' 
relatives as replacement donors. 

All blood donors are systematically screened for anti-human immunodeficiency virus 
antibody (anti-HIY). hepatitis B surface antigen (HBsAg). and syphilis. Red Cross continues 
to supply materials. test kits. reagent and technology. and to collaborate with the NBTC. 

2.1.2 China 

China has over 182 blood centers. The Ministry of Health is directly in charge of the 
blood programme in China. cooperating with the Chinese Red Cross Society in terms of blood 
donation. publicity and international academic exchange. 

To ensure safety in blood transfusion. the following measures have been taken: 

- promotion of non-remunerated donation; 

- encouraging blood component therapy and reasonable use of blood 

- encouraging autologous transfusion; and 

- stressing and enforcing screening of donor samples: anti-HCY. anti-hepatitis C 
antibody (HCY). hepatits B surface antigen (HBsAg). syphilis and alanine 
aminotransferase (AL T) 

- screening of donors prior to donation. 
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External quality assessment is implemented to check the quality of the screening in blood 
centers, as well as internal quality control, which is carried out by the laboratory itself. Fifty 
per cent of donors in China are still paid. It is necessary for the reagent manufacturers to get a 
license from the authorities concerned. Under the establihsed National Blood Quality 
Assurance Committee, there is a subcommittee on evaluation and accreditation for blood 
centres which uses the indicators for scoring the centres; only those with satisfactory scores are 
issued with a license to operate. 

2.1.3 Fiji 

Fiji (population: approximately 770 (00) has around 10 000 registered voluntary donors 
per year. Current activities involve the standardizing of the three main hospital blood banks. 
There are 16 health centres in remote areas which cater for basic screening facilities to ensure 
safe blood transfusion. if required urgently. 

Voluntary blood donation is promoted by the Fiji Red Cross Society through education 
of the public and implementation of government policy. Donors are screened according to 
age. weight, haemoglobin. blood pressure. state of health at the time of the donation. There is 
a deferral card to be filled up by the donor to rule out high risk groups in case of HIV 
infection. All donations are screened for anti-HlV I and 2. hepatitis B (HBsAg) and syphilis. 
Blood donors who arrived from Malaria endemic areas are not accepted as donors for six 
months. 

Quality control of test kits, screening techniques and technical performance are areas 
that need consistent standardization. National guidelines that take local circumstances into 
account are needed also. 

2.1.4 Japan 

The total number of blood donors in Japan in 1993 was 7 205 511 and the volume of 
blood donated totalled 2 117 402 litres. Whole blood accounted for 638 units of 200 ml x 103 

Tests on donated blood include ABO and Rhesus blood group typing. which were 
started in 1952. Donations are also screened for anti-HI V I and 2, anti-HCV, hepatitis B 
surface antigen (HBsAg), anti-hepatitis B core (anti-HBC), anti-human T-cell 
leukemia/lymphoma virus HTLV-I, S-alanine aminotransferase (SGPT) and syphilis. Anti
HIV 2 screening was only started in 1994. 

In 1994, the percentage of blood donors screened for infectious diseases (Syphilis, 
HBsAG. HBC. HCV, SGPT. HIV I. HIV 2 and HTLV I) who tested positive was 7.6%. 

2.1.5 Malaysia 

Malaysia has a population of 17.9 million with 14 states. Each state serves as a region 
and the blood transfusion centre in the state capitai, which is hospital-based. monitors the 
transfusion services of the state. There are 102 blood transfusion centres in the public sector, 
two attached to the UniverSity Hospitals and 34 in private hospitals. Ninety per cent of the 
blood used is collected by the government hospital blood transfusion services; 10% by private 
hospitals. 

In the government hospitals. voluntary. non-remunerated blood donation is advocated 
and practised on the basis that blood donation is a humanitarian gesture. Donors are recruited 
and encouraged to become regular donors in order to develop a pool of safe donors. 
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The Government provides the funds and blood is provided free of charge at all 
government hospitals. The private hospitals charge for collecting and processing the blood for 
transfusion. Blood safety is oJ prime concern. Self deferral of blood donors with risk 
behaviour for HIV who are asked not to donate. has been in operation since 1985. 

All blood collected is screened for anti-HIV. anti-HCV. hepatitis B (HBsAg) and 
syphilis. Testing for syphilis was started in 1970. HBsAg screening in 1974 and anti-HIV-l in 
1986/1987. Blood film for malaria parasites is done in those places where malaria is endemic. 
HTL V tests are not done. All the blood transfusion services are adequately equipped and 
screening tests are carried out regularly so that no unscreened blood products are transfused. 

The mandate from the government and its health authorities to organize and run the 
blood transfusion services as a national programme has enabled Malaysia to develop and 
sustain a sound transfusion service. 

2. 1.6 New Zealand 

Over the last three or four years. the health system of New Zealand (population: 3.4 
million in 1993/94) has undergone considerable reforms. with the improvement of the 
efficiency of health service delivery as the main thrust. 

Transfusion services are dealt with in a special way to protect the hospitals from the 
commercial imperatives of the health reforms. For this. the Blood Transfusion Trust was 
established to oversee the transfusion services and co ensure no one makes a profit from the 
scarcity value of blood. The Trust developed a plasma entitlement system that allows 
transfusion services to charge institutions. not individuals. on a cost recovery basis. for their 
services. 

New Zealand relies almost entirely upon voluntary non-remunerated blood donors for its 
blood supply. A very small amount of blood is provided for autologous use. Directed 
donations are discouraged although they OCCur to a very limited extent. The safety of the 
blood supply requires that they use an integrated system of checks. starting with the donor 
selection processes through laboracory screening for infectious diseases. blood cross-matching. 
issuing procedures for blood and blood products. as well as the correct storage of blood 
products. and the use of viral inactivation steps during the fractionation of plasma. 

Each donation is screened within the laboracory for anti-HIV I and 2. anti-HCV. 
hepatitis B (HBsAg) and syphilis. 

Of concern in New Zealand is the incidence of Yersinia elllerocolitica contamination of 
donations which has caused three deaths in Ihe lasl four years. 

About two years ago. New Zealand adopled. with modifications. the Australian Code of 
Good Manufacturing Practice (GMP) for blood and blood products. The registration process 
requires a guarantee of the quality of the starting plasma. The code requires that all 
procedures are documented and validated. While the full implementation of the Code is 
ongoing. it will ultimately improve the quality and safety of their products. 
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2.1. 7 Papua New Guinea 

There are 15 blood banks run by the blood transfusion services in Papua New Guinea 
and the headquarters is in the capital. Port Moresby. which is the only centre that has a blood 
bank laboratory. Other ce'1tres utilize the services of hospital laboratories. The other 14 
dispensing centres collect blood only when there is a need for transfusion. Most of the blood 
bank supplies are distributed through the headquarters on a monthly basis. 

All donors are subject to a medical interview relating to past and present illnesses, and 
are required to sign an enrolment form declaring any involvement in activities that may have 
been risky in terms of AIDS. 

A standard donation of 450 mls is collected into plastic blood collection bags containing 
citrate phosphate dextrose adenine (CPDA) from eligible donors within age. weight, health 
parameters. Donations are not screened for syphillis. hepatitis C. HTLV-I or malaria. 
Recent studies show that the incidence of hepatitis C is around 0.6% in donors. 

Routine blood grouping involves ABO grouping only. Rhesus and Gerbich blood 
grouping is performed when indicated. 

The storage of blood conforms to acceptable standards when eqUipment is in working 
order. 

Records of all procedures are kept in such a way that easily follow-up. when necessary. 
can be done with the donors and patients. Transfusion reactions are investigated in Port 
Moresby. Further testing can be done with Brisbane Blood Bank as panel cells and sera are 
not available at Port Moresby. The most common antibody seen is the anti-Gerbich antibody. 

All blood bags are returned to the hlood transfusion service for cross checking and 
inceneration; however. in smaller centers this is not properly done. 

2. I. 8 Republic of Korea 

Republic of Korea (population: 44 453 179 in 1994) achieved 100% of non-remunerated 
blood donations in a relatively short period of time. The management of blood donation and 
the transfusion system is regulated by the Blood Management Act and related decrees which 
were promulgated by the Ministry of Health and Welfare of the Korean Government in 1972 
and which have been revised several times since. 

The enforcement of the decrees on voluntary and non-remunerated blood donation was 
started according to this regulation and the basic national policy has been established since 
1975. 

The Ministry of Health and Welfare has final responsibility for blood donation and 
national blood management. although the Government has entrusted the National Red Cross 
with the mission of national blood services and mdnagement since 1981. The voluntary blood 
donation movement has gradually gained popularity and support with physicians and social 
workers in the ensuing years. 

The Blood Donation Centers are designated by the Ministry of Health and Welfare to 
collect blood from the voluntary non-remunerated donors and to supply it to medical facilities. 
The Red Cross Blood Centers received 97.6% of a IOtal of 1.67 million blood donations in 
1994. 
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For safe blood supply, all donated blood units are screened for anti-HIV, anti HCV, 
hepatitis B (HBsAg), syphilis, and AL T as a surrogate test. A national quality assurance 
scheme (QA) was started in 1983 by the Korean Society of Quality Control in Clinical 
Laboratory Medicine and all the Red Cross blood centers and hospital blood banks have taken 
part in this quality assessment programme at. least twice a year since 1987, The items of QA 
assessment include the above-mentioned serological tests for infectious agents and ABO typing, 
Rhesus typing, cross-matching. direct and indirect antiglobulin test, and some irregular 
antibody screening tests, 

2,1.9 Philippines 

In the Philippines (population of 68 million) about 450 000 units of blood are transfused 
every year, which falls 30% below estimated needs, Current blood transfusion practices pose 
high risks for blood-borne infections for two reasons: (I) paid donors provide 70% of the 
blood supply and (2) blood for transfusion is inadequately screened for infection, A recent 
study showed that at least 4 % of blood processed in commercial blood banks was infected with 
at least one of the following: HIV, Hepatitis B, malaria. syphilis, 

The dominance of paid blood donation and the absence of a truly effective and functional 
quality assurance scheme make the current Philippine blood transfusion services unsafe, In 
1992. the Department of Health initiated the formulation of a national blood services 
programme (NBSP) plan which still has to be translated into clear-cut operational plans, 

A study (funded by USAlDl found that the country's blood transfusion system is unsafe, 
inadequate and wasteful. Findings also showed that only I in 500 people voluntarily donate 
blood; 7 out of every IO blood bags transfused come from a paid donor and a paid donor is 
three times more likely to have any of four blood-transmittable diseases (malaria. syphilis. 
hepatitis B, AIDS) than a voluntary donor. There are about 16 commercial blood banks which 
supply 60% to 70% of the blood in the country. 

A blood bag that has been released for transfusion cannot be guaranteed to have been 
completely screened against the four blood transmissible diseases for the following reasons: 

- there are not extsting systems of counterchecking these; 

- only 44 % of blood banks can do all four disease tests (malaria. syphilis. hepatitis B 
and AIDS); 

- only 56% of blood banks can do HIV tests; 

- only 76 % can test for hepatitis B; 

- only 73 % can test for syphilis 

- only 42 % look for malarial parasites. 

Blood is sold like common merchandise and there are very few hospitals which have a 
committee that reviews the proper use of blood or monitors the diseases that get transmitted 
through blood. Unused blood is mostly disposed as ordinary waste. without decontamination 
treatment. 
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2.1.10 Singapore 

The Singapore Blood Transfusion Services (SBTS) is the national organization 
responsible for providing blood and blood-related services to all hospitals in the country which 
has a population of 2.9 million. 

The SBTS collects and processes about 64 000 units of blood a year. Blood donation is 
based on an entirely voluntary non-remunerated system and paid blood donation is prohibited. 
Replacement donation by family and friends of the patient is encouraged at hospital level to 
emphasize the need for replacement to help maintain blood reserves. 

The risk of transfusion-transmitted infectious agents is reduced by careful donor 
selection and stringent testing of donated blood. Potential donors undergo a rigorous 
pre-donation medical screening procedure. A "call back" programme allows the donor to 

indicate that the donation should not be used. All donor information is maintained in full 
confidentiality. 

Tests on donated blood include ABO and Rhesus blood group typing, and screening for 
irregular blood group antibodies, anti-HIV. anti-HCV. hepatitiS B (HBsAg) and syphilis. 
Malaria is excluded by medical history during the predonation medical screening. Predonation 
counselling and referral for medical follow-up provided for donors with abnormal laboratory 
test results. Donors with transfusion-transmissible diseases are deferred permanently from 
donating. 

Outdating should be avoided to prevent wastage. Units cross-matched by request to 
units actually transfused (CIT) ratio is the most useful measure to monitor prescribing practice 
for blood. Emphasis on internal and external quality control programmes ensure the reliability 
and accuracy of test results and a high quality of the blood product. 

2. I. II Viet Nam 

Viet Nam (population: 72 million) does not have a sufficient blood supply for treatment 
and production of blood components, even for emergency purposes. Most blood transfusion 
centres (90%) use whole blood. The estimated number of donors is 2.6 million per year, 85% 
of which are paid donors. 

In recent years. the blood transfusion service in Viet Nam has succeeded in organizing 
screening tests for anti-HlV. anti-HCV. hepatitis B (HBsAg). for blood donors. It is hoped to 
strengthen the quality of blood transfusion centres by repairing the equipment or putting up 
new premises for blood collection, as well as for education and training of staff in blood 
transfusion. 

2.1.12 Samoa 

Samoa, with a population of 161 000, uses iamily donors as the main source of blood 
for the blood programme. This is supplemented by voluntary non-remunerated donors 
recruited by the Western Samoa Red Cross Society when requested by the National Hospital. 
As at September 1995. there were 1898 donors. All compatible blood units are screened for 
anti-HIV. hepatitis B (HBsAg) and syphilis. 
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The Red Cross assist the Blood Programme by recruiting voluntary non-remunerated 
donors when the need arises as well as in the promotion of voluntary blood donation in the 
community. Whenever hospitals request the Society for blood, the Red Cross contacts donors 
from a list kept by the Society or puts a request on the radio for volunteers. Donors are taken 
to the hospital for testing and pre-donation counseling if their ABO blood grouping is 
compatible. 

It is believed that donor recruitment policies need improvement. In the meantime, it is 
hoped that public awareness can be raised through a campaign on voluntary blood donation, 
once the National Blood Policy is approved. 

2.2 Summary of djscussions 

The aim of the discussions was to find ways to strengthen voluntary non-remunerated 
blood donations in the region given the current stage of development, to update the means for 
screening in the light of the seroepidemiological situation and to review the draft set of 
indicators in the discussion paper on "Safe blood and blood products, Indicators and Quality of 
Care". 

2.2.1 Strengthening of voluntary non-remunerated blood donation. 

Blood donors are still paid in four countries in the region: China, Laos, Philippines and 
Viet Nam. Although family replacement donors are considered to be a bener option than paid 
donors. the risk associated with such practice is still higher than that associated with voluntary 
and non-remunerated donors. It was agreed amongst the group that there was a need to better 
define the categories of family replacement donors and directed donors. It was also felt that. 
in reality. family replacement donors and paid donors may not differ greatly in terms of risk of 
transmitting diseases. 

Reference was made to WHA Resolution 28.72 dated 29 May 1975 by which 
Governments committed themselves to: 

( I) promote the development of national blood services based on voluntary 
non-remunerated donation of blood; 

(2) enact efective 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. 

In order to fulfill this commitment, governments should provide for, and support the 
establishment of. the infrastructure of the national blood transfusion services, which includes: 

- establishment of a management structure; 

- appointment of the responsible person and coordinating centre at the national level; 

- staff Training programmes; 

- capital and recurrent budget provisions; and 

- proper legislation and regulations banning commercialization of blood transfusion 
services. 
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National blood transfusion policies have been set in most of the countrries in the Region 
However. completeness of national plans. including the respective implementatIOn steps and 
timetables vary from country to country. It was noted that it may take cons~derable tIme to 
implement Ihe plan after its adoption and 10 phase out paId blood donation (m Japan It has 
taken eight years). 

Education and information campaigns should start from primary and secondary school 
level. These campaings should involve the potentially large pool of eligible donors in military 
service. since this source is not yet fully tapped in some countries (China). 

2.2.2 Means of screening for transfusion transmissible infections 

Before national policies for screening of transfusion transmissible infections (TTl) are 
defined or updated. serosurveillance studies to explore the seroprevalence of respective TTl 
should be carried out to provide baseline data. There may be considerable political pressure 
which may not accurately reflect the significance of the outcome of the testing (e.g. screening 
for HIV p24 antigen in blood donors). 

Centralization of the intrinsical, expensive testing procedures can result in considearable 
savings. A system of centralistatic blood donation sites with testing facilities managing mobile 
operation teams was discussed as an ideal system. 

General agreement was reached on the minimum spectrum of TTl to be screened for. 
namely. hepatitis B (HBsAg). syphilis and HIV (amibody). Whilst hepatitis B is decreasing in 
some countries following immunization (China. Fiji. Hong Kong and Papua New Guinea). the 
{)\'erall incidence of the condition is still quite high. Syphilis has a high incidence in some 
countries. False positivity because of yaws is common in several countries also. 

As the majority of blood donations is already screened for anti-HIV. emphasis should be 
placed on HIV screening in remote areas and in emergency situations. A suitable simpleirapid 
tesl may be used under such circumstancies. It was noted with some concern that incidence of 
HIV in blood donors is increasing in several countries. Cambodia is experiencing the fastest 
increase of seroprevalence among blood donors. 

Recognizing the significance of HCV for blood donors. the ultimate aim should be to 
screen blood donations for anti-HCV. The institution of this will depend on availability of the 
considerable resources required (the cost of one lest is over USD 5.00). and on the 
epidemiological situation in Ihe respective countries. Regular donors could be tested only once 
in two to Ihree years as a cost saving measure. 

2.2.3 Development of a standard sel of indicators 

The importance of having a set of indicators for a blood transfusion service and its 
quality of care programme was repealedly emphasized and welcomed by members of the 
working group. 

The function of indicators includes moniloring of performance and evaluation of the 
service being provided. In addition. they provide baseline data against which to measure the 
effects of change. and enable priorities to be set. The indicators can also be used to influence 
policy decisions. However. there was also potential for problems with the original draft set of 
indicators. In particular. il was felt too many indicators were suggested or the information 
necessary for their calculation (e.g. accurate census figures. size of elligible population) could 
not be collected. II was explained that a valid indicator must be specific. measurable. 
achievable. reliable and timely (SMART). in the sense that it can collate and monilor the safe 
supply of blood and blood products in a timely manner. 
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Before the indicators can be set up. there is a need to establish a basic clerical or 

recordmg system In the blood .transfusion services which ensures that the required information 

can be recorded. A donor reglstrauon syslem is required for this in which each donor is given 

a umque donor number. The donatIon IS also gIven a unique number. which is different to the 

umque. donor numbers. The donor register contains basic data which ensures a donor can be 

IdentifIed and traced In the IUlure should a "look back" programme be required in the event of 

an adverse transfustOn reaction. The basic requirements for donors data are: 

- donor name: 

- date of birth: 

address and telephone number. if available: 

- occupation: 

- donor's employer's address: 

- unique donor registration number: 

- blood type of donor: and 

- category of donor. that is. whether a voluntarv non remunerated donor. a 

repl~cement donor or a paid donor. . 

In addition. a record of each donor's donation history must be maintained by all blood 

collection centres. Tltis information facilitates "look back" programmes. 

Ideally. blood transfusion services should involve systems which allow the collection of 

data on a daily basis which can then be collated on either a weekly or monthly basis. By 

following this process. it greatly simplifies the collation which is necessary at the end of each 

year. The laboratory logbooks must be kept in a manner which is easily understOod and which 

will enable collation of numbers of donations tested. numbers of initially and repeatedly 

reactive donations and numbers of confirmed positivities for respective diseases. 

The set of 43 indicatOrs suggested in the discussion paper was reviewed and adjusted 

with general consent to a minimum set of standard indicators (30). List of these indicators is 

attached (Annex 4). 

2.2.4 Quality assurance in blood transfusion services. 

The general concept and main principles of the quality assurance programme were 

discussed in the context of and in relation to tOtal quality management and qualtiy of care" 

programmes. General understanding and consent was reached on the above and a diagram of 

the system applicable to blood transfusion services was agreed upon (Annex 5). 

The relationship of indicatOrs 10 quality assurance and total quality management in blood 

transfusion services was also discussed. 
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3. RECOMMENDATIONS 

( I ) PromOljon of volumary Blood Donation 

Governmems should be reminded of ResolU!ion WHA 28.72 1995. of the 28th World 
Health Assembly which referred to the increasing use of blood and blood products and the 
higher risk of transOliuing diseases when blood products have been obtained from paid rather 
than from voluntary donors. 

The working group reinforces WHA 28.72 and further recommends that Governments 
recommit themselves to the resolution and its iOlplememation by: 

(a) enhancing the national policies on blood transfusion services which should include a 
clear commitmem to voluntary non-remunerated blood donation in order to improve 
the quality and safety of blood transfusion services: 

(b) continuing to strengthen education and information campaigns on the importance of 
voluntary hlood donations in order to develop a regiSter of regular blood donors; 
and 

(c) introducing mechanisms to phase out paid blood donor systems within tWO years. 

(2) Scn:enini for transfusion transmissible infectious 

In order to minimize transfusion transmitted infections. countries should strengthen 
screening procedures in accordance with the current development of screening assays. Every 
cOUntry should review its screening policies with regard to the following: 

(a) serosurveillance studies to determine the seroprevalence of respective diseases; 

(b) health care resources; and 

(C) centralization of testing whereever possible. 

All blood donations should be tested for HIV antibody. hepatitis B surface antigen and 
syphilis. Blood which tests positive for these conditions should not be transfused. Anti-HCV 
testing will depend on the seroepidemiological situation in the coumry and available health 
care resources. 

(3) DevelQpment of a standard set of indicators 

To ensure optimal mechanisms for developiag blood transfusion services (BTSs) in the 
Region. the minimum set of indicators for BTSs silould be adopted. 

Minimum set is provided in the WHO document "Safe Blood and Blood Products. 
Indicators and Quality of Care" which should be printed and distributed to all transfusion 
centres in the region. This will provide a basis for updating national plans for blood 
transfusion services. through establishing baseline data on the currem status in order to monitor 
progress and assess the outcomes. 
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(4) Total QualitY Mana~emeOl (TQMl of Blood Transfusion Seryjces 

TQM. with its leading principle of conrinuous quality improvement. should become an 
inrrinsic part of all national BTSs in the Region. The original scope of the quality assurance 
programme (oriented mainly (Qwards the labora(Qry practice of the BTSs) should be broadened 
(Q comprehensively cover all aspects of BTS practice in accordance with the philosophy of the 
quality of care programme. 

Internal quality cOOlrol programmes should be established. External quality assessment 
mechanisms. such as national quality assessmeOl programmes (proficiency testing panels.). 
medical and quality audits. and document trails should be strengthened or developed. 

(5) Trajnin~ of BTS Staff and of prescribers of Blood and Blood prodycts 

In keeping with the principles of TOM. BTS staff and prescribers of blood and blood 
products should be trained (Q an appropriate level. This should include training in all aspects 
of blood donor and blood transfusion medicine which will ensure blood safety and staff 
development. 

(6) Ayditing Transfusion practices 

Hospital steering/audit groups should be established. These groups will facilitate 
communications between suppliers and prescribers of blood and blood products. The 
establishmeOl of such groups will indicate a commitmeOl to quality health care and safe blood 
transfusion practice. These groups should promote appropriate use of blood and blood 
products and appropriate alternatives: should audit blood usage according to established 
criteria: assist in the development of maximum blood order schedules with clinicians: and 
ensure blood transfusion service resources are used effectively. 
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ANNEX 1 

LIST OF TEMPORARY ADVISERS, OBSERVER, AND SECRETARIAT 

I. TEMPORARY ADVISERS 

Dr Umuli Aeno 
Blood Transfusion Services 
Department of Health 
PO Box 1174 
Boroko 
Papua New Guinea 

Dr Manuel Dayrit 
Assistant Secretary 
Department of Health 
and Officer-in-Charge 
Bureau of Research and Laboratories 
Department of Health 
San Lazaro Compound 
Sta Cruz 
Manila 
Philippines 

Dr Gnanasothie Duraisamy 
Director 
Blood Services Centre 
Ministry of Health 
J alan Pahang 
Kuala Lumpur 50586 
Malaysia 

Dr Stephen S. Gibbons 
Transfusion Medicine Specialist 
Canterbury Health 
P.O. Box 1600 
Christchurch 
New Zealand 

Professor Yasuo Ikeda 
Director 
Division of Hematology 
Department of Internal Medicine 
School of Medicine 
Keio University Hospital 
V ice Director 
35 Shinanomachi Shinjuku-ku 
Tokyo 160 
Japan 

Dr Sang In Kim 
Vice President 
The Republic of Korea National Red Cross 
H32, 3-Ka Namsan-dong 
Choong-ku 
Seoul 
Republic of Korea 
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Dr Ong Yong Wan 
Medical Direcror 
Singapore Blood Transfusion Services 
National Blood Centre 
Outram Road 
Singapore 0316 
Singapore 

Dr Asuncion Paraan 
Programme Manager 
National Voluntary Blood Services Program 
Department of Health 
San Lazaro Compound 
Sta Cruz 
Manila 
Philippines 

Professor Do Trung Phan 
Director 
Institute of Haemarology and Blood Transfusion 
Bach Mai Hospital 
Hanoi 
Viet Nam 

Mr lIraia Rahuatoka 
Technical Officer in Charge 
Bloo" Transfusion Serology 
Derartment of Pathology 
Colonial War Memorial Hospital 
SU\'a 
Fiji 

Mr Maka Sapolu 
Executive Secretary 
The Western Samoa Red Cross Society 
PO Box 1616 
Apia 
Samoa 

Dr Nhem Thourk 
Medical Direcror 
National Blood Transfusion Center 
Street #114 
Corner Polltchentong 
and Norodom Boulevard 
Phnom Penh 
Cambodia 



Dr Yu Zonghe 
Director 
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Department of Medical Administration 
Ministry of Health 
Beijing 
People's Repuhlic of China 

Dr Zhang Qin Hui 
Senior Technician 
Shanghai Blood Centre 
Shanghai 
People's Republic of China 

2. OBSERVER 

Dr Celia J Fran~isco 

Manager 
National Blood Program 
Philippine National Red Cross 
National Headquarters 
Bonifacio Drive. Port Area 
P.O. Box 280 
Manila 
Philippines 

4. SECRET ARIA T 

Dr J. C. Emmanuel 
A/Chief 
Blood Safety 
WHO Headquarters 
Geneva 

Ms L. Kerse 
Nurse in AIDS 
Regional Team on the 
Glohal Programme on AIDS 
WHO Regional Office for the Westenl Pacific 
Manila 

Dr G. Slama 
Technical Officer 
PNG/CLR/OO; 
Port MareshI' 

Dr Sima Huilan 
Regional Adviser in Health 
Laboratory Technology 
WHO Regional Office for the Western Pacific 
Manila 

Annex I 
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COUNTRY HIV HBV SYPIDLIS HCV 

Australia 0.096000 0.10 0.001 

Cambodia 4.300000 9.00 3.000 

China 0.000030 4.00 0.001 1.00 

Cook Islands 11.60 0.390 

Fiji 7.60 3.500 

French Polynesia 1.20 2.300 

Guam 0.080000 1.19 0.480 

Hong Kong 0.004000 2.08 0.006 

Japan 0.000441 0.30 0.200 0.60 

Kiribati 12.00 0.600 

Lao PDR 2.78 

Macao 2.09 0.110 

Malaysia 0.025000 1.50 0.600 0.30 
to 3.50 to 3.300 to 0.80 

Marshall Islands 9.30 2.600 

Micronesia, Fed. States 4.30 0.400 

New Zealand 0.000600 0.11 0.010 0.13 

Palau 1.00 

Papua New Guinea 0.020000 16.65 0.60 

Philippines 0.000200 4.00 0.002 0.90 
to 8.00 to 4.000 to 4.00 

Rep. of Korea 0.001000 3.68 0.140 0.80 

Samoa 3.40 

Singapore 0.008000 1.71 0.280 0.33 

Solomon 19.50 6.300 

Tonga 16.50 0.001 

Vanuatu 10.90 0.950 

Viet Nam 0.044000 3.00 4.000 
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FAMILY! 

VOLUNTARY REPLACEMENT 

COUNTRY DONORS DONORS 

1 

38.1 61.85 

50.00 

75.00 25.00 

100.00 

100.00 

3.50 

10.00 50.00 

89.30 10.70 

100.00 

100.00 

20.00 

90.00 10.00 

100.00 

80.00 

30.00 

25.00 

ANNEX 3 

PAID 

DONORS 

50.00 

75.00 



Draft 3 Working Group on Supply of Safe Blood and Blood Products. Manifa. 6 - 8 Nov 1995 

Safe Blood and Blood 'Products Indicators. 

Code Activity Indicator: Formula: 
___ .. ______ a ____________________________________ ~ ______________________________________________________________________________________________________________________ • _______________________ __ 

1.1 

1.2 

1.3 

1.4 

1.5 

Donor recruitment/retention, 

Total Donations collected per annum 

Community involvement 

Percentage of New donors 

Percentage of Voluntary/' 
Non remunerated Donors 

Percentage of Paid/Replac. Donors 

Indicators /,3 - 1.5 can bit expressed as percentage of donations a/so, 

Laboratory Testing 

HIV 
1.6 % of Donations Tested 

= 

= 

= 

= 

= 

Page 1 of 5 

Absolute figure 

Total donations per year 

Population 

No, of new donors 

x 1000 

x 100 
Total No. of donors 

No of VolunUNon rem un. donors 

Total No, of donors 

No. of paid/replac, donors 

Total No, of donors 
x 100 

No. of donations' tested for anti HIV 

Total number of donations 

x 100 

x 100 

II ,.,. 
\of , 

~ 
'" >< 
~ 



Draft 3 Working Group on Supply of Safe Blood and Blood Products, Manila, 6 - 8 Nov 1995 

Code Activity Indicator: Formula: 
---------------------------~-----------------------------------------------------.----------------------------------------------------------------------------------.---------------------------

1.7 Percentage of Initial Reactivity (IR) = 

1.8 Percentage of Repeat Reactivity (RR) = 

1.9 Laboratory Errort Rate = 

1.10 Positive Predictive Value = 

1.11 Sero-preva lence = 

Syphilis 

1.12 % of Donations Tested = 

1.13 Sero-prevalence = 

Optional indicators for syphilis testing are I. 7, 1.8, 1.9 and I. 10. 

Page 2 of 5 

No. of donations reactive in screening test 

Total number of donations tested 
x 100 

No. of donations rep. reactive in screening test 

Total number of donations tested 

IR - RR (%) 

x 100 

No. of confirmed anti HIV positive donations 

No. of Repeatedly Reactive donations 
x 100 

Confirmed anti HIV positive donations 

Total number of donations tested 
x 100 

No. of donations tested for syphilis 

Total number of donations tested 
x 100 

No. of confirmed 'positive donations for syphilis 

Total number of donations tested 
x 100 

f .,.. 

<-> 
~> , 



Draft 3 Working Group on Supply of Safe Blood and Blood Products, Manila, 6 - 8 Nov 199'5 

Code Activity Indicator: Formula: 
----------------------------------------------------------------------------------------------------------------.-------------.---------------------------.-------------------------------------

Hepatitis B 

1.14 % of Donations Tested = 

1.15 Sero-prevalence = 

Optional indicators for Hepatitis B testing are are 1.7, I.B, 1.9 and 1.10. 

Hepatitis C (if this screening is done) 

1.16 % of Donations Tested = 

1.17 Sera-prevalence = 

Optional indicators for Hepatatis C testing are are 1.7, 1.8, 1.9 and I. 10. 

HTL V 1 (if this screening is done) 

1.18 % of Donations Tested = 

1.19 Sero-prevalence = 
Page 3 of5 

No. of donations tested for HB 
x 100. 

Total number of donations tested 

No. of confirmed positive donations for HB 

Total number of donations tested 

No. of donations tested for HC 
i< 100 

Total number of donations tested 

No. of confirmed positive donations for He 

Total number of donations tested 

No. of donations' tested for HTLV 1 

. Total number of donations tested 
x 100 

x 100 

x 100 

No. of-confirmed positive donations for HTLV 1. 
x 100 

Total number of donations tested 

g 
~ ..,. 

'" v. 



Draft 3 Working Group on Supply of Safe Blood and Blood Products, Manila, 6 - 8 Nov 1995 

. Code Activity 'Indicator: Formula: 
--------.----------_ . .-._.-----------._----_._._------------------._._-------------------------------.-----------------------------------.------------------------------------------------------
Optional indicators for HTL V 1 testing are 1.7, 1.8, 1.9 and 1.10. 

Inventory Control 

1.20 Red Cell Concentrate (RCC) transfused = 

1.21 Whole Blood (WB) Transfused = 

1.22 RCCIWB Ratio = 

1.23 FFP Inventory = 

1.24 Cryoprecipitate Inventory = 

1.25 Others (specified components) = 

1.26 . Outdating = 

1.2'/' Missing = 

Page 4 of 5 

Absolute number 

Absolute number 

No. of units used as RCC 

No. of units used as Whole blood 

No. of units made into FFP 
x 100 

Total No. of blood units collected 

No. of units made into Cryoprecipiotate 

Total No. of blood units collected 

No. oJ units made into other compo nets 

Total No. of blood units collected 

No. of units of blood outdating 

Total blood units collected 

No. of units unaccounted for 

Total blood units collected 

X 100 

X 100 

x 100 

x 100 

~ 
" ~ ... 

I 

N 
a-. 



Draft 3 Working Group on Supply of Safe alood and alood Products, 'Manila, 6 - 6 Nov 1995' 

Code Activity Indicator: Formula: 
.... ---------------------------------_ ... ----------------------.---------.---------.------------------.-------------_.----.-------------------------------------------------------------------.. 

Monitoring Usage 

qa 

1.29 

Patient Outcome 

1.30 

Cross matched by req uestl 
Transfused 

Perc. of Single Unit Transfusion 

Wrong ABO/Rh Transfusion Rate 

= 

= 

= 

No. of units cross matched by request 

NO. of units actually transfused 

No. of single RCCIWB units transfused 

Total no. of blood units transfused 

No. of wrong ABO/Rh transfusions 

x 1.00 

x 100 

x 1000 
No. of units transfused 

The following indexes should not be considered as a part of the minimum set of standard indicators. However, they may be used a~ 
benefiacial indexes with further evolution ofther Blood Transfusion Services. 

1.31 Plasma Collected for Fractionation = Absulute volume in litres 

1.32 Hyperimmune globulin anti D = Absolute volume in litres 

1.33 Hyperimmune globulin anti Hep B = Absolute volume in litres 

1.34' Hyperimmune giobulin anti Zoster = Absolute volume in litres 

1.35 Hyperimmune globulin anti Tetanus = Absolute volume in litres 

Page 5 of 5 

~ 
;:l 

'" >< ... 

N ...... 



1 , 

- ~9 -
ANNEX 5 

Total Quality Management (TQM) 
(concept of Continuous Quality Improvement - CQI) 

Quality Assurance/Quality of Care 
Programmes 

Internal 
Quality Control 

Mechanisms 

Quality Monitoring, Internal Audits, 

Standard Operating Procedures, 

Document trails, 

Good Manufacturing Practice, 

Indicators. 

External 
Quality Assessment 

External Audil'!, 

Proficiency Testing, 

Indicators. 

Quality of Care 
Programmes 

Indicators on Quality of care, 

Documentation including Look Back 

Procedures for TIl, 

Hospital Monitoring/Liason Committee 

on blood utilisation. 
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