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1 INTRODUCTION 

Immunization programmes against communicable diseases of childhood 
have been implemented in most countries of the world. In the indus- 
trialized countries, these programmes have produced very good results. 
Neonatal tetanus, diphtheria, and poliomyelitis have been practically 
eliminated, and whooping cough, measles and the miliary and meningeal 
forms of tuberculosis have been effectively controlled. Yet, it has 
been estimated that in the developing world, out of 80 million children 
born every year, about five million die because a great majority of 
them were not protected with immunizations against common contagious 
diseases. 

In developing countries, immunization programmes have already been 
introduced, on a limited scale, but they proved less effective than 
they could have been considering the known high efficiency of the 
vaccines used. Many factors contributed to this, and among chem were: 
low coverage of the eligible population groops; loss of the original 
potency of the vaccines, which, before being given to children, were 
not protected by refrigeration against high ambient temperature; 
managerial and administrative shortcomings; shortage of resources; 
shortage of health personnel and transport facilities; and also lack 
of understanding among the public of the importance of immunizations, 
which resulted in limited community participation in the implementation 
of the programme. 

On the other hand, there are examples, in this region as well as in 
other regions, of efficiently implemented programmes. Actually, in at 
least one country of this region, the programme has already produced 
very good results in a comparatively short period of time: poliomyelitis, 
diphtheria, and tetanus have been eliminated there, and whooping cough 
and the childhood forms of tuberculosis effectively controlled. 

This example has proved that, with a properly coordinated effort of 
the national health services, and with the necessary external assistance, 
the present immunization activities can be expanded in all developing 
countries, and the new, enlarged and improved programme may contribute 
to the health and welfare of children there. 

Developing countries cannot and will not copy the organization of 
immunization programmes from industrialized countries, because there 
are many differences: in population density, availability of electri- 
city for refrigeration, availability of trained health manpower, limited 
resources, etc. 

The strategy of EPI (expanded programme on immunization) in developing 
countries will be adapted to the prevailing conditions, and for the 
local challenges local answers must be found and their feasibility and 
practicability must be studied. 

During the discussion on EPI at the World Health Assembly in 1977, it 
was frequently noted that EPI was a logical development of the smallpox 
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eradication programme, and that many valuable lessons had been learned 
in the course of the latter operation. It was emphasized, however. 
that what was being undertaken was not a time limited programme whose 
goal was eradication, but a long-term, continuing programme to provide 
ever-increasing immunization coverage and thus achieve a constantly 
decreasing incidence of morbidity and mortality from the childhood 
diseases involved. 

The global EPI has been given high priority by the governing bodies of 
the World Health Organization, and by Member countries. It has its basis 
in resolution WHA27.57. The other WHO resolution on EPI (W0.53) 
adopted in May 1977 approved the EPI objectives and general policies. 
Resolution WHA30.54 drew attention to the importance of promoting 
regional and national self-reliance for vaccine production. 

In this region, all countries have expressed their interest in the 
program. In three countries, EPI has been planned in detail, with 
WHO participation, and objectives and quantified targets have been set. 
The governments have confirmed their codtment to the implementation 
and continuation of the programme in the future, by endorsing EPI 
formulation documents, assigning national programme w g e r s ,  and 
allotting special budgets for the immunization component of the exist- 
ing health services. In two countries, EPI feasibility studies were 
launched in 1976 and 1978 and form the basis for the further expansion 
of the programme. In nine out of the ten countries of the Begion, 
immunization activities have already been expanded, with WRO co-opera- 
tion. 

The Regional Committee,at its thirtieth session, highlighted the 
importance of the programme for countries of this region by selecting 
this subject for the technical discussion during the thirty-first 
session (SEA/RC30/R2). 

2 POLICY BASIS OF THE EXPANDED PROGEAMKE ON IMMUNIZATION @PI) 

The general policies of EPI are summarized below: 

- EPI is a world-wide collaborative programe of WHO Member States. 

- WHO will give priority attention to developing countries. 

- WHO will display world-wide leadership in order to arouse adequate 
enthusiasm for the programme and interest in participating in it. 

- WHO will develop and coordinate a comprehensive programme, encompas- 
sing regional and country programmes and inter-regional and global 
requirements. 

- The program will encompass all countries that desire to partici- 
pate; however, WHO recognizes a duty to try to influence countries 
carrying out immunization activities to accept certain criteria and 
to attach international resources to those programmes that comply 
with these criteria. 
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- The programme will include vaccinations against diphtheria, pertussis, 
tetanus, tuberculosis, poliomyelitis and measles, as considered 
epidemiologically necessary. 

- Emphasis will be on the youngest age-group. 

- At the regional level, the responsibilities will include the promotion of 
maximum coverage through the establishment of permanent immunization 
programmes in all countries, the establishment of appropriate informa- 
tion systems providing the basis for programme development and evalua- 
tion, the establishment of training programmes, the coordination of 
regional requirements concerning vaccine supply, production and quality 
control, the coordination of regional research, the attraction of 
external funds at the national and regional levels, and, based on all 
of the above, the development of comprehensive programmes corresponding 
to the period of the Sixth General Programme of Work in response to 
the varied needs of the countries. 

- At the global level, the major responsibility is to develop and 
coordinate a programme encompassing regional and country programmes 
and inter-regional and global requirements. 

- A global inventory of vaccine requirements and vaccine production 
capability will be maintained to develop a long-term programme of 
vaccine supply. Regional self-reliance in vaccine supply is a long- 
term programme objective. 

- Research will be promoted to improve the quality and stability of 
vaccines and to improve the logistics of the supply of equipment and 
vaccines, including improvement of cold chains. 

- National, regional and global plans will be devised to attract funds 
to the programme from bilateral and multilateral agencies. 

3 SITUATION ANALYSIS OF DISEASES INCLUDED IN THE PROGRAMME 

The epidemiological situation of diphtheria, pertussis, tetanus, tuber- 
culosis, poliomyelitis and measles in countries of this region is briefly 
described in EPI country information papers, which will be presenred 
separately. Some basic data are given, for ready reference, in a tabular 
form in the following page. In general, the situation is as summarized below. 

3.1 Diphtheria 

From most of the countries, only hospital-based data are available, and 
they indicate a medium or low incidence. In one country, the number 
of reported cases dropped during the last seven years, and this is 
attributed to the immunization programme there. In another country, 
diphtheria is already totally controlled by immunization. 
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3.2 Pertussis 

Very little epidemiological data on the disease are available from most 
of the countries. m l e  surveys conducted in some of them indicated a 
high fatality rate aaong malnourished infants. In one country. the 
disease has been controlled by irmnunization. 

3.3 Tetanus 

In most cowtries of the Region, neonatal tetanus is an important public 
health problem, and the disease contributes to high infant mortality 
rates. 

3.4 Tuberculosis 

The disease continues to be an important health problem in the Region. 
In a few countries, detailed data on the incidence and prevalence of 
tuberculosis and on the meningeal and milhry forms of it are available. 

3.5 Poliomyelitis 

Only hospital-based epidemiological data are available from several 
countries. The disease seems to be on the increase in urban areas. In 
one country. it is totally under control, as a result of immunization. 

3.6 Measles 

Measles is conm~n in all countries of the Region, but generally it is 
not regarded as a serious disease. Gne country introduced measles 
i-ization for all children several years ago, and since then the 
incidence has dropped sharply. 

3.7 Smallpox 

Smallpox has been eradicated in all countries of the Region. 

The last country where a case was reported was Bangladesh. The eradica- 
tion of the disease there vas certified by an International Commission 
in December 1977. 

4 OBJECTIVES OF EPI IN SOUTH-EAST ASIA 

The long-term objectives of the global Expanded Programme on Immunization 
are as follows: 

- to reduce the morbidity and mortality from diphtheria, pertussis, 
tetanus, measles, poliomyelitis and tuberculosis by providing 
immunizations against these diseases for every child in the world, 
by the year 1990; 

- to promote national self-reliance in the delivery of immunization 
services within the context of comprehensive health services, and 



SEA/RC31/7 
Page 6 

- to promote regional self-reliance in matters of vaccine quality 
control and production. 

Based on the above global long-term objectives, the following medium- 
term objectives for the Region may be proposed: 

(1) Appropriate immunization plans should be developed in every 
country of the Region as soon as feasible. 

In these plans, the present size of the health problems regarding 
the six communicable diseases of childhood should be determined, 
detailed objectives and targets should be set, strategies for EPI 
should be designed, and a time schedule for the implementation of 
different stages of the programme should be given. 

(2) A regional strategy should be developed for training national and 
international staff in the variety of disciplines required for 
successful programme planning and implementation. 

(3) External funds should be attracted from bilateral and multilateral 
sources, to support programme activities at country and regional 
levels. 

( 4 )  Country and regional EPI information systems should be developed 
which will assess progress in achieving the Programme's.objectives 
accurately and continuously. 

(5) In collaboration with WHO Headquarters, applied basic research 
activities should be planned and supported in selected countries 
of the Region, on 

(a) increasing the efficiency and effectiveness of the 
strategies recommended to reduce the morbidity and 
mortality from the target diseases; 

(b) improving the safety, potency, stability, ease of 
administration, and efficiency of production of all 
vaccines in which the programme has an interest, and 

(c) improving and developing the equipment required, so as 
to increase its suitability for programme purposes, to 
decrease its cost, and to facilitate its manufacture 
within the countries of the Region. 

(6) All aspects of programme management should be improved, by applying 
the knowledge obtained from management information/evaluation systems 
and from research to promote the use of the most efficient and 
effective disease-control techniques appropriate to each country 
of the Region. 

(7) In collaboration with WHO Headquarters, and with other regions, 
strategies should be developed to meet programe requirements for 
vaccine quality control, production and distribution. 
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(8) In every country of the Region,the delivery of immunizations should 
be promoted as a component of the comprehensive health services 
provided to the entire population. 

5 EPI IN THE SOUTH-EAST ASIA REGION 

5.1 Country Activities 

Detailed information on the expansion of ongoing national immunization 
programmes and activities in this region, during 1976-1978, is contained 
in the country statements prepared by countries themselves, which will be 
issued separately. A brief summary follows. 

In 1976, the EPI was formulated in three countries of the Region, Burma, 
Nepal and Sri Lanka. 

In Burma, in addition to previous smallpox and BCG vaccinations performed 
on a mass scale in the country, DPT and DT immunizations for children, 
and tetanus toxoid vaccinations for pregnant women and for selected groups 
of workers were introduced. In Nepal. EPI was planned for six districts 
where health services have been fully integrated. The antigens employed 
were smallpox, BCG, DPT and tetanus toxoid vaccines. In Sri Lanka, 
children have been imunized against diphtheria, pertussis, tetanus, 
tuberculosis, smallpox and poliomyelitis, and pregnant women have been 
given tetanus toxoid vaccination. The expansion of the previous immuni- 
zation program was aimed at increasing the coverage of eligible 
population groups, and at gradually improving all aspects of the programme, 
in three phases, by 1980. In DPRK. the multiple antigen immunization 
programme continues. 

In 1977, smallpox eradication was certified in India by the International 
Commission, and preparatory work was done for expanding the present 
imunization activities. These activities, as well as the actual 
epidemiological situation of the six EPI target diseases were reviewed 
with WHO participation. In Indonesia, in addition to the routine small- 
pox and BCG vaccinations, an EPI feasibility study was launched in 
selected areas of the country, and its results were evaluated. DPT 
immunization for children, and tetanus toxoid vaccination of pregnant 
women were introduced there. In Sri Lanka the EPI formulation document 
was reviewed and was endorsed by the Government. UNICEF provided supplies 
and equipment for the programme. In Mongolia, the ongoing programme was 
reviewed with WHO participation, and steps were taken to inprove the 
results of measles immunization. 

In 1978, the present immunization activities were reviewed in Maldives, 
and a plan for their country-wide expansion was drafted. In Bangladesh, 
where smallpox eradication was certified by an International Commission 
in December 1977, and where smallpox and BCG immunizations were given 
on a mass scale, a feasibility study on tetanus toxoid vaccination of 
women was planned for,and it will be launched in the second half of the 
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year. In India, the staff of the previous Smallpox Eradication Progr- 
were re-trained throughout the country, at central, state, district nnd 
primary health centre levels, and a national EPI manual was written. In 
Sri Lanka, the health staff in EPI Phase I area were re-trained, and a 
national EPI manual was printed and distributed. In Thailand, the EPI 
formulation document was reviewed with WIlO participation. 

5.2 Inter-country Activities 

The programme activities had started in this region before global EPI was 
launched. In 1972, a seminar was held at World Health House, Uev Delhi, on 
development of immunization services. Another seminar on the same subject 
was held in SEARO in 1975, and a Regional Workshop on Evaluation and 
Management of EPIs was held there in November 1976. In continuation of 
these activities, national epidemiologists from eight countries of the 
Region completed the training course for EPI managers in Malaysia, in 
1977. 

A Working Group on the Expanded Program on Immunization was established 
in SEARO in 1976, under the chairmanship of an Assistant Director of 
Health Services, and at the same time one Medical Officer was assigned 
for EPI activities in the Region. By the end of 1977. two WHO staff 
had been assigned to EPI in one country of SEAR. In mid-1978, the number 
of lorg-term staff members supporting EPI in the Region was 6. 

In April 1978, a Regional Consultative Meeting on Planning Regional 
Self-sufficiency in Vaccine Production was held in SEARO, New Delhi, and 
it was attended by vaccine producers, quality controllers, and immuniza- 
tion progrannne managers. 

UNICEF and other international agencies participated in this meeting, 
and in several other country EPI meetings, and supported the programmes 
by supplying vaccines, equipment, transport and funds for training 
national staff. 

6 PROGRAMME PLANNING, DEVELOPMENT AND ITS CHALLENGES 

The initiative to launch an immunization programme in a country, or to 
expand systematically the existing one, has to come from the government 
concerned. National programmes stemming from outside initiatives, even 
if backed with financial support from international or bilateral 
agencies run the risk of being not properly managed and administered. 
and losing long-term support and consequently friling. 

There are certain important guiding principles which determine the 
feasibility of a large-scale immunization program, and which should be 
remembered throughout the planning period of an EPI. They are set out 
below: 

(1) Once national health services have embarked on a programme of 
routine immunization of children, they are committed to maintain- 
ing it without any foreseeable time limit. 
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( 2 )  External aid for a national EPI is inevitably time limited. Its 
purpose is to accelerate development and not to support routine 
recurrent expenditures of national health services for long 
periods. This assistance may continue for five to ten years, 
depending on the level of development of a country. 

(3) Experience has shown that the greatest obstacles to successful 
hmmization progranuaes in developing countries are more managerial 
and administrative than technical or financial. 

(4) To ensure long-term operational and financial feasibility, it is 
necessary to carry out a routine immunization of children as part of 
national health services done by ordinary health workers. "Vertical" 
immunization programmes, which have been implemented in some places 
in the past, have subsequently collapsed or were withdrawn. They 
had disturbing ethical, epidemiological, social and political 
consequences. The above principles indicate the need for a very 
careful and thorough planning of EPI. 

For the international and other agencies which support immunization 
progr-s in developing countries, it is important to assess the national 
intentions to implement, expand, and fully support such a programme. These 
intentions are clear if: 

(a) the governments have seriously committed themselves to expand the 
existing i-zation activities to the country's entire child 
population, or to a significant number of children within a large 
geographical area; 

(b) the necessary budget allocations have been made for this purpose. 
and 

( c )  a national immunization manager has been appointed to carry out 
the expansion. 

These three points are the pre-requisites for serious and detailed plan- 
ning of a national EPI. They also facilitate obtaining the necessary 
external support from international or bilateral agencies. 

The problems that have arisen, the shortcomings that have been noted, 
and the difficulties which have been observed in the implementation of 
national immunization programmes in this part of Asia, are outlined 
below. 

6.1 Planning Management 

Planning a national immunization program is usually assigned to a group 
of people, for several weeks. 

In the planning and management of the programmes, there is a need for 
setting clear objectives with regard to the health problem reduction. In 
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some instances, the objectives given were not related to a quantified 
reduction in the morbidity and mortality, or to the percentage of 
eligible population groups to be fully protected with the required number 
of doses of the antigen of known potency. Instead, the IILELWX of dowe 
of vaccine to be given to children wae planned year by year. 

Immunization schedules peed revisioo. In some of them, ton m y  
doses of vaccines were envisaged; in others the number vas too small 
to ensure full protection, or the doses were not properly spaced. 

Target population groups always need to be clearly defined, and proper 
attention should be given to protecting young children, at the age in 
which immunization is most needed, and most effective. In some 
countries, immunizations were given to children through various programmes 
at the same time: maternal and child health, family planning, smallpox 
eradication, integrated health services, by voluntary organizations, 
bilateral agencies, etc., and these activities were not properly 
coordinated. 

Some of the countries experienced shortcomings in planning their vaccine 
requirements and coordinating the vaccine production. As a result, some 
vaccines which could have been locally produced were in short supply at 
times, and the supply did not meet the demand fully. In other instances, 
more vaccine was produced than could have been utilized by the national 
immunization programme, and the surplus accumulated with the producer. 

At times, vaccines for the national programme were purchased on a tender 
basis, the cheapest offer was accepted and a firm order was placed. In 
this way, vaccines of lower than the required quality were obtained. All 
these shortcomings in planning could have been avoided if the programme 
had been managed properly at the country level. 

In every country, there should be an immunization manager - a person 
having overall responsibility for the planning and management of the 
national immunization programme: for operations, distribution of supplies, 
staff recruitment and training, supervision, and evaluation of all aspects 
of the programme. He should be made responsible to a high level national 
immunization committee. 

6.2 Implementation 

The most important problem in several countries of this region is to 
ensure proper conditions for the storage and distribution of vaccines in 
such a way that they keep their potency until they are given to vacclnees. 

In some places, vaccines have been kept in central stores for long 
periods of time in temperatures higher than desired. Prom there, vaccines 
were not always transported in cold boxes to regionalldistrict level. 
Conditions of storing vaccines at districtlhealth centre level are not 
always optimal: refrigerators are not available there, or are not in a 
working condition. In some countries, a cold chain system for distri- 
buting vaccines has not been used at all. In some areas, shortage of 
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vaccines has -been given as the explanation for low coverage. But, at 
the same the, vaccines were available at the central level. 

Reporting on the results of vaccination should be organized in such a 
way that the monitoring of operations is possible and periodic evaluation 
of the program is facilitated. 

Supervision of the immunization activities is a weak point in several 
countries. 

6.3 Training 

Training of staff, at a11 levels, has been an essential component of 
EPI implementation. 

In the early stage, there was a need for training senior medical 
supervisory staff, national EPI managers, in the programme plauuing 
and management. This was done in 1977, during the WfIO Inter-Regional 
Training Course on Planning and Management of EPI (Kuala Lumpur, 
October/November 1977). in vhFch eight countries of the Region parti- 
cipated. Training at national level followed, and it has continued in 
five countries in 1978. 

At country level, manuals on immunization were either not always avail- 
able in the field, or, if available, needed revision to comply with the 
new concept of EPI. By mid-1978, national EPI manuals have been printed 
in three countries of the Region. 

There was also a need for training national specialists for quality 
control of vaccines. This was partly met by the UNDP progr- executed 
by WHO in 1977: three persons from countries of this region were trained 
in this subject. But more people should be trained for this purpose, to 
staff the national vaccine quality control laboratories. 

6.4 W l t h  Education and Community Participation 

These two aspects of the programme are essential. 

At the central and provincial level of planning EP1, people's represen- 
tatives should be co~ulted, and relevant parts of the plan fully 
discussed with their participation. At the local level, plans of action 
should be drawn up along vith village people. The influence and importance 
of traditional healers and priests should be recognized in attempts to 
draw up village level plans and to implement the programme. 

Health education for the immunization programme has not always been 
given sufficient consideration in countries of the Region. This has 
resulted in the people misunderstanding the purpose and effectiveness of 
immunizations, with consequently poor cooperation from them and low 
vaccination coverage. In some situations, even the medical profession 
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has not been fully supporting the vaccination programme, and special 
efforts have been needed to get their full cooperation in the imple- 
mentation of the programme. 

Not all field workers engaged in the immunization programme have under- 
stood their role in health education; they have not tried to talk to 
mothers to motivate them, to explain the purpose of vaccination, and 
the need to repeat doses in order fully to protect children against 
communicable diseases. 

6.5 Evaluation 

A regular evaluation of EPI is essential to measure the extent to which 
the objectives of the programme are being met, and what changes in the 
strategy and/or structure of the programme are required. 

The following aspects of EPI need to be evaluated: 

(1) epidemiological investigation and analysis (data on morbidity 
and mortality of six EPI target diseases); 

( 2 )  records and reports on immunization; 

(3) coverage of eligible population groups measured by field surveys; 

(4) sterilization and vaccination techniques; 

(5) cold chain efficiency; 

(6) potency of vaccines; 

(7) management and administration of EPI; 

(8) supervision, and 

(9) cost of EPI per fully immunized child or pregnant woman. 

In most countries of the Region, evaluation of the programme has been 
lacking. Records on immunizations have been submitted from the field 
to health centre, to district, to regional and to central level, but 
achievements have often been expressed only in numbers of vaccine doses 
given. 

Information is not available on the number of fully protected children 
(those who, at the right age, were given the required number of doses 
of antigen of proved potency) compared with the number eligible. 

The temperature of vaccine storage is seldom monitored, and recorded, 
the quality of vaccine sanples collected from the field has not been 
regularly checked. 
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With regard to vaccination coverage, in several countries special 
surveys have been conducted in selected areas. But this was usually 
done in smallpox and tuberculosis vaccination programmes only. 
Coverage with other Immunizations has seldom been assessed through 
field sumys. This should be a required and accepted standard in 
national inmumization programmes in future. 

Surveillance of cormtunicable diseases of childhood remains to be 
organized in all countries of the Region. Epidemiological information 
on the incidence of these diseases is not available, or is related to 
data from large hospitals only, is fragmentary and does not reflect 
the actual situation in the whole country, particularly in rural 
areas. Basic data on the incidence of the six diseases with which EPI 
deals are necessary for planning the strategy of the immunization 
program, and for a regular epidemiological evaluation of its results. 

Very seldom have attempts been made to evaluate the immunization 
programm? from the administrative and economic point of view. This 
aspect of a nationride progranmne is of the utmost importance, consider- 
ing the limited reclources available for health programmes in developing 
countries, and the duration of EPI, which, once launched, should continue 
for an indefinite period of time. 

7 SELF-SUFFICIENCY IN VACCINE AVAILABILITY 
AND QUALITY CONTROL 

From 11 to 13 April 1978, a Consultative Meeting on Planning Regional 
Self-sufficiency in Vaccine Production for EPI in the Region was held 
in the Regional Office at New Delhi. 

The meeting was convened to review the production of vaccines used in 
EPI with a view to identifying the existing laboratories and manpower 
that have the potential for development, so as to achieve self- 
sufficiency in these vaccines in the Region. 

The participants were national EPI managers, vaccine producers and 
vaccine controllers from Bangladesh, Burma, India, Indonesia, Mongolia, 
Nepal, Sri Lanka and Thailand. 

There are seven national laboratories in the Region which produce 
vaccines related to EPI. The unutilized capacity in them varies from 
10% to 75%. 

Manufacturers of vaccines in Burma, India, Indonesia, Sri La* and 
Thailand have vaccine quality control laboratories. 

Control laboratories at national level are being established. Support 
by way of staff training, and improved animal facilities are needed to 
make these laboratories more effective. 

The conclusions and recomendations of this meeting are reproduced 
here for easy reference (see Annex). 
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8 AREA FOR RESEARCH IN EPI 

The following areas of research on EPI are of interest to 
in South-East Asia: 

(1) Vaccines 

- Increasing stability (measles, polio. DPT, tetanus toroid) 

- Decreasing reactogenicity (pertussis) 

(2) Vaccine delivery systems 

- improving the cold chain: 

- improving freezers, refrigerators, cold boxes 
- developing better temperature markers 

- Reducing the needs for "booster" immunization (Dm, polio) 

- Improving techniques of vaccine administration: 

- jet injectors 
- bifurcated needles (BCG, tetanus) 

- improving immunization coverage rates 

(3) Evaluation of field operations 

(4) Improving community awareness and motivation 

(5) Programme management 

- improving vaccine control systems 

- improving disease surveillance systems. 
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T h  South-But Asia P.&n has made marked progress in developlug expanded 
progr- on i.mamization. Countries a r e  strongly c o d t t e d  and a r e  now 
in the  procens of strengthening the inf ras t ruc ture  required t o  ensure 
.uuru. A &r of p r o b k m  a r e  beiag encountered, but thy are 
perfec t ly  muierstandable a t  this stage of the  programme, pa r t i cu la r ly  
when it i. -d that the s y s t e m  vhlch are being set up over a short  
period requimd many years t o  e s t ab l i sh  i n  other countries.  

W i t h  ranpact t o  the production .ad qual i ty  cont ro l  of vaccines fo r  use 
in the E.p.ndsd Progr- on Imunizat ion,  there d t s ,  vithFn the 
Ragion, a great po ten t i a l  f o r  becoming se l f -suf f ic ient .  It would be more 
econodc in the use of manpower and resources t o  make a greater  investment 
i n  t h e  expansion of t h e  exis t ing  production units t o  meet the needs of the 
Begion rother than t o  encourage the  s t a r t i n g  of new uni ts .  Furthermore, 
the  pr iva te  sec tor  should be brought in to  the progr- and encouraged 
t o  take an ac t ive  p a r t  in f u l f i l l i n g  the t o t a l  needs. 

While there  i s  a potential f o r  .elf-sufficiency, nuch needs t o  be done 
in .g rrau to br* the facF1Ftie~ d mehods up t o  modern good 
mudact -  pucekas. In order that vaccines may be exchanged between 
corrntdu ulth tbr participorion of MiO, the vaccines and the  f a c i l i t i e s  
in rrhich they are p r o d 4  ust meet t h e  WHO requirements fo r  biological  
m b t ~ ~ ~ .  IPD i. pmpamd to collaborate with t he  l4embe.r countries 
in orda t o  em&bUd or  -rove the nscceaary f a c i l i t i l s , i n c l u d i n g  the 
relevant technology. 

(he of t h e  grea tes t  needs of the Begion is f o r  each country t o  es tabl i sh  
na t ional  qual i ty  cont ro l  o r  t o  make arrangenents fo r  such cont ro l  with 
lao ther  country on a cooperative basis.  I n  the  pas t ,  it has been a comon 
prac t ice  f o r  the production of vaccines t o  take precedence over t h e i r  
q u d j Z j  corrtrol. Indeed, UEO s t a r t e d  the f o ~ a t i o n  of "kquireoents 
f o r  Biological Substances" some 15 years ago i n  order t o  inform countries 
uhich bad no nat ional  requirements about the  per t inent  tests involved in 
qual i ty  colrtrol. It hrs now be- apparent t h a t s i n  a country c d t t e d  
t o  the use of vaccines on an increased sca le ,  "quality control" is the 
key f ac to r  d .should cert.+Ply be given p r i o r i t y  over production. 

The -st COW a r w t  f o r  the reversa l  of e a r l i e r  p r i o r i t i e s  is the  
nu l t ip l .  functions that a qual i ty  cont ro l  uni t  can undertake in support 
of t h e  hea l th  progr-. The most important of these are:  

(1) The qual i ty  cont ro l  of vaccines produced na t ional ly  o r  imported 
by the public  o r  pr iva te  sector .  
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(2) The checking of the cold chain by regular testing for potency 
of samples of vaccine taken f r m  the atoragc points throughout 
the country. 

(3) The oeaeuremeat of antibody responses in the sera taken from 
chfldren before and after immunization. 

A good quality control unit, therefore, is an essential part of a haalth 
programme and provides the essential support facility to the health 
services. 

It is suggested that all Mendaer countries develop, where feasible, such 
a national service that will provide for the essential vaccine supplies 
and quality control. 

Those countries already producing some vaccine and intending to play a 
part in the goal of Regional self-sufficiency of vaccine suppliao should 
also ensure adequate quality control. 

With respect to the management of expanded programs on immueization. 
a number of implementation problems are common to countries of the Region. 
Staff at all levels need training, and systems of surveillance and 
assessment should be strengthened. Through improved health education. 
both health staff and the general public must become better informed of 
the need for mothers and children to return as required to the health 
centre to receive a complete series of immunizations. Improvements in 
the cold chain are sought by all countries, and continued applied and 
basic research is needed to define better the epidemiology of the target 
diseases within the Region. Finally, close coprmPication nea& to be 
maintained by all involved in a given national progr-, especially 
among vaccine production, quality control and programme managemrnt staff. 
and between staff working at central and local levels. 

2 Recommendations 

2.1 For Governments 

Member Governments are requested to comider the following, where 
feasible : 

(1) To give priority to the establishment of a quality control 
organization in order to check all v a c c h m  irrupective of 
their source. 

(2) To obtain vaccines which are not being produced locally 
as bulk concentrates to be diluted, blended and filled in 
the country. Such vaccines will thereafter be controlled 
for quality. 

(3) To assess the economic implications of the production of 
vaccine on a national scale, taking into consideration the 
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need f o r  modern f a c i l i t i e s  of high q u a l i t y  and t h e  c o ~ e t i t i v e  
p r i ces  from t h e  publ ic  and pr iva te  sec to r s .  

(4) To encourage e x i s t i n g  vaccine l abora to r i e s  t o  improve and 
increase  t h e i r  vaccine production where appropriate.  

( 5 )  To assess the  p a r t  t h a t  c m  be played by t h e  p r iva te  sec to r  
and obtain its pa r t i c ipa t ion .  

(6) To a s s i s t  i n  t h e  t r a i n i n g  of appropriate  s t a f f  in t h e  production 
and qua l i ty  con t ro l  of vaccines as w e l l  a s  in t h e  -t of 
t h e  Expanded Progr- on Immunization (EPI). 

(7) To give g rea t e r  recognit ion t o  the  need f o r  healthy laboratory 
animals v l t h  a view t o  e s t ab l i sh ing  o r  inproving animal breeding 
f a c i l i t i e s .  

(8) To promote t h e  exchange of information among s t a f f  concerned 
with na t iona l  EPIs, p a r t i c u l a r l y  among s t a f f  concerned with 
vaccine production, q u a l i t y  con t ro l  and management a s  well  a s  
between s t a f f  a t  the  c e n t r a l  and peripheral  l eve l s .  

2.1 For WHO 

WHO i s  requested to :  

(1) Assbt hmber count r ies  i n  t h e  implementation of t h e  above 
rec-ations. 

(2) Promote t h e  pol icy  of Regional se l f - suf f ic iency  i n  vaccines. 
meeting the WBO Requir-ts f o r  Biological  Substances i n  every 
p a r t i c u l a r .  

(3) Es tab l i sh  a Regional EPI Committee including,  a s  i t s  members, 
EPI progrsumee managers and those concerned with vaccine production 
and q u a l i t y  control .  

(4) Support applied and bas i c  research f o r  improving vaccines, t h e  
cold chain and knowledge concerning t h e  epidemiology and prevention 
of t h e  t a r g e t  d iseases  of count r ies  within t h e  Region. 


