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NOTE 

The views expressed in this report are those of the members of the Working Group on 
HIV Testing in the Western Pacific Region 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 
those who participated in the Working Group on HIV Testing in Western Pacific Region, 
which was held in Manila from 5 to 8 March 1991. 



SUMMARY 

The Working Group on HIV Testing in the Western Pacific Region was convened by the 
WHO Regional Office for the Western Pacific to establish guidelines for HIV-testing in the 
Region. The Working Group met in Manila from 5 to 8 March 1991. 

Although fewer than 1 % of AIDS cases reside in the Western Pacific Region, infected 
people have been identified in most countries. Risk factors that lead to the spread of HIV 
infection are prevalent. Accurate, timely and cost-effective testing for HIV is therefore 
essential to curb the spread of the virus. In response to this need for the provision of such a 
testing system, the Working Group made a series of recommendations. 

(1) The WHO Regional Office for the Western Pacific should act as a centre of 
information for the regional testing laboratories. 

(2) WHO Headquarters should be requested to provide guidelines for test evaluations 
and information on new technologies. 

(3) A regional networking system should be established. 

(4) A tiered laboratory system should be established in each country or area with a 
designated national reference laboratory. 

(5) All testing kits should be evaluated and only those meeting international standards 
for performance criteria should be used. Licensing of kits that meet these standards is 
encouraged. 

(6) Testing strategies should be standardized throughout the Region. 

(7) Uniform reporting practices should be adopted. 

(8) Quality assurance programmes, including international proficiency programmes at 
the national reference level, in-country and intra-laboratory quality assurance and 
control, should be established in all laboratories. 

(9) Training programmes should be set up for staff in all laboratories. 

(10) The cost-effectiveness of alternative testing strategies should be investigated. 

(11) Periodic meetings of laboratory personnel are valuable and highly recommended. 
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1. INTRODUCTION 

. The hu~an immunodeficiency virus (lPV) is the causative agent of acquired 
Immunodeficiency syndrome (AIDS). The VIfUS is spread through sexual contact, inoculation 
(e.g. blood product transfusion, sharing needles during intravenous drug use) and from mother 
to child in utero or during parturition. Once infected with the virus, a person is capable of its 
transmission, whether or not he/she is symptomatic. Indeed, the period of time prior to 
becoming symptomatic may be prolonged and a person may be unaware of their potential to 
infect others for years. In the absence of a cure or immunization, an important weapon in 
combating the spread of this virus is accurate, efficacious and cost-effective testing for HIV-1. 

The Western Pacific Region covers 35 countries or areas and represents a population of 
1 498 million people. Although the Region has fewer than 1% of the reported cases of AIDS in 
the world, most of the risk factors that have led to a rapid spread of HIV infection in other 
parts of the world are prevalent in the Region as well. However, further testing for HIV is not 
without problems. With the plethora of commercial tests available and the varying standards of 
laboratories and staff in the Region, many questions urgently needing answers arise. 

It was in response to this need to achieve an adequate existing system for the Region that 
the Working Group on HIV Testing in the Western Pacific Region was convened in Manila 
from 5 to 8 March 1991. 

1.1 Objectives 

The primary objective of the Working Group was to develop guidelines on HIV testing in 
the Western Pacific Region. 

This was to be achieved by addressing several specific objectives, including: 

(1) review and evaluation of the current status of testing methodologies for HIV-l 
antibody detection, with special reference to assay design, sensitivity and specificity, and 
interpretation criteria; 

(2) determination of the appropriateness of recently developed technologies for 
detection of HIV (and other retroviruses) for the Region; 

(3) review of the quality assurance issues with respect to testing proficiency, training 
and laboratory management; and 

(4) consideration of other methods for detection of HIV infection and their 
applications; and 

(5) development of regional guidelines on HIV testing. 

1.2 Participants and resource persons 

A complete list of members, consultant, observers and secretariat is attached in Annex 2. 

1.3 Orl:anization 

The Working Group convened in Manila from 5 to 8 March 1991. The agenda (Annex 3) 
provided for background material to be presented under: (a) regional epidemiology and 
surveillance; (b) quality assurance in regional laboratories by screening assessment and 
licensing procedures; (c) WHO testing proficiency. 
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Country reports were subsequently presented (Annex 4) .. On the.second day.a ~esignated 
member (see Annex 4) led the discussion on each of several tOplCS pertment to achlevmg the 
objectives. 

On the morning of the third d~y, the group !"orked to~ards devel~ping specific guidelines 
by splitting into three groups to conslder: (1) testmg strategies and quality ass?Cance, 
(2) technical assessment, data transfer and training. and (3) reporting of loca1lSSues and 
programmes. 

The Working Group spent the remainder of the time producing the report, rerming the 
guidelines and achieving consensus. 

1.4 OpeninK ceremogy 

The meeting was opened by .the Re~onal Director .of the WHO Regio~al Offi~ f~r the 
Western Pacific Region. The Regional Dlfector emphasized the need for uniform cntena for 
interpreting test results and asked the members to take into consideration the limited health 
care budgets of countries. (The complete text of his speech is available in Annex 1.) 

The Working Group elected Dr William Hausler Chairman, Dr Ofelia Monzon of the 
Philippines Vice-Chairman and Dr John Vivian Wells of Australia Rapporteur. 

2. PROCEEDINGS 

2.1 Review of the status of epidemiolo~ testinK and Quality assurancelcontrol in the 
Western Pacific Re&ion 

2.1.1 Epidemiology 

In a concise and comprehensive presentation, the Regional Adviser in Communicable 
Diseases, Dr G. Petersen, pointed out that 90% of the HIV-infected cases in the Western 
Pacific Region were in Australia, Japan and New Zealand. Most known cases have become 
infected through homosexual contact. However, there are probably a large number of 
undiagnosed infected people in the Region and the possibility of heterosexual spread is 
becoming apparent. 

2.1.2 Testing strategies and alternative approaches 

The Consultant, Dr Elizabeth Dax, pointed out that an efficacious and accurate testing 
system was a paramount factor in curbing the spread of the virus. Accepted testing strategies at 
present depend upon first-line screening with subsequent conflfmation of reactives. 
Mechanisms for evaluating and selecting assays, choosing specific testing protocols, and 
identifying systems for interpreting and reporting results must be incorporated into the testing 
system. Furthermore, testing systems have been developed to conform with a code of ethics 
that surround HIV testing. Alternative approaches to increasing accuracy and cost
effectiveness are being considered. 

2.1.3 Quality assurance 

Dr Hiko Tamashiro, Acting Chief, Diagnostics, Global Programme on AIDS, reviewed 
WHO quality assurance programmes in the Region. The results suggest that the performance 
of HIV tests is good, but the proficiency of laboratories and technicians varies widely. The 
need for quality assurance and quality control mechanisms in the Region is great. 
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2.2 CountD' reports 

Eight members of the Working Group presented country reports, which are summarized 
in Annex 4. The full reports are available from the WHO Regional Office for the Western 
Pacific in Manila. In most countries mv has been introduced by homosexual contacts and the 
prevalence of HIV infection in intravenous substance users is low, except in Malaysia and in 
Yunnan Province, China. 

In the following paragraphs, the underlined terms were taken as initial topics of 
discussion following the country reports. 

The countries that presented reports have a tiered system of testing laboratories. The 
testin~ stratei}' is fairly uniform. First-line laboratories conduct initial testing, usuapy by 
enzyme-linked immunoassays (EIA), or particle-agglutination (PA) assay. Sera which are 
repeatedly reactive are referred to a reference laboratoO' or submitted to in-house 
supplemental testinK' First-line laboratories perform screening assays but only a limited 
number of laboratories perform supplemental assays. All countries have a national reference 
laboratOlY that provides supplemental testing and other activities related to testing. The system 
of laboratories in most countries includes blood banks. public health, military and private 
laboratories comprising varying proportions of the total. Licensin& procedures for laboratories 
are in operation in four of the eight countries while kit licensinK procedures are present in five 
of the eight countries. 

It was pointed out that many countries in the Region were not represented in these 
country reports. Some countries have very remote areas and the HIV epidemiology may be 
undefmed. Financial constraints as well as isolation factors are highly relevant in relatively less 
developed testing programmes. 

Kit monitorin& and internal Quality assurance prolUammes are in place in half the 
countries. but the degree of sophistication between these programmes varies throughout the 
Region. All countries have staff trainin& pro&rammes in operation. Most laboratories have 
adopted a testinK stratellY where a first-line test is performed and repeated; if found to be 
repeatedly reactive, the specimen is submitted to supplemental testing (usually Western blot). 
Different inte'llretation criteria for Western blots are used but are consistently applied within a 
single laboratory. All countries participate at the national laboratory level in an international 
quality assurance programme (either WHO, CDC or other). However. in-countO' Quality 
assurance programmes operate in six of the eight countries within the Region. Surveillance for 
HIV-2 and HTLV-l is being conducted in some countries. Japan is the only country in the 
Region routinely testing for HTL V -I. By and large. all countries are aware of new 
developments in technologies and their relevance to particular needs. All expressed an interest 
in reiional communication and networkin&. 

2.3 General discussion 

2.3.1 Ethical considerations 

The sero-diagnosis of HIV -1 involves ethical considerations that do not apply to other 
laboratory diagnoses. In many countries. the diagnosis carries a stigma and may be grounds for 
registration or reporting of identity to the health authorities. Further. social discrimination has 
occurred against those with HIV infection. In the absence of either a cure or vaccine, a positive 
sero-diagnosis carries a limited prognosis. and almost certain progress to clinical AIDS. 
Therefore, there are unusual ethical issues that accompany HIV -I testing. Counselling and 
confidentiality should be part of the HIV testing strategy. 

2.3.2 Tiered laboratory system 

During discussions, members reported that a tiered system of laboratories exists in most 
countries offering reports but often not in smaller countries. The reference laboratories, in 
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most cases, are responsible for evaluations of testing kits and in some cases for their 
development. Although networking may be a useful role of the reference laboratory, many 
me~bers reported that it is v~ry. difficult t<;' establish and ma~tain networking procedures, 
particularly where funds are limIted and WIth some laboratOrIes located in remote regions 
(some without electricity and where mail turnaround may be weeks). 

AI! countrie;; or area~ would benefit by ha\'~g a designated national reference laboratory 
to organIZe profiCIency testmg, act as a central pomt for data storage and collation, and 
organize the evaluation of kits on an initial and ongoing basis. Area reference laboratories, 
either within countries (e.g. China) or between countries, might substitute for a single national 
reference laboratory in some cases. The national reference laboratory could act as a hub for 
dissemination of information and report relevant information to WHO/wpRO. Other 
laboratories could conform to a tiered system, the design of which depends on the number of 
laboratories, their functions, their location, etc. 

2.3.3 Testing strategies 

The presently established testing strategies should continue to be used. A first-line test to 
identify reactors and non-reactors is used initially. Reactors in two of three determinations are 
referred to supplemental testing. Reports are only issued with the combined results of both 
levels of tests. Selection of specific tests used should relate to their proven performance to 
international standards and to the specific needs of the testing laboratory. It should remain the 
choice of the laboratory in collaboration with other local laboratories. 

2.3.4 Testing methodologies for HIV -1 antibody detection 

There is a plethora of test kits which are designed to detect mv -1 antibodies in serum. 
Most usually, a test of high sensitivity but more limited specificity is used as a first-line test. 
Diagnosis is established using a test of higher specificity (usually Western blot). 

For screening or first-line assays, data were presented that show that both enzyme-linked 
immunoassays and particle agglutination assays may perform with high sensitiVity, i.e. they 
detect antibodies in 99% or more of HIV positive sera, but include a number of false positive 
results. However, there are kits which do not perform to an adequate or acceptable standard, 
i.e. they do not satisfy accepted performance criteria. Their use may lead to inaccurate 
diagnoses, excessive confirmatory or supplemental testing, unnecessary delays in returning 
results or the provision of unsatisfactory results to the patient. 

Immunofluorescence assays, radio immuno-precipitation assays and viral culture are used 
infrequently although some laboratories favour the use of such methods. These methods are 
expensive and labour extensive and therefore have been less often incorporated into routine 
testing strategies. 

Problems remain with the interpretation of supplemental or confirmatory tests. While, in 
many cases, a clear-cut diagnosis of positive or negative may be made, there are sera which 
must be classified as "indeterminate" or "inconclusive". There remains a general unease about 
using Western blot testing to provide a fma~ accurate sero-diagnosis because the test is not 
standardized. Furthermore, Western blot testing is expensive and requires extensive expertise, 
particularly for interpretation. 

Conclusions 

It is imperative that diagnosis should be accurate, expedient and 
cost -effective. 

HIV -1 sera-diagnosis differs from other sero-diagnoses because of the ethical codes that 
surround it. 
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For testing to be expedient, cost-effective and adequately evaluated, a tiered laboratory 
system is probably the most efficient. 

There is no simple solution to obtaining accurate sero-diagnoses. Most usually a series of 
tests will be required to achieve a positive diagnosis or establish whether samples are false 
positive or indeterminate. 

No interpretation criteria are perfect for all populations and standardization of 
supplemental testing is problematic. 

2.3.5 Recently developed technologies for detection of HIV 

(!) "Rapid" tests 

Rapid tests are based on the same principles as other immunoassays and therefore share 
the same problems. They differ from established assays because only because short incubation 
times are required. They are often designed as unit tests or tests that can be performed to 
obtain results from a single determination. If used as such, they are first-line assays and should 
be subjected to the same rigorous evaluation procedures as other first-line assays. They should 
be performed and read by trained personnel. Short incubation tests, when used as unit tests, 
may be more costly compared with a conventional EIA or PA assays. Results of short 
incubation period tests require supplemental testing prior to a serodiagnosis being made. It 
was suggested that the name 'simple format" be added as the common name for these tests and 
may be more appropriate than "rapid". 

(2) "Combination" testing 

Manufacturers of EIA kits (particularly those designed for the European market) are 
moving towards incorporating both HIV-l and mV-2 antigens in frrst-line testing kits. This 
may increase the number offalse positive results as both HIV-! and HIV-2 components may 
cross react non-specifically. In some assays it will not be possible to distinguish HIV-l false
positives from mV-2 false positives. Greater costs will occur if more specimens, following fIrst
line assays, have to be referred for supplemental testing. Further, HIV-Z supplemental testing 
will be necessary. 

The lack of HIV-Z positive sera in evaluation panels will make adequate evaluation of 
these assays impossible. There is no apparent need for mV-2 testing in the Western Pacific 
Region at present. 

Because manufacturers are moving towards combination tests, tests for HIV-! only may 
not be available from many existing manufacturers in the future. Further, the lack of HIV-2 
positive sera in evaluation panels will make adequate evaluation of these assays impossible. 

(3) Tests employing synthetic or recombinant antigens 

The development of molecular biology techniques permits the synthesis of more specific 
viral proteins, enabling assays of greater sensitivity to be produced. Synthesis of proteins avoids 
much of the cross reactivity of serum antibodies with cellular proteins which are present when 
proteins (antigens) have been produced in cells. More recently synthetic proteins representing 
various regions of the virus have been individually applied to various supporting matrixes to 
create a supplemental type of test with multiple antigens. It would appear, in early evaluations, 
that these tests may eventually substitute for the Western blot but they are fraught with another 
set of difficulties in interpretation. Specific interpretation criteria will have to be developed 
and altered through initial and ongoing evaluations. However, these tests may convey some 
advantages of increased specificity and may be more amenable to standardization than 
Western blots. 
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(4) Polymerase chain reaction 

Polymerase chain reaction (peR) employs heat-stable enzymes to amplify minute 
quantities (a few copies) of DNA. The technique may be of particular use in diagnosing the 
presence of virus in newborn infants. Although relatively simple in principle, standardization 
presents tremendous problems. To date, the technique is a research technique and has not 
been evaluated for diagnosis. 

PCR is costly. Preparation of starting materials must be meticulous and requires 
dedicated equipment and laboratory areas. Further, it is clear that DNA amplification of a 
single region of the genome will not suffice for diagnosis. Using the costly amplification 
enzymes, each sample will require analysis with a number of different amplification primers. It 
is a highly labour-intensive technique. 

Conclusion 

A number of new technologies to improve HIV-testing have been or are being developed. 
None is without problems. All require extensive or further evaluation prior to determining 
their relative advantages over currently available tests. The exception is in EIAs that employ 
recombinant or synthetic antigens where the false reactions have been substantially reduced. 

2.3.6 Quality assurance issues 

(1) Initial evaluations of test kits 

Procedures of multiple levels are necessary to evaluate initial and ongoing assay 
performance. Most countries have some evaluation procedures in place. However, many of 
these procedures are duplicative and vary in extent and degree of sophistication. Some 
members felt that the processes were "reinventing the wheel" and often inadequate and perhaps 
of dubious value. Ongoing evaluation was considered to be important but too often manpower 
is not available to carry out these evaluations. In remote laboratories, ongoing evaluation is 
even less likely to occur when an array of tests besides HIV -1 testing are being performed. 

The use of kits which perform to international standards was deemed desirable. The aim 
of initial evaluations is to establish that kits, either those purchased from outside the Region or 
those developed within, conform to the best possible standards of performance criteria. 
Subsequent continuing evaluations should be carried out. 

Laboratory systems usually will be required to organize adequate evaluation. Because of 
the complexity and extent of initial evaluation procedures, more effective evaluation procedures 
may be carried out by the national reference laboratories or regional collaboration may be 
organized by WHO national reference laboratories or by other bodies. 

Adequate clinical data should be available to determine that evaluation is worthwhile. 
Evaluation may be in-country or collaborative between countries. Many evaluations are 
considered inadequate and duplicative. Some studies with limited numbers of sera sufficiently 
demonstrate concordance of a new assay with previously evaluated assays or with Western blot 
and obviate the need to conduct full evaluation studies to establish sensitivity and specificity, 
the performance criteria by which assays are judged to be of suitable standard. 

Results of evaluations that have been carried out may not be accessible or disseminated 
to laboratories of the Region. 

(2) Monitoring testing (in-house) 

It is good laboratory practice to monitor all tests within the laboratory. These data 
should be used, however, and not collected for the sake of collecting data. Data should be 
monitored on a test-by-test basis and used for assay quality control. Only selected data that are 
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useful in determining laboratory and assay performance should be communicated to the 
reference laboratory. 

(3) Laboratory proficiency 

Laboratory proficiency testing was thought to be present in many larger laboratories but 
had not been extended to include all laboratories, particularly in remote areas. Tiered 
proficiency systems should be available that are consistent with the functions and degree of 
sophistication of laboratories. The proficiency programmes need to be organized from without 
a laboratory. Many laboratories in the Region do participate in proficiency testing such as that 
organized by the Centres for Disease Control (CDC), by WHO through the National Reference 
Laboratory (Australia) or by country programmes. A great deal of proficiency testing can be 
achieved by monitoring laboratory performance in terms of kit data. 

(4) Training and laboratory management 

Efficacy of testing is often taken for granted but many methods of producing high quality 
results depend on trained staff. There are a number of in-country and between-country 
programmes. In-country training varies from having one technician train the next, to 
conducting national workshops. It was emphasized that there are very few meetings (national 
or otherwise) relating to HIV testing, despite the importance of maintaining high quality testing 
standards. 

Conclusion 

Quality assurance and quality control programmes are essential They require 
organization for which tiered laboratory systems may be the most useful method. 

2.3.7 Other methods for detecting HIV infection 

( 1) HIV antigen testing 

Antigen presence may be detected by tests employing antibody. A positive test may 
indicate the presence of virus but cannot be an alternative to or substitute for viral culture. 

(2) Other types of tests 

Clinical tests such as the measurement of neopterin and B2"microglobin concentrations, 
and T-cell subset counts (CD4). are not diagnostic tests. They may be more useful as 
laboratory indicators of prognosis. clinical course and efficacy of therapy. Maintenance of 
confidentiality may be a problem. 

(3) Alternative sampling methods 

Alternative sampling methods may be important for surveillance studies and for obtaining 
samples where it is difficult to obtain or transport sera. 

(a) Dried blood on filter paper 

Enough blood to perform a serodiagnosis of HIV can be obtained on a pledget of fIlter 
paper. The use of dried blood could provide an acceptable alternative to permit testing in 
remote areas because it may be more effective to collect and transport such samples rather than 
set up my testing. Blood sampling by the intravenous route is not acceptable in some cultures. 

Several centres have evaluated or are evaluating dried blood spot testing with promising 
results. A proficiency programme is available through CDC. 
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Many difficulties encountered in transporting sera are avoided when dried blood on 
paper is transported. 

(b) Saliva and urine 

Some centres are using or have evaluated the use of saliva or urine as alternative samples 
for mV-l testing. Results are variable. Non-specific reactivity may be more common. Such 
samples may confer no advantage over dried blood spot sampling when serum cannot be 
obtained. 

(4) Alternate testing strategies 

(a) Pooling samples 

A number of countries are testing two to five sera collectively to reduce cost. To be cost
effective, this strategy can only be used in low prevalence areas. The procedure has not been 
thoroughly examined but a volume of literature should be available in the future. 

Data from the Philippines indicate that testing of pooled sera (two to five) is feasible and 
cost-effective and should be considered in epidemiological surveys in this Region where HIV 
prevalence is low. The Group recommends that WHO develop technical guidelines for HIV 
testing of pooled sera. The application to the blood banking system should be investigated 
further. 

(b) The use of multiple screening assay, in sequence, as an alternative to Western blot 

Western blot testing is expensive, time-consuming and results in slow laboratory turn
around times. Carefully selected ELISA used in sequence have demonstrated a high 
concordance with Western blot tests in two WHO studies. However, the need to evaluate these 
procedures as supplemental rather than screening procedures is still necessary. Other 
laboratories have used dual screening and analysis of their results which may be helpful in 
assessing those alternative strategies. 

(c) Routine testing for mV-2 or HlLV-l and HlLV-2 

No other retrovirus is endemic in the Region except for HlL V -1 in Japan. Some 
countries have performed limited surveillance studies but their results have not yet been fully 
distributed. At this time, it is not necessary to institute routine testing for other retrovirus. 

Conclusion 

Alternative samples, particularly dried blood spots, should be evaluated. Alternative 
testing strategies should be considered and evaluated, especially for areas where funds are low 
and transport difficult. 

At present, screening for other retroviruses is not warranted, except for HlL V-I 
screening in Japan. Surveillance studies should be maintained. 

3. GENERAL CONCLUSIONS AND RECOMMENDATIONS 

Following the consideration of background material, including country reports and the 
general discussion, there were four main areas of concern which members of the Working 
Group addressed and on which the conclusions and recommendations were based. 
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3.1 Testin~ strate", and Quality assessment 

3.1.1 Overall testing scheme 

A multilevel tier system for testing laboratories was recommended. The system should 
include a designated national reference laboratory with one or more tiers in the system. 
Depending on assessment of technological capabilities, needs and country resources, 
intermediate reference laboratories may be established. For countries and areas in the Region 
with no access to national reference laboratories, access to an area reference laboratory should 
be established. 

Testing algorithms that meet international standards for testing and take into account a 
country's needs and fmances should be recommended by the national reference laboratory. 

The development of a national quality assurance programme should be the responsibility 
of the national or regional reference laboratory. 

Participation in an international external quality assurance programme is essential for the 
national reference laboratory. 

3.1.2 Second line and national reference laboratories 

A second line (or national reference) site testing system that can meet national demands 
for supplemental testing should be set up. Testing algorithms should be established in 
consultation with the national reference laboratory and other testing laboratories. 

Laboratories using Western blot as a supplemental test should refer to "Interpretation 
criteria and follow-up of indeterminate results" in the WHO Weekly Epidemiological Record 
(NO. 37, 1990, pp. 281-283). 

An internal system of quality control should be maintained. 

3.1.3 Primary testing level 

At least one test format such as an EIA or a non-EIA test should be used. Criteria for 
test selection should include HIV -1 prevalence, test volumes, local availability and cost of the 
test kits and regents, the requirements for physical and support needs (electrical power, etc.) 
and technological training and skills. Countries with low volume demands may elect to use 
acceptable single unit tests which may be more cost-effective. (refer to WHO GPA/BMR/89.4; 
GPA/BMR/90.1; GPA/RES/DIA/91.1, unpublished document entitled Operational 
characteristics of commercially available HIV tests.) 

A flow scheme or algorithm should be established at the primary test site with careful 
attention to methods of sample identification. Initially reactive samples should be repeated 
with the same test method and repeatedly reactive samples should be referred to a designated 
reference laboratory. 

An internal system of quality control at each screening site and participation in an 
external quality assurance programme is considered essential. 

3.2 Reportin~ 

The Working Group recommended the adoption of the modified recommendations of 
the Association of State and Territorial Public Health Laboratory Directors (ASTPHLD Fifth 
Consensus Conference) on reporting (Annex 6). Reporting should be in accordance with 
current ethical and confidentiality practices. 
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Good laboratory practice requires that a discrete patient identifier be provided to the 
laboratory with each specimen submitted for HIV testing. For public health purposes, age, sex, 
disease status, ethnic origin, risk group and special circumstances (such as blood bank origin) 
should be included on the test request form as far as possible. 

The laboratory report should be concise. Items required on the report form are listed in 
Annex 6. The items that should not appear on report forms are also listed in Annex 6. 

3.3 Local issues 

Centres of excellence should be recognized within the Region. They should be 
encouraged to collate and share data, provide training and quality assurance for reference 
laboratories to carry out applied research and development appropriate to the needs of the 
population in the Western Pacific Region. Biregional and bilateral cooperation is to be 
encouraged. 

HIV testing should be acceptable and appropriate to all segments of the population to be 
tested within the prevailing cultural, religious and legal constraints. 

Member States should be assisted in using their limited fmancial resources to access low 
cost, simple appropriate HIV test reagents, either through bulk purchasing or by international 
tender/stimulating competition. 

ELISA may not be an appropriate technology for small volume laboratories performing 
25 or less HIV tests per week. Such laboratories should utilize unit test systems that have been 
shown to be robust. 

The attention of the Regional Director is drawn to the data available on dried blood spots 
from Philippines, the United States and Australia. Though more data confuming the efficacy 
of collection and testing will be preferable, the Group makes a fum recommendation that the 
use of dried blood spots should be encouraged within the Region, provided that staff can be 
adequately trained (including training in biosafety aspects) and that standards for materials 
used can be set. 

Remote populations with limited resources should have access to adequate HIV testing 
facilities. This may be (1) by use of dried blood depots, or (2) by setting up basic laboratory 
facilities in the area or providing an adequate transport system for serum transport. 

The need for HIV testing on other body fluids besides blood among populations in the 
Western Pacific Region with religious or cultural restraints on blood collection should be 
assessed. 

3.4 Transfer of technolo&'y and trainin~ 

Recommendations were made concerning the four levels of networking in the Region. 

3.4.1 WHO Geneva, through WHO Manila, should provide: 

(a) guidelines for protocols for kit evaluations, and 

(b) periodic workshops on new appropriate technologies. 

3.4.2 Activities of the WHO Regional Office involving coordination of the regional network 
should include: 

(a) preparation of a bulletin, 

(b) training programmes, 
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(c) acting as a collaborating centre, 

( d) development of quality assurance programmes. 

3.4.3 It is recommended that the WHO AIDS Unit should: 

(a) function as administrative centre for mv testing activities in the Region; 

(b) distribute regular summaries of national screening data, if possible at six monthly 
intervals; 

(c) distribute summaries of initial kit evaluations; 

(d) conduct workshops/meetings; 

(e) designate national reference laboratories as WHO reference laboratories where 
appropriate; 

(f) link up with WHO Headquarters regarding new technology, information and training. 

3.4.4 National and reference laboratories should: 

(a) request the appropriate authorities to establish a system of regulation licensing for 
laboratories; 

(b) require locally produced kits to meet international performance criteria standards; 

(c) set up systems to assist other laboratories and monitor performance of kits in routine 
testing; produce and distribute a summary of laboratory testing data from testing laboratories 
on a periodic basis; 

(d) participate in international quality assurance programmes; 

(e) set up and supervise a continuing education programme, including workshops for training 
and on proficiency maintenance for laboratory staff; 

(f) organise and supervise an incountry quality assurance programme. 

3.4.5 Testing laboratories should: 

(a) perform HIV antibody testing as authorized by guidelines from national reference 
laboratories with kits meeting international standards; 

(b) provide summaries of data to the national reference laboratory on a regular agreed basis; 

(c) monitor intra-laboratory performance; 

(d) provide results to the requesting source under appropriate local and ethical guidelines. 
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LADIES AND GENTLEMEN, 

It is a pleasure to welcome you all to the Working Group on HIV Testing in the 

Western Pacific Region. 

This Region has less than IX of the reported cases of AIDS in the world. As 

of today, the number of cases reported to our office is only 3165, and of these, 

1844 have died. From these numbers, it could be argued that so far AIDS is not 

one of the major public health problems of this Region. However, when we look at 

the reports from the HIV antibody testing that takes place in most countries, we 

see that this epidemic is expanding quickly throughout the Region. 

We also know that most of the risk factors that led to a rapid spread of HIV 

infection in other parts of the world are prevalent here as well. We have 

therefore had to take the AIDS epidemic seriously. Today, there are national AIDS 

prevention and control programmes in almost every country and area of the Western 

Pacific Region. The main components of these programmes are: epidemiological 

surveillance, health education, training of health workers, programme management 

and strengthening of laboratory capabilities. 

The development of tests for HIV antibodies has had a crucial impact on our 

AIDS control programmes. It has helped us obtain reliable data on the course of 

the epidemic and reduce the spread of HIV through blood transfusions and blood 

products. It has also helped us identify HIV-infected individuals so they can be 
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counselled properly and given early treatment for complications. The importance 

of testing is reflected in our collaboration with countries. In 1990, laboratory 

equipment and training of laboratory staff constituted about 40% of our total 

contributions to individual countries. 

But as you know, testing for HIV is not without problems. With the plethora 

of commercial tests available and the varying standards of laboratories and staff 

in the Region, many questions arise, particularly: "Are we recommending the 

appropriate technology?" and "Do we train the right staff in the proper way?" 

Such questions urgently need answers. 

That is why you are here. You are in an excellent position to advise us on 

what we should recommend as appropriate testing technologies for both diagnosis of 

patients and the screening of blood donors. But we are also in need of uniform 

criteria for interpretation of the test results. In addition, we would like your 

views on training laboratory staff and improving our quality assurance programmes. 

In the field of laboratory diagnosis, technical development proceeds very 

quickly. And just in the course of a year we have seen new diagnostic methods 

expand more rapidly than the human immunodeficiency virus itself. Some of these 

methodologies, like Polymerase Chain Reaction, obviously cannot become standard 

method in every hospital laboratory yet, but we need to know what place they have 

in AIDS prevention and diagnostics today, and what place they may have in the 

future. 

I also look forward to hearing your assessment of the new combined HIV-l and 

HIV-2 tests and your recommendations on their use in the Region. Likewise, I hope 

you will give us good advice on the testing methodology for HTLV-l and HTLV-2. 
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As an outcome of this meeting, we are expecting you to prepare a set of 

regional guidelines for HIV testing. In doing so, I hope you will take into 

consideration the fact that the health budgets of most countries are very limited 

and that it is therefore the cost of new technology that usually determines if it 

will be introduced or not. But tests should not only be cheap, they should also 

be simple to perform and have a high degree of specificity and sensitivity. 

I hope you will make good use of this opportunity to meet and share your 

experiences in this rapidly developing field, and that you will continue to work 

with each other after this conference. I am certain that your efforts during the 

next few days will make an important contribution to the prevention and 

control of AIDS in the Western Pacific Region. 

I wish you every success and an enjoyable stay in Manila. 
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SUftKARY Of DATA OK WIV TESTING IN 8 COUNTRIES IN UPR 

Australia China Japan Korea Kalaysia New Zealand Phi l ippines Singapore 

Designated National 
Reference laboratory: National HIV Chinese Academy National National NationaL AIDS New Zealand Research HIV laboratory 

Reference of Preventative Institute Institute Reference COlllllUni cable Institute for Departlllent of 
Laboratory. Kedicine. of HeaLth. of Health. Laboratory . Disease Centre. Tropical Ked. Pathology. 

Other reference 12 2 Kany 0 1 1 1 
laboratories: 

Tota l number of 
testing Laboratories: 65 100 500 135 60 26 40 19 

Regulatory Systems 

Laboratories Yes Yes Yes No ~ No No Yes No • 
"-l 

Kits, Diagnostic IN 

Reagents Yes Yes Yes Yes No No Yes • No 

Seropostive notified 
to author i he. Code Name Code Naae Name Pooled Code Naae 

In-country quality 
assurance programm~ Yes In development NO ns Yes Yes In deve lop .. nt In developaent 

In-country kit 
monitoring system Yes No No Yes No In deveLoptIent In development No 

lIestern Blot 
~ Interpretation NRL IIHO \IHO Manufacturer Manufacturer ASTPHlD ASTPHLD ASTPlfLD Z 

Criteria In Country t'l 
>< 
~ 
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SUMMARY OF LABORATORY STRUCTURE, STRATEGY AND 
QUALITY ASSURANCE PROCEDURE. 

Testing Strategies 

Problem Sera 
New Tests 

Data MOltOring 

(Refer 
problem 
sera) 

First line and 
confirmation 

testing 

i 
(refer 

posit i ves) 

First line 
testing 

R.l. ,; Reference Laboratory 
a.A. = auality Assurance 
a.c. = auality Control 

Laboratory 

National or Area 
Reference Laborataory 

Secondary Reference 
Laboratories 

Blood banks, Public Health 
Laboratories 

aA Procedures 

Evaluation 
Col/ection & Collation 

of assay data. 
Reference a.c. 

Testing data 
monitored. Internal & 

external a.c. 

Testing data -
R. Labs. Internal and 

External a.c. 
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RECOMMENDATIONS ON LABORATORY REPORTS 

The laboratory report should be concise. The items required on the report form are listed 

in Annex 6. 

a. Only the correct current nomenclature for the HIV-1 (according to the 

International Committee on the Taxonomy of Viruses). 

b. The name of the laboratory(s) actually performing the test(s), the name of 

the accountable officer. 

c. Identification of specimens of doubtful quality. 

d. The methods used and the results obtained. 

e. The nature of the specimen received: 

(1) Laboratories are obligated to record first-line test results as reactive 

or non reactive. 

(2) Western blot results should be designated as reactive, non reactive or 

inderterminates (and interpreted as positive, negative or 

indeterminate). 

f. The request for a second specimen as soon as possible after two weeks to 

report an indeterminate result. 

g. A summary of the laboratory outcome of all tests performed in the step by 

step procedure (algorithm). This summary should be clearly separated from 

the results of individual tests. It can be written in at least one of the 

following manners: 

(1) A single word laboratory interpretation (e.g. positive, negative or 

incopclusive). 

(2) A narrative laboratory interpretation. 

h. A second specimen from patients receiving their first positive test must be 

obtained. The same identification sequence used for the first test should be 

used. 
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The following items are optional on the report form: 

a. Reporting of specific Western blot bands 

b. Information regarding infection status. If such information is provided (e.g. 

this antibody result is consistent, or is not consistent with HIV infection) the 

report should not infer or use the terms "exposure to" or "risk of', except in 

the case of congenital infection. 

c. Request of a second serum specimen from patients receiving their first 

positive result. 

d. Recommendations for other tests. 

e. Mention of the period of antibody presence during the infection, but only on 

a negative report. 

f. The use of separate report formats, appropriate for positive, negative or 

indeterminate results. 

The following items should not appear on report forms: 

a. Laboratory derived EIA ratios. 

b. Nonstandard abbreviations, cliches and jargon. 

c. Statements regarding the sensitivity and/or specificity of results. 

d. Statements regarding confidentiality. 

e. Statements regarding AIDS. 

f. Statements regarding counselling. 

g. Statements regarding "normal" or reference ranges - these statements are a 

source of confusion and are not appropriate. 
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ANNEX 7 

GLOSSARY 

Summary of testing activities in an area or Country used as 
background material for discussion purposes. 

(Also called screening tests) Test of high sensitivity and 
compromising some specificity to be used to identify the 
presence of antibodies in the sera. 

Performs first line testing. 

Human Immunodeficiency Virus - 1, retrovirus which is the 
causative agent for Acquired Immunodeficiency Syndrome 
(AIDS). 

That where positive or negative criteria for a diagnosis are not 
satisfied. 

A specific group of results that can be taken together to 
provide a diagnosis. 

Approval for use of a test kit after specificity, sensitivity, 
reproducibility and detection limits have been shown to meet 
accepted Ihternational performance criteria. 

System of communication. 

Procedures to monitor the performance of testing and strategy 
to ensure that the result is efficacious, Le. accurate and 
pertinent. 

Those that first line testing can be referred to for supplemental 
testing. 

A group of virus whose genetic material is R.N.A. 

Tests of higher specificity to arrive at a diagnosis. 

Established sequence of tests used to establish a diagnosis. 

Test, with internal controls that may be used for an individual 
patient assessment. 
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