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Acronyms

CLSI Clinical Laboratory Standards Institute 

DOTS Directly observed treatment, short-course [for Tuberculosis]

ELISA Enzyme Linked ImmunoSorbent Assay

ISO International Organization for Standardization 

MARP Most-at-risk-populations

NPV Negative predicative value  

PA tests Particle agglutination tests

PPV Positive predictive value

VCT Voluntary counselling and testing

VCCT Voluntary confidential counselling and testing
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Introduction

 Internationally, there are ongoing efforts to scale up access to HIV testing 

and counselling to achieve universal access to prevention, care, treatment and 

support for all who need it by 2010.  As a result, there is an urgent need for specific 

regional technical guidance in the area of HIV testing in low- and concentrated-

epidemic settings, to complement global technical guidelines already published by 

WHO. These guidelines must consider the current testing practices and need to 

explore same-day results for HIV testing throughout the Region.

 A technical consultation on Scaling-up HIV Testing and Counselling in Asia 

and the Pacific, jointly organized by WHO, the United Nations Children’s Fund 

(UNICEF) and the Joint United Nations Programme on HIV/AIDS (UNAIDS), was 

held in June 2007, in Phnom Penh, Cambodia, to discuss ways of achieving this 

in the Asia Pacific Region. Recommendations of the consultation included the 

pursuit of the “same-day result” principle for HIV testing. This could be supported 

by the introduction of newer technologies for HIV testing, namely rapid tests.

 Most countries in the Western Pacific Region are confronted with low 

prevalence HIV epidemics, a situation characterized by HIV prevalence below 

the 1% threshold among the adult population, and/or below the 5% level in any 

of the most-at-risk population groups (MARPs). Cambodia has shown declining 

trends of HIV prevalence over time (following a peak of 2% in the late 1990s), 

with an estimated prevalence rate of 0.9% in adults in 2006. Papua New Guinea, 

categorized as a generalized epidemic, is on a different trajectory, as HIV prevalence 

is increasing among adults, and the latest estimated rate was 1.3% (adults age 

15–49).

 In the Western Pacific Region, where laboratory-based testing is the 

dominant mode of HIV testing, scaling up HIV testing requires that more attention 

be given to the strengthening of laboratory capacity. It is widely recognized that 

the strengthening of laboratory capacity and the adoption of quality management 
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practices, particularly within laboratories, must be implemented to build the long 

term capacity of health systems.1 

 The adoption and implementation of a quality management system into all 

laboratories will encourage the standardization of practices, promoting efficiency, 

strong reporting mechanisms, accountability and traceability, thus allowing the 

characterization and further refinement of HIV programmes in the Region.

 Current HIV testing guidelines recommend an extensive validation of 

testing algorithms within the population to ensure that the appropriate parameters 

are met (sensitivity, specificity, positive and negative predictive values). Positive 

(PPV) and negative (NPV) predictive values determine the probability that a test 

is accurate for a given prevalence within a population, and therefore how many 

false-positive and false-negative results can be expected, respectively. In a 

testing algorithm, the first screening assay must have a high sensitivity (correctly 

detecting HIV antibodies) to rule out false-negative reactivity, thereby ensuring a 

non-reactive result is considered truly negative for HIV (NPV). Reactive results are 

tested on a second test with high specificity (correctly detecting the absence of 

HIV antibodies). This test must use different antigens and/or platform, to confirm 

true reactivity, and therefore, that the sample is positive for HIV antibodies (PPV). 

In low-prevalence populations (<10%), such as the majority found throughout 

Western Pacific Region, false-reactive results are more common (low PPV) and a 

third test may be recommended to resolve true reactivity.

 HIV testing in the Western Pacific Region is often carried out using traditional 

algorithms that rely on a combination of enzyme immunoassay (EIA) and Western 

Blot assays (gold standard) with rapid tests often used as an initial screening 

test in some settings.2  Enzyme immunoassays and Western Blots require well 

resourced laboratories and highly-trained staff. Western Blots are also costly and 

require long lead times before the delivery of confirmed testing results. 

 As a result of the above, a technical consultation on HIV testing in the 

Western Pacific Region was held in Ha Noi, Viet Nam from 28 to 30 July 2008. 

1 The Maputo Declaration on Strengthening of Laboratory Systems signed at the Consensus 

Meeting on Clinical Laboratory Testing Harmonization and Standardisation, Maputo, 

Mozambique 22-24 January 2008.  

2 HIV testing policy, strategies and practices in the Western Pacific region assessment 

survey. World Health Organization Regional Office for the Western Pacific 2007.
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Meeting participants 
and objectives

 Participants met in Ha Noi, Viet Nam from 28 to 30 July 2008 to review 

current practices in HIV testing in the Region and to discuss the scaling up of 

testing, especially relating to the use of rapid tests, and to identify appropriate 

testing algorithms for use in the Western Pacific Region. This work included 

reviewing both the current practice in a number of countries in the Region and 

also the draft guidelines on HIV testing presented as Guidance for HIV Testing in 

the Western Pacific Region.

 Participants included technical experts from 15 countries and represen-

tatives from WHO, the United States Centers for Disease Control and Prevention 

(CDC), the William J. Clinton Foundation, and the Secretariat of the Pacific 

Community (SPC).   

 The three objectives set for the meeting were:

(1)  To review the implementation of HIV testing, including identification of the 

most appropriate testing algorithms in the context of the Western Pacific 

Region;

(2)  To review and finalize the draft document Guidance for HIV Testing in Low 

and Concentrated Epidemic Settings (renamed: Guidance for HIV Testing 

in the Western Pacific Region);

(3)  To identify steps for implementing the guidelines as part of strengthening 

HIV prevention, care, treatment and support towards Universal Access.



�

World Health Organization
Perspectives in Public Health

HIV/AIDS testing in the Region

 Most countries in the Asia Pacific Region have been providing some 

form of client-initiated and/or provider-initiated HIV counselling and testing in the 

public sector for many years. Despite the presence of counselling and testing, 

it is estimated that less than 10% of people living with HIV are aware of their 

status. Lack of access to high quality, timely HIV diagnostic testing is widely 

recognized as a significant factor contributing to the relatively small proportion of 

individuals aware of their HIV status. Many countries are working to redress this 

issue, and during the consultation, several national programme representatives 

presented on select topics related to HIV testing in their own country. While there 

are encouraging signs of progress in improving access to accurate and timely HIV 

testing, it was clear that much remains to be done to improve access and increase 

uptake in the Region.

Country presentations

China. In China, a well established network of laboratories are responsible for 

conducting HIV testing. This comprehensive network is organized into a hierarchical, 

tiered structure, with different levels of laboratories performing different functions. 

There is one National AIDS Reference Laboratory (NARL), 35 Central Confirmatory 

Laboratories, 201 Confirmatory Laboratories, 274 Central Screening Laboratories 

and 6918 Screening Laboratories. Screening Laboratories and Central Screening 

Laboratories follow dedicated testing algorithms which may include the use of 

rapid tests, particle agglutination assays and/or Enzyme Linked ImmunoSorbent 

Assay (ELISAs). In cases where a specimen is deemed negative, then a negative 

result can be reported. Any specimens deemed positive or inconclusive must be 

passed on to a confirmatory or central confirmatory laboratory. The confirmatory 

laboratories employ HIV testing algorithms which include the use of Western Blot 

to determine the presence of antibodies to HIV-1 and/or HIV-2 in the specimen. 

Where available, virological testing may also be applied.
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The Philippines. In many countries, HIV counselling and testing is provided as a 

stand-alone service. The Philippines recognized that one approach to improving 

access and uptake of HIV counselling and testing is to integrate the HIV services 

into the broader health care system. As an initial approach, the Philippine National 

AIDS Council has focused on delivering HIV counselling and testing in health 

programmes likely to experience HIV prevalence higher than the general population. 

This approach is considered important because, at 0.02% of the general population, 

the Philippines has one of the lowest HIV prevalence rates in the Asia Pacific region, 

so to be cost effective, it is important to target risk groups. The health services 

initially targeted for provision of HIV counselling and testing include Tuberculosis 

Directly Observed Treatment, Short-course (TB/DOTS) centres, Antenatal Clinics 

and Social Hygiene Clinics. In these centres and clinics, medical technologists 

are undergoing training in the use of HIV rapid tests, which have been approved 

for use by the Ministry of Health. In all cases, present testing algorithms dictate 

that for any specimen screening reactive at these peripheral laboratories, another 

specimen must be drawn and sent to the STD/AIDS Cooperative Central Laboratory 

(National Reference Laboratory for HIV/AIDS, Hepatitis and other STIs), the only 

laboratory mandated to perform confirmatory testing. At present, confirmatory 

testing must include the use of a Western Blot.

Papua New Guinea.  To move away from strictly laboratory-based HIV testing to a 

point-of-service-based model of HIV testing, Papua New Guinea recently completed 

a comprehensive validation of a sequential two rapid test algorithm. Following 

the WHO Guidelines for Appropriate Evaluation of HIV Testing Technologies in 

Africa, a Phase I laboratory evaluation was conducted by the Central Public Health 

Laboratory (CPHL). Previously stored, reactive specimens and a combination of 

non-reactive blood bank and non-reactive patient specimens were used. From 

the test kit performance characteristics determined in the Phase I evaluation, 

test kit pairs were selected for evaluation and validation in a Phase II field trial. 

During Phase II, selected field sites used finger stick whole blood to perform HIV 

testing, using the selected test kits in the correct sequence. At the same time, 

venous blood was collected for shipment to the CPHL, where a gold standard HIV 

testing strategy was applied. Due to the wide variance in HIV prevalence across 

Papua New Guinea, it was decided to conduct the Phase II evaluation in four 

low prevalence (<4%) VCT sites and four high prevalence (>4%) VCT sites. This 

approach delayed completion of the evaluation as obtaining the requisite number 

of reactive specimens from low prevalence populations required a great deal of 

time. Using data from the completed Phase II study, two different combinations 

of rapid test kits were demonstrated to be appropriate for the purpose of HIV 
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diagnosis. The national testing algorithm was selected from one of the two 

proposed algorithms, with the second algorithm to be used as a back-up.

 Following the successful Phase I and II evaluations, Papua New Guinea 

is now rolling out rapid testing to VCT sites and implementing a comprehensive 

monitoring and evaluation system.

Viet Nam. At the district level, provision of VCT services is facilitated by the 

presence of screening laboratories. Screening laboratories are able to provide a 

negative result for any non-reactive specimens, but any reactive result requires a 

specimen to be sent to a provincial confirming laboratory or a regional reference 

laboratory. These laboratories perform an additional three tests of different principle 

to the screening test. If all test results are reactive, the provincial confirming (or 

regional reference) laboratory can issue a positive result. If there is discordance, 

then the sample is reported as inconclusive and an additional specimen must be 

collected for supplementary testing at a regional reference laboratory. 

 While there is a national policy outlining the strategy for HIV testing 

incorporating a sequence of different tests, there is no prescription of precisely 

which  test  kits  may  be  used  at  given  points  in  the  process. With well over 

30 different test kits approved for the Vietnamese market, this leads to a lack of 

standardization and likely considerable variation in the reliability of test results.

 As part of the process of improving the quality of HIV testing in Viet Nam, 

the National Institute of Hygiene and Epidemiology (NIHE) began developing a 

national external quality assurance programme for HIV testing in 2006. A central 

component of the programme is the production of a well characterized proficiency 

testing panel, consisting of 10 blinded specimens, which is sent to testing 

laboratories across the country. Results are returned to the NIHE which then 

collates and assess aggregate data and identifies any problematic testing sites. 

Once identified, sites experiencing difficulties can receive additional supervision, 

training or resources as needed. Three rounds of proficiency testing panels have 

now been run, and since the start of the programme, there have been marked 

reductions in error rates among certain types of tests used. 

Cambodia. The country’s response to the HIV epidemic is a well known success 

story. A critical component of this success has been the wide availability of, and 

access to, timely HIV diagnostic services. The Cambodian delegation presented 
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on the development, evolution, assessment and review of the current HIV testing 

algorithm. 

 From 1995 to 2001, Cambodia’s HIV testing algorithm was based on 

the use of ELISA and particle agglutination assays. Due to the relative technical 

difficulty of these assays, testing could only be deployed to sites where fairly high 

level resources were available. This limited the potential geographical distribution 

of Voluntary Confidential Counselling and Testing sites. In addition, the time to  

acquire result for these assays is long, relative to rapid tests, meaning that clients 

may have needed to return on a different day to obtain their results during post-

test counselling. Such delays in delivering results contributed to significant loss to 

follow up. During this period there were a total of six VCCT sites in Cambodia.

 In 2001, in a bid to improve access to and provide faster turn-around-times 

for clients, a decision was taken to switch the HIV testing algorithm to a serial, 

two rapid test algorithm. In addition to reducing loss to follow up, it was reasoned 

other benefits of this strategy would include making HIV testing technically more 

simple, thereby enabling broader roll-out, increasing the geographical distribution 

of testing sites and improving access and uptake. In a highly decentralized testing 

system, rapid tests also provide significant cost savings over ELISA or PA tests. 

Suitable rapid test kits were identified via a Phase I rapid test evaluation conducted 

in  collaboration   with   the   United  States  Centers   for   Disease   Control  and 

Prevention / Global AIDS Program (CDC GAP). Official Ministry of Health policy 

was enacted to dictate that only the approved tests were to be used, and in the 

sequence prescribed by the adopted algorithm.

 The rapid test algorithm was officially adopted and implementation began 

in 2002.  Since  that  date,  VCCT  sites  were  expanded across the country, with 

213 sites as of the end of July 2008. To date, a classic Phase II evaluation has not 

been conducted.

Common themes and challenges faced

 While the scale up of HIV testing and counselling presents difficulties 

specific to individual countries, the existence of numerous common challenges is 

also apparent. 

 In many countries, current national policy prescribes that when a specimen 

tests reactive at a screening site, an additional specimen must be sent to a physically 
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separate laboratory of a higher level for confirmatory testing. This requirement, 

which necessitates the collection of new specimens and their transportation off 

site, can significantly lengthen turn-around-time between pre-test counselling, and 

result delivery in post-test counselling. Country representatives recognized this 

impediment and its impact on loss to follow up, and hence a number of countries 

are working towards strategies to reduce turn-around-time and increase the 

efficiency of programmes by considering same-day testing protocols. However, it 

was also recognized that one strategy will not fit the requirements of all countries 

and therefore, in some situations or countries, same-day testing may not be 

viable, but there may well be alternative testing strategies that can be introduced 

to reduce turn-around-times and increase the efficiency of the testing service. 

 The majority of countries in the Region also face an inconsistent availability 

of test kits and other consumables through poor supply chain management. Factors 

contributing to these supply chain difficulties include a lack of clearly defined 

testing algorithms, weak commodity forecasting, poor reporting mechanisms 

between testing sites and the central level, weak guidance from the national level, 

and transportation difficulties related to geographical and temperature conditions. 

Another important difficulty countries in the Region face is implementing 

comprehensive quality management systems, which are essential to ensure the 

delivery of accurate results. Quality management is often an issue which is poorly 

understood and frequently under-resourced.

 The recognition of the challenges hindering access and uptake of testing 

by the various national programmes is universal. Commendably, all national 

governments are working hard to address these problems by developing solutions 

tailored to their own country-specific situation.
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Document Review: Guidance 
for HIV Testing in the Western 
Pacific Region

 This document has been prepared in response to the Joint Technical 

Consultation on Scaling-up HIV testing and counselling in Asia and the Pacific held 

in Phnom Penh, Cambodia in June 2007. It has been developed to provide technical 

guidance for strengthening national HIV testing frameworks and to offer minimal 

acceptable laboratory operation standards in order to assist in the urgent scale-up of 

access to HIV counselling and testing within the Western Pacific Region.

 To facilitate discussion and review of the document the meeting was divided 

into four working groups. These working groups met for Sessions 4–63 and in each 

session they were given a set of questions that they were required to discuss and 

then report their findings back to the full meeting.

 The sections below summarize the findings from these work group sessions. 

Session 4:  Recommendations for HIV testing in the 
Western Pacific Region

 During the first session, all groups were asked to discuss questions relating to 

the proposed HIV testing strategies/algorithms.  

 These questions related to:

(1) Roles and responsibilities that apply to the selection and validation of national 

testing algorithms.

(2) Concepts that should guide development of testing strategies.

(3) How to apply these testing strategies/algorithms at a country level.

 There was consensus among all groups on the following:

• In every country, the Ministry (Department) of Health must be involved in 

setting the national standards and guidelines, following consultation with the 

national reference laboratory and other interested parties.

3 See Meeting Programme – Annex 1
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• The approach to HIV testing must be based on fundamental scientific 

principles and it is then essential to abide by these principles when 

developing testing strategies.

• Nationally, there must be one strategy, one policy and one monitoring and 

evaluation approach to HIV testing.

• When national guidelines that include the principles and strategies are in 

place, specific test kits can be selected for evaluation and implementation 

of the national testing algorithm.

• There must be proper evaluation and validation of the test algorithm prior 

to its introduction. 

• In reviewing this section of the guidance document it was felt that:

(1) The use of ”level” and “site” in the suggested testing strategies should 

be removed, as irrespective of where the testing is being performed, 

the strategy/algorithm remains constant, as does the requirement for 

quality management processes.

(2) Additional practical advice on test validation and evaluation should 

be included. This could include the incorporation of some practical 

examples from Cambodia, Fiji (SPC/NRL) and Papua New Guinea, or 

other regional experiences. 

Session 5:  Standardization in laboratories

 In this session the four working groups were asked to review the section 

of the document relating to standardization in laboratories and make suggestions 

and recommendations on how this can be achieved.

 It was agreed that scaling up of HIV testing must be accompanied by 

improvements in laboratory performance with benchmarking against an accepted, 

preferably international standard, such as ISO15189.  However it was recognized 

that not all countries currently have national standards for health laboratories and 

it was further recognized that in some situations, such as VCT Centres, there 

may be only HIV testing carried out, whereas in other facilities the HIV testing is 

incorporated into the clinical laboratory, where all testing is performed. 

 It was suggested that as a first step countries should set up a National 

Laboratory Standards Group (or Technical Advisory Group) that would be responsible 

for developing a national strategic plan for the standardization of all laboratory 

testing.  This national body must be representative of all stakeholders and would 

be responsible for liaising with international agencies, such as ISO and CLSI, to 

ensure that national standards meet international requirements for accreditation 
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purposes. As the implementation of standards can take time, it was suggested 

that a phased approach could be taken to ensure the process proceeded smoothly 

through all levels of laboratories.

 With respect to organization and management of laboratories, it is 

recommended that all clinical laboratories, including those that perform HIV testing, 

should be headed by a competent and trained laboratory manager, and in addition, 

every testing laboratory must appoint a quality manager/officer. This responsibility 

may be in addition to other duties performed by this person. 

 It was recognized that ISO15189, as the international standard for medical 

laboratories, cannot be altered at a local level and still be called an international 

standard. It was therefore suggested that all countries should, over a period of 

time, agreed to by all stakeholders, aim to implement this ISO standard. 

 A practical approach to assist national standard bodies move towards 

implementing the international standard could be to initially draw-up national 

standard guidelines that provide the framework and give a practical approach to 

the final implementation of the standard.4  These guidelines could offer a step-by-

step series of action points for each area covered by the standard, hence leading to 

the development of a Quality Management System (QMS). This type of approach 

could be utilized on a national level to standardize areas, such as:

• Initial staff training and continuing professional development.

• Implementation of bio-safety procedures.

• Documentation control including standardization of request forms, 

worksheets and reporting formats and comments.

• Internal quality control and external quality assurance.

• Procurement of supplies including kits.

 It was recognized that procurement is a key element in the provision of a 

continuous quality HIV service. The decision of which HIV kits to purchase must 

be based on test quality and this is determined by, among other indicators, a list of 

pre-qualified kits5  that have been evaluated locally. There must be a mechanism in 

4 Such a method has been used by Thailand, see Quality Standards in Health Laboratories 

Implementation in Thailand: A Novel Approach. World Health Organization Regional Office 

for South East Asia 2005 for more information.

5 Refer to http://www.who.int/diagnostics_laboratory/evaluations/hiv/en/index.html for a list 

of WHO approved HIV kits.
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place (part of the QMS) for post-purchase surveillance to ensure that the correct kits 

are being used in the correct sequence (algorithm).

 

HIV testing strategies

 During this session, HIV testing strategies that had been initially discussed on 

the first afternoon, were reviewed. 

 A laboratory testing strategy is defined as a series of scientifically verified 

testing steps using a combination of assays that are employed to reach the correct 

diagnosis, in terms of this setting correctly detecting the presence of HIV antibody. 

Once a testing strategy has been agreed, the testing algorithm must be decided 

upon. A testing algorithm is defined as the arrangement of specific tests that can 

be used in a validated sequence to achieve predictive values approaching 100%. A 

number of testing strategies have been recommended for use by WHO and other 

agencies, with the appropriate strategy to be used in a particular setting dependant 

on the HIV epidemic characterization.6 There was much discussion on the use of two-

tests versus three-tests in algorithm for low HIV prevalence populations, however 

guidance is currently being updated at the global level regarding this matter, and so 

the issue was not resolved. It was emphasized that the crucial point with a three-test 

strategy is that very careful consideration must be given to the third test to eliminate, 

as far as possible, any cross reactivity that would give a false positive result.�  

Fig.1 Principle of a two-test sequential strategy

6 Revised recommendations for the selection and use of HIV antibody tests. World Health 

Organization Weekly Epidemiological Record 1997 72(12); 82-87.

7 The two-versus three-test algorithm will be discussed fully in the soon to be published 

guidelines.
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Fig. 2 An example of a two-test sequential strategy

 Tests (assays) selected for evaluation in the testing strategy must have 

sensitivity and specificity values of greater than 99%. Discussions and definitions 

for sensitivity, specificity, positive predictive value (PPV) and negative predictive 

value (NPV) can be found in a number of publications.8 

 It was emphasized that in the selection of assays the initial test must have a 

sensitivity as near to 100% as possible, and then the second test must have a high 

specificity. When the assays have been selected and tested, and the algorithm 

determined, the assays must be used in the correct sequence at all times.

 Figure 3 gives an example of the process involved in the validation of a 

national HIV testing algorithm.

Fig. 3 Steps for validating a national HIV testing algorithm

8 WHO: Rapid HIV Tests: Guidelines for use in HIV testing and Counselling Services in 

Resource-Constrained Settings. 2004
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 It was agreed that a key element in the implementation and continuing 

validity of any testing algorithm is the implementation and continuous monitoring 

of a QMS in every laboratory.

Putting the guidelines into practice

 As a mechanism to assist participants in the planning process for putting 

the HIV testing guidelines into practice, representatives from four countries gave 

presentations on the challenges they have faced, or may potentially face, as they 

upscale their HIV testing programmes.

 The main potential issues that came from countries looking to upscale HIV 

testing were:

Management issues:

• The fragmented structure within the Ministry of Health leading to 

fragmented responsibilities.

• Poor co-ordination between the various levels of the HIV programme.

• Lack of support from senior levels of management.

• No clear HIV testing policy in place, although some guidelines may be 

available.

• Logistics supply management problems – lack of co-ordinated purchasing, 

 leading to oversupply and use of out-dated test kits.

• No QMS system in place.

• Lack of co-ordinated QC and QMS processes.

• Very slow progress on implementation of QMS.

Human resources issues:

• Job descriptions and scope of responsibilities of staff, including Quality 

Manager (QM) not well defined.

• Lack of trained technicians at all levels.

• Lack of commitment by many of the staff. 

• Poor work culture and ethics resulting from frustration due to salary and 

working conditions.

 

 The issues highlighted by a country that had already introduced a validated 

testing algorithm were:  

• The evaluation/validation process is time consuming and requires a 

functioning Technical Working Group (TWG) to take ownership and 

responsibility for the process.
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• Collection of a sufficient number of positive and false reacting specimens 

may be difficult but is essential.

• When selecting the candidate test kits refer to the WHO list of recommended 

kits and ensure the selected kits have a local distributor.

• There may be financial and logistical constraints and so support from the 

Ministry of Health and other stakeholders is essential.

• All staff must be trained together in quality management processes, 

including the testing process, and there must be regular supervision of all 

aspects of the process.

• There must be support from an external internationally recognized HIV 

reference laboratory.
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Conclusions and 
recommendations

 The meeting recognized that scaling up of HIV and AIDS programmes 

presents an unprecedented opportunity to address integration of quality laboratory 

services as a whole into health systems.

 The meeting further recognized the value of a regional technical forum to 

provide specific expertise in medical laboratory technology and quality management 

for HIV testing. 

 The participants recommended that:

(1) A technical working group be established in each country to assist the 

national HIV/AIDS programme in identifying, validating and reviewing 

testing strategies and algorithms.

(2) The technical working group be guided by sound scientific and methodologic 

principles as exemplified by international practices in securing efficacious 

testing.

(3) It is recognized that appropriately evaluated simple rapid tests offer reliable, 

high quality performance which can be utilized to minimize HIV testing 

result turn-around-time.

(4) While recognizing the varied epidemiological settings in countries of the 

Western Pacific Region, current testing strategies should be simplified to 

minimize complexities and reduce technical and financial burdens.

(5) Given the available scientific evidence, it is recognized that appropriately 

validated two-test algorithms can yield highly accurate anti-HIV test 

results.

(6) The role of a third test as a confirmatory test and in resolving problematic 

results at a referral laboratory, should be addressed through validation and 

operations research.

(7) HIV testing services should comply with the national standard for quality 

management systems.
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(8) The technical working group should guide a continuing training programme 

for  the national quality management system.

(9) It is essential to regulate entry of HIV testing kits onto the market because 

the accuracy of a test outcome depends both on the quality of the kits and 

on their correct usage.

(10) To enable consistent application of standardized testing algorithms, 

procurement agencies must work closely with national programmes to 

ensure that only the prescribed test kits enter the system.

(11) WHO and partners strengthen their regional collaborations to better assist 

Member States to implement quality in HIV and HIV-related laboratory 

systems.

(12) WHO and United States CDC continue to assist in addressing outstanding 

HIV-related laboratory issues.

(13) WHO, through its collaborating centres and other partners, provide technical 

assistance to Member States in conducting validation studies. This could 

include the establishment of a regionally representative specimen bank for 

assay evaluation and algorithm validation.

(14) Establish linkages between national and regional reference laboratories for 

strengthening availability and application of appropriate quality assurance 

programmes.
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Chief of HIV/AIDS Dept,
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and monitoring

Dr Sok Panha
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11:45 - 12:00 HIV testing in different settings Dr Jiang Yan
Director, National AIDS Reference 
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Dr Elizabeth Telan
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13:30 - 13:45 WHO Perspective Ms Anita Sands
Technical Officer, EHT, WHO/HQ

13:45 - 14:00 CDC Perspective Dr Mireille Kalou
Laboratory Director, AIDS/HIV 
Research Laborator

14:00 - 14:15 Development of a regional testing strategy for 
HIV testing in the South Pacific

Mr Albert Gurusamy
Laboratory Specialist, SPC

14:15 - 14:30 Discussion Chairperson

14:30 - 14:45 Quality Management Systems in the Western 
Pacific Region

Dr Elizabeth Dax
Director, NRL Australia

14:45 - 15:00 Prequalification and post-market surveillance Ms Anita Sands
Technical Officer, EHT, WHO/HQ
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Day 1— Monday, 28 July
15:00 - 15:30 Coffee / Tea Break

15:30 - 15:45 A perspective of HIV testing scale-up, 
Clinton Foundation

Dr Trevor Peter
Lead laboratory specialist, Clinton 
Foundation

15:45 - 16:00 Discussion Chairperson

Session 3: Reviewing the guidelines

16:00 - 16:15 Overview of the guidelines Ms Kate Learmonth
Technical Officer, HIV/STI, WPRO

16:15 - 17:00 Format for the discussion of the guidelines Rapporteur

17:00 - 17:45 Review of country posters
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Session 4: Recommendations for HIV testing in 
the Western Pacific Region

08:45 - 09:00 Proposed HIV testing strategies Ms Kate Learmonth
Technical Officer, HIV/STI, WPRO

09:00 - 10:15 Breakout Session: All groups to discuss Facilitators
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11:10 - 12:30 Group discussion Chairperson
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13:30 - 13:45 Overview Ms Kate Learmonth
Technical Officer, HIV/STI, WPRO
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• Group 1: Management Standards
• Group 2: Laboratory Standards
• Group 3: Testing process
• Group 4: Procurement and information 

management

Facilitators

15:00 - 15:30 Coffee / Tea break

15:30 - 16:00 Report by group leaders Group leaders

16:00 - 17:30 Group discussion Chairperson

17:30 Close of Day 2
Secretariat Meeting

Day 3— Wednesday, 30 July
08:30 – 08:45 Report of Day 2 Rapporteur

Session 6: Review of HIV testing strategies

08:45 - 09:00 Revision of Day 2 Dr Elizabeth Dax
Director, NRL Australia

09:00 - 10:15 Group discussion
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Day 3— Wednesday, 30 July (continued)
10:15 - 10:45 Coffee / Tea break

Validating national testing algorithms

10:45 - 11:10 Validating testing algorithms

11:10 - 12:30 Group discussion Chairperson

12:30 - 13:30 Lunch break

Session 7: Translating the guidelines into 
practices

13:30 - 15:00 Panel discussion
•  Recommendations for programme 

management
•  Resolving challenging situations

Panel

15:00 - 15:30 Coffee / Tea break

Session 8: The step forward

16:15 - 16:30 Summary of the consultation Rapporteur /
Dr Massimo Ghidinelli
Regional Adviser, HIV/STI, WPRO

16:30 - 16:40 Closing

16:40 Secretariat meeting
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Annex 3

Definitions

TERM DEFINITION

Strategy Generic arrangement for the sequence of tests to be used to 
achieve an appropriate mode of testing to achieve predictive values 
approaching 100%. 
A laboratory testing strategy is a series of scientifically verified 
testing steps using a combination of assays that are employed to 
reach the correct diagnosis.

Algorithm Arrangement of specific tests that can be used in a validated 
sequence to achieve predictive values approaching 100%

Analyte The specific constituent in a sample targeted for detection in a given 
assay. e.g. Anti-HIV antibody

Reactive A test result that has confirmed the presence of the target analyte in 
the sample tested. 

Non-reactive A test result that shows that the target analyte is not in the tested 
sample.

Supplemental test A test used to clarify the status of a sample
[Note: A supplemental test may also be a confirmatory test.]

Confirmatory test A test that yields the result that defines the status of a sample.

Positive result A result of testing that meets the criteria for the target analyte’s 
presence or detection.

Negative result A result that shows the absence of the target analyte.

Indeterminate result A result of testing in a Western Blot or other immunoblots where 
the results do not meet the criteria for either positive or negative 
results.

Inconclusive Where a result cannot be determined from the testing information 
available.

Discordant 
[discrepant]

Two tests’ results are not leading to the same conclusion. 
e.g. one test’s result is reactive and another is non-reactive

Predictive Value The likelihood of an achieved result being correct

Positive Predictive Value The likelihood of a reactive result being a true positive

Negative Predictive Value The likelihood of a non-reactive result being a true negative result






