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1. INTRODUCTION

UNAIDS proposed new HIV treatment targets for the post-
2015 era during the 20th International AIDS Conference 
in Melbourne, Australia in July 2014: by 2020 90% of all 
people living with HIV will know their HIV status, 90% of all 
people with diagnosed HIV infection will receive sustained 
antiretroviral therapy, and 90% of all people receiving 
antiretroviral therapy will have durable viral suppression. 

Achieving these targets requires a significant increase in 
access to tests to diagnose HIV infection and to monitor 
treatment efficacy so as to document whether patients using 
antiretroviral therapy (ART) achieve viral suppression.   Access 
to HIV diagnostics is currently much lower than required to 
reach the 90-90-90 targets.   It is estimated that only 50% of 
people living with HIV  been tested and know their HIV status, 
and only 25% of people on ART have access to viral load (VL) 
monitoring.  It is in response to this gap that the Diagnostic 
Access Initiative (DAI) was launched in Melbourne in 2014.  

The Diagnostics Access Initiative brings together the World 
Health Organization (WHO), the US Centers for Disease 
Control and Prevention (CDC), the United States Agency for 
International Development (USAID), the African Society for 
Laboratory Medicine (ASLM), the US President’s Emergency 
Plan for AIDS Relief (PEPFAR), the Global Fund to fight 
AIDS, Tuberculosis and Malaria (Global Fund), the Clinton 
Health Access Initiative (CHAI) and the Joint United Nations 
Programme on AIDS (UNAIDS).  It proposes a framework to 
achieve the diagnostic related objectives of the 90-90-90 
targets through a set of objectives and actions under the 
following seven pillars:

• Pillar 1: Strengthen advocacy efforts for diagnostics

• Pillar 2: Improve forecasting for diagnostics 

• Pillar 3: Improve financing for deployment of diagnostics

• Pillar 4: Ensure sustainable pricing for diagnostics

• Pillar 5: Ensure effective delivery of diagnostics

• Pillar 6: Strengthen normative and regulatory guidance 
for diagnostics

• Pillar 7: Ensure effective and synergistic coordination 
between partners to strengthen diagnostics access and 
quality.

Pillar 2 - forecasting for HIV diagnostics - is undertaken 
under WHO leadership, in collaboration with   a technical 
working group, involving CDC, CHAI, and EXPERTISE France, 
the Global Fund, Médecins Sans Frontières (MSF), Supply 
Chain Management System (SCMS), UNAIDS, UNICEF, 
UNITAID, USAID, WHO and the South African Procurement 
Service.   CHAI, SCMS, USAID, Global Fund and the South 
African Procurement Service provided their forecasts, which 
the working group combined with results of the annual WHO 

global diagnostic use surveys of 2012, 2013 and 2014, and 
diagnostic procurement data gathered by WHO/EMP/PQT.

The present meeting was held on 9–10 April 2015 in Geneva, 
at WHO Headquarters with the following objectives.

1. to present the updates on Diagnostic Access Initiative 
(DAI), WHO HIV testing guidelines and the role of 
diagnostics in scaling up access, and in monitoring 
treatment; 

2. to present and discuss the methodology, the 
assumptions, scenarios and outputs of the global 
diagnostic demand forecasts, 2014-2018; and  

3. to present and discuss the situation on domestic and 
international financial resources for diagnostics.

The meeting brought together diagnostic manufacturers, 
procurement agencies and partner organizations including 
the Global Fund to Fight AIDS, Tuberculosis and Malaria, 
UN agencies, Clinton Health Access Initiative, US Centers for 
Disease Control and Prevention (CDC),  USAID, procurement 
experts from South Africa, and representatives from civil 
society.

The opening remarks were delivered by Andrew Ball, Senior 
Adviser, HIV Department who on behalf of the Director-
General, Dr Margaret Chan and Assistant Director-General for 
HIV, TB, Malaria and Neglected Tropical Diseases, Dr Hiroki 
Nakatani, welcomed all participants and made the following 
points:

The meeting provides an opportunity to share the current 
policy guidelines on HIV and hepatitis diagnostics use and 
to review the future global diagnostic demand and gap in 
coverage, which calls for urgent action. WHO’s aim is to 
advocate for diagnostic manufacturers and funding partners 
to ensure that more people living with HIV and hepatitis 
have access to diagnostics. This is important to diagnose HIV 
infection in time for early access to treatment and to monitor 
treatment outcomes.

Forecasts presented at the meeting show several scenarios 
with various assumptions, noting that uncertainty is 
high because logistics information systems for diagnostic 
consumption and procurement in countries are still weak. 

He thanked CDC, CHAI, ESTHER, the Global Fund, MSF, SCMS, 
UNAIDS Strategic Information and Evaluation Department, 
UNICEF, UNITAID, USAID and WHO colleagues for their 
significant technical contributions.  

While this is the first time WHO has developed a global 
diagnostic demand forecast, it represents a unique 
opportunity for WHO and its partners to discuss the forecasts 
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of HIV diagnostics, their market dynamics and trends in 
diagnostic coverage from the past to the future. The exchange 
of information among various participants aimed to find 
practical solutions to address the growing challenge of 
ensuring better access and coverage of HIV diagnostics. 

With this meeting WHO also aims to continue dialogue with 
diagnostic manufacturers on how they can best collaborate 
towards closing the gap in access and reach the 90-90-
90 targets. Looking ahead in the future, he encouraged 
participants to have a constructive and open discussion 
towards closing the gap between the current coverage and the 
90-90-90 targets by 2020.

Joseph Perriëns, Coordinator, HIV Technologies and 
Commodities, WHO, introduced the agenda.

The meeting is part of the effort to increase access to 
diagnostics. WHO partners play a significant technical 
contribution to  forecasting efforts.

It is noted that diagnostic manufacturers also have data and 
they have a role in commenting, in private or otherwise, on 
the assumptions made and the accuracy of  the forecasts.

This report summarizes the main points discussed during the 
meeting. The agenda and list of participants are found in 
Annexes I and II, respectively.
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2. MEETING SESSIONS

This report focuses on what was discussed during the 
meeting; individual presentations can be accessed at 
http://www.who.int/hiv/amds/diagnostic-forecasting-
meeting-2015/en/.

SESSION 1: Panel on access to diagnostics 
and testing: global guidance for innovation 
Chaired by Jos Perriëns, this session opened with a 
presentation on current and future HIV testing approaches and 
operational implications on testing uptake by Rachel Baggaley, 
Coordinator Key Populations and Innovative HIV Prevention, 
WHO Department of HIV. 

Although testing has increased by about 33% in the past four 
years, testing needs to be significantly scaled up to achieve 
the 90-90-90 goals.

Key populations are particularly hard to reach and WHO would 
like to scale up outreach and community services to attract 
the hard to reach groups; more need to be done to get people 
tested, and a targeted approach will be needed.

WHO supports using outreach services to reach key 
populations such as men who have sex with men (MSM), 
transgender people, sex workers, and people who use drug.

HIV self-testing is already being used though not yet 
recommended by WHO. It could have big potential. Currently 
it is mainly being used formally in a regulated manner in the 
USA and Europe although almost everywhere self-test kits 
are currently available via the internet and other unregulated 
outlets. WHO encourages countries to look into this option 
and support pilot programmes that monitor for acceptability, 
accuracy, linkage and any adverse events following self-
testing. However, there are concerns about the use of HIV 
self-testing, noting that a clear message needs to be given 
to the community that results from HIV self-testing should 
be confirmed elsewhere, as there are likely to be significant 
numbers of false positive and false negative results. A main 
concern with HIV self-testing and other forms of HIV testing 
is to ensure the quality of testing in the field, to avoid errors 
of misdiagnosis, which have huge implications for both false 
positives and false negatives, see Fig. 1. 

This makes re-testing at a clinical setting imperative before 
starting ARV treatment. The causes of errors range from 
human error to not following testing procedures correctly, 
highlighting the importance of improving the quality 
assurance measures for all testing approaches. 

To improve testing coverage, targeted testing would be 
needed and lay testers should be supported to improve 
community confidence. 

Fig. 1. HIV testing quality and misclassification

Reports of misclassification range from 2.6% to 10.3%1,2

Implications: 

• For public health 

• Undermines credibility of health system

• Emotional and legal

• False positive

• Unnecessary lifelong ART

• False negative

• Ongoing transmission risk to partners & infants

Studies (N = 44) identified in a literature review 
reporting factors related to misclassification

No. %

Improper practices around supplies 19 43%

Clerical/technical errors 14 32%

Incorrect/suboptimal testing strategy 13 30%

User error 11 25%

Weak positive 9 20%

Cross-reactivity 7 16%

Sources:
1 Shanks, PLoS One 2013.
2 Klarkowski, PLoS One 2009.
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Meg Doherty, Coordinator HIV Treatment and Care, WHO 
Department of HIV, presented the WHO guidelines on the 
use of CD4 count and viral load (VL) for initiation and 
monitoring of ART.

Many patients start ART when their CD4 counts are very 
low (very late in disease progression).  The use of CD4 
count technologies that can be used at point of care (PoC) 
has expanded with very good outcomes, reducing the time 
of confirmed diagnosis to initiation of treatment.  

WHO recommends VL testing as the preferred monitoring 
approach to diagnose and confirm ART failure, but if VL is 
not routinely available, CD4 and clinical monitoring should 
be used to diagnose treatment failure. Testing for infants 
needs to be better defined, as the population is more 
complex.

Stefan Wiktor, Team Leader of the Global Hepatitis 
Programme in the Department of HIV, gave a presentation 
on the role of simplified diagnostics in hepatitis treatment 
scale-up.

Quality-assured diagnostics are key to deal with the global 
hepatitis problem.  Among the five hepatitis viruses (A, B, 
C, D and E), the greatest health burden is due to chronic 

hepatitis B and chronic hepatitis C infections. Around 2 
billion people have been infected with HBV, 240 million 
of those have chronic HBV infection, with 28-90 million 
developing cirrhosis or progressive disease (Fig.2)

 Hepatitis C mainly affects middle-income countries, and 
those countries might be more able to fund their own 
treatment programmes. Although there have been major 
advances in the treatment of hepatitis C with new highly 
effective curative medicines,  it is estimated that 185 
million people have been infected, of which 130-150 million 
have chronic hepatitis C infection, and 26-30 million have 
F3-F4 stage fibrosis (Fig. 2).  

In many countries, many individuals are not diagnosed, 
and thus not treated, especially in low income countries. 
But, there are opportunities for change in the near future, 
with simplified treatment regimens and approaches in 
development.

Rapid diagnostic tests (RDTs) for hepatitis are of varying 
quality and there is lack of choice. Nucleic acid test 
(NAT) technologies are expensive, complex, and of 
limited availability. Countries need simple, reliable, and 
inexpensive diagnostics for diagnosis and treatment to be 
rapidly expanded.

Fig. 2. Total number of people who need HBV and HCV treatments

Persons with history of HBV infection

Persons with chronic HBV infection (HBsAg pos)

Persons with cirrhosis or progressive disease (10%-30%)

How many persons need HBV treatment?

~ 28-90 million

~ 240 million

~ 2 billion

Persons with history of HCV infection

Persons with chronic HCV infection

Persons with F3-F4 stage fibrosis

How many persons need HCV treatment?

~ 26-30 million

~ 130-150 million

~ 185 million
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Shirley Lee Lecher, from CDC made a presentation on the 
increasing international availability of quality-assured HIV 
diagnostics.  Improving quality of HIV diagnostic testing is 
of critical importance and the use of dried blood spot (DBS) 
specimens for HIV VL testing would allow countries to scale 
up their programmes because they can be used for other 
diseases as well. They are also affordable and practical 

as many low-income countries have problems with cold 
chain logistics. Although plasma specimens will remain the 
gold standard, it might be difficult for some countries to 
process, transport and store this type of specimen.

PEPFAR has increased HIV testing and counselling services 
dramatically from 2004-2014 (Fig. 3). 

Fig. 3. HIV testing and counselling services offered in PEPFAR-supported countries,
2004–2014

M
ill

io
ns

70

2009

60

50

40

30

20

10

0

2010 2011 2012 2013 20142004 2005 2006 2007 2008

1.9 3.7
7.2

12.7

21.6

28.5
32.5

40.5

49.0

57.7 56.1

CDC has focused efforts to increase access and improve 
quality of point of care (PoC) testing in Africa, Eastern 
Europe & Central Asia, the Caribbean, South-East Asia 
and Central America. In collaboration with WHO, CDC has 
developed a handbook for improving the quality of HIV-
related PoC testing.

There is a checklist provided for a stepwise process for 
improving the quality of HIV RDTs and testing conducted 
at PoC. DBS can be used as an affordable tool for 
monitoring the accuracy of PoC tests and are practical 
for various proficiency testing (PT) and quality control 
(QC) programmes including HIV, syphilis, malaria, VL and 
GeneXpert. Using DBS can help countries to scale up VL 
testing because it is affordable and practical, not requiring 
cold chain logistics, such as the processing, transport and 
storage required for plasma samples.

CDC has volunteer programme to improve quality assurance 
in countries where laboratories are supported by PEPFAR.  
The CDC International Laboratory Branch is supporting 
continuous quality laboratory improvement to expand early 

infant diagnosis (EID) and VL scale-up. External quality 
assessment (proficiency testing) using DBS for EID and VL 
for inter-laboratory comparison of accuracy is supported in 
143 laboratories in 41 countries. 

 CDC also works with laboratories in centralized and 
remote areas in countries of sub-Saharan Africa.  The 
Quality Corps (Q-Corps) volunteer programme has quality 
mentors recruited through a competitive process which 
assists others in training for quality assessment for HIV 
reverse transcriptase.  The mentors must have a quality 
assessment and quality improvement background with 
a Bachelor or Master’s degree and knowledge of MS 
PowerPoint and Excel.

Tools for implementing quality improvement as part of 
a rapid testing quality improvement initiative include a 
quality improvement training package that has a trainers 
guide and participant manual. A log book is provided that 
helps identify issues with test kit performance, validity of 
the testing algorithm and assists with data collection.
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CDC will continue along with other United States 
Government (USG) partners to engage ministries of health 
in quality improvement in additional countries in 2015. 
They will promote innovative approaches to uptake of 
HIV PoC testing using Q-Corps volunteers and provide 
certification of PoC sites. CDC will continue to assist 
national laboratories in their efforts to obtain accreditation 
and improve the quality of HIV diagnostic services.

Meghan Wareham, CHAI made a presentation on 
expanding access to diagnostics: initiatives impacting the 
rate of scale-up.

In the countries where CHAI works, the number of infants 
accessing EID testing is limited - in many countries below 
60% (see Fig. 4). To improve access to EID innovative 
solutions and capacity building will be required to 
strengthen service delivery models and laboratory systems.  

Fig. 4. Access to EID testing in sub-Saharan Africa and Asia*
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* Sources: CHAI EID Forecasting Model (2014), CHAI country service statistics (2014), UNAIDS World AIDS Day 2014 data table, UNICEF Children and AIDS 
stocktaking reports, Global Plan. Note that for some countries demand may be underestimated due to the reporting convention of only accounting for children tested 
before < 2 months.

Significant barriers to achieving 90% coverage of infected 
infants, include: 

• specimen transportation, 

• need for improved service delivery models, 

• availability of cost-effective technologies for use at 
PoC,

• commodity security, and  

• results delivery and linkage to treatment.

Various partners are engaging in numerous demand-side 
efforts including: 

• Introduction of alternative testing strategies (such as 
testing at birth and outside of prevention of mother-
to-child transmission, PMTCT);

• Introduction and scale up of new quantification and 
forecasting tools (such as ForLab);

• Scale up of results delivery and patient tracking 
systems (SMS printers, laboratory information 
management systems, and mHealth solutions); and

• Sample transportation costing and partner 
coordination to accelerate access and improve care 
models.
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The adoption of PoC EID and availability of EID testing 
outside of PMTCT has the potential to identify more 
exposed infants and strengthen linkages to care.

Through support for PoC, access to on-site CD4 testing 
has increased significantly in 12 countries supported by 
UNITAID, the UK Department for International Development 
(DFID), UNICEF and CHAI, from 51% in 2012 to 73% in 
2014.  Despite this progress however, there are significant 
barriers to CD4 access that limit linkages to care and 
treatment. Using UNAIDS 2013 estimates of the number 
of persons living with HIV and the number of persons on 
treatment in low- and middle-income countries, coverage 
of ART is estimated at 36%. To reach 90% there are 
barriers that need to be overcome such as:

utilization of  equipment 

• specimen transportation 

• prioritization of limited funds 

• commodity security and distribution and 

• lack of clarity in policy about utility of CD4 post-test 
and treatment. 

Partners are engaging in numerous demand-side efforts to 
improve access to CD4 testing.   Among the problems with 
CD4 testing, is the fact that many instruments in countries 
are actually not being used.  Countries need to focus on the 
optimal utilization of instruments and strategically plan the 
deployment of new and available instruments.

VL testing coverage remains low outside a handful of 
countries.  Sub-Saharan Africa takes an estimated 95% 
of the total VL testing volumes in low and middle-income 
countries today, with 75% of global volume coming 
from South Africa. Currently 30% of patients on ART are 
virologically suppressed; there are important challenges to 
reach the 90% target, those include:

• cost of reagents

• funding

• laboratory/testing capacity 

• demand generation and 

• planning. 

DAI partners are working together to support VL testing 
implementation in countries. Early adopter countries such 
as Kenya and Malawi demonstrate that awareness and 
capacity building around VL testing is critical. They found 
that lack of effective dissemination and translation of the 
VL guidelines for easier access was a challenge. Awareness 
campaigns for patients on the benefits of VL testing and its 
difference from CD4 testing helped.

She concluded that:

• Partners are working towards a more concerted and 
harmonized effort to enable a more cost-effective and 
higher pace scale-up of testing.

• Manufacturer support to countries is key to enable 
a more rational introduction and scale up of testing 
platforms and service support models that maximize 
utilization.

• Countries need to build a framework of processes 
around the technologies adopted to enable a more 
sustainable growth and linkage to treatment.

• In view of the current under-utilization, countries have 
the infrastructure capacity to expand access and meet 
the forecasted testing volumes.

Discussion and suggestions:

A number of issues were raised:

• To expand HIV self-testing and move HIV testing into 
the community, and decide who will actually pay 
for the assays may pose a major bottleneck.  It was 
asked whether willingness to pay is being assessed, 
as this might open up a large private sector market 
for self-testing diagnostics.  There have been several 
studies on willingness to pay, including in Malawi and 
Thailand, where assays are already informally available 
and in general there is willingness to pay, although 
this is only a beginning.

• The performance of DBS for VL testing is still a 
problem, if the threshold of 1 000 copies/ml cannot 
be reached.  It was suggested to consider lower levels 
of VL as cut off for treatment failure, also on VL tests 
using DBS. 

• On the elimination goal of hepatitis by 2030, there 
was concern that the goals are very far away from 
being achieved. WHO Secretariat  responded that 
there are positive signals indicating that this goal is 
achievable: there is an effective vaccine for hepatitis 
B, and treatment to cure hepatitis C and to suppress 
hepatitis B. The availability of these interventions 
make elimination technically feasible.  WHO is 
developing a global health sector strategy including  
hepatitis, which will include global targets,  that will 
be presented to the World Health Assembly in 2016. 

• There was concern that rapid tests are expensive and 
that there need to be targets to achieve affordable 
prices.  

• One of the companies commented that hepatitis is 
not part of MDGs, and asked how WHO will mobilize 
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momentum to ensure its elimination.  It was noted 
that viral hepatitis  is likely to be included in the 
agenda for elimination in the Sustainable Development 
Goals (SDGs), which will greatly facilitate advocacy 
efforts.

Suggestions:

 Â Look at lower levels of VL as cut off for treatment 
failure, also in DBS testing.

 Â Meetings such as this consultation should include 
discussions on co-infections because people living 
with HIV have a range of comorbidities that could 
benefit from a common laboratory platform using the 
same technologies.

SESSION 2: Forecasts of diagnostic global 
demand 2014-2018 

I ) Procurement and use of HIV diagnostics

Chaired by Joel Kuritsky, Medical Advisor, USAID, 
the session opened by a presentation from Vincent 

Habiyambere, HIV Technologies and Commodities unit, HIV 
Department, WHO.

The results of 2014 WHO survey on diagnostic use and 
trends of CD4 and VL technologies from 2011-2013 were 
presented. The quality of data from countries is a problem 
as there is no LMIS for laboratory activities in several 
countries. PoC technologies are increasingly used but the 
utilization rate of devices is very low, with an average of 
about 10 % for CD4, with big variations among countries. 

The utilization by capacity of VL and EID instruments was 
on average 40% in 2013, better than for CD4, with large 
variation among counties as well (40% value is calculated 
from figure 5 below); which shows the total capacity of 
instrument installed for CD4, VL, and EID for 2011-2013, 
and the number of tests performed.

Using a linear extrapolation for both CD4 and VL, countries 
appear to have enough capacity in CD4 and VL up to 2018. 
Focus should now be on how to increase the utilization of 
existing infrastructure that provides huge capacity, which is 
currently underutilized.

Expected uptake of CD4, VL, and EID for 45 specific 
countries using linear extrapolation up to 2018 is shown in 
Fig. 6, 7 & 8.

Fig. 5. Utilization of CD4, VL and EID technologies
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Fig. 6. CD4 testing forecast in 45 countries
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Fig. 7. VL test forecast based on current trend in 36 selected countries
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Fig. 8. EID tests performed and forecast*
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* Prepared by linear extrapolation of data reported by selected countries and corrected for missing data from Cote d’Ivoire and South Africa.

Lama Ramzi Suleiman from UNICEF then made a 
presentation on the procurement of HIV diagnostics 
(RDTs, CD4, VL and EID) by UNICEF, 2011–2015. 
Procurement data are obtained from UNICEF’s 
programmatic and procurement services activities and 
extracted from the purchase order value of the test kits 
procured – it should be noted that some CD4, VL and EID 
test kits, depending on the supplier, include controls and 
other consumables, but no hardware has been included in 
the statistics.

UNICEF does not have forecasts for HIV diagnostics but 
this is under way, however historical data shows the total 
value and volume of CD4 tests for both conventional and 

PoC procurement (see Fig. 9). UNICEF estimates that the 
drop in conventional volumes is due to:

• MoHs’ increased technical experience and know-
how on conventional technologies, the quality of the 
products and their procurement, leading MoHs to buy 
commodities directly; and

• Several buyers and procurement organizations in the 
market which absorb part of the demand. For PoC, 
as with conventional, they estimate that volumes will 
go down in the future in part for the same reasons as 
mentioned for conventional technologies but mostly 
due to the WHO treatment guidelines which will 
increase VL coverage for both conventional and PoC.
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Fig. 9. Procurement value of CD4 tests, conventional versus PoC, 2011–2014
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Overall, for VL and EID, the 2011-2014 period, 
procurement of conventional tests is still leading, even 
though there is a significant decrease in volumes from 
2011 onwards.

PoC was introduced in 2013 and 2014 in low volumes 
under the UNITAID grant. This procurement represents 
field testing of products not yet commercially available in 
the market.

In terms of trends, UNICEF assesses that the decrease in 
conventional volumes follows the same factors as with 
CD4: 

• Increased technical experience and know-how from 
MoHs on conventional technologies, the quality of the 
products and their procurement, leading MoHs to buy 
commodities directly; and 

• Several buyers and procurement organizations in the 
market which absorbs part of the demand.

However, UNICEF expects VL and EID demand to increase in 
the coming years due to the WHO treatment guidelines (in 
the case of VL) and especially for PoC as more technologies 
are prequalified and commercially available (see Fig. 10 for 
the trends).
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Fig. 10. Procurement value of VL/EID tests, conventional versus PoC, 2011–2014
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Jason Williams from SCMS made a presentation on 
‘Quantification: Historical procurement informing forecasts 
and programmatic influencers and forecast for 2016-2017’. 

Most countries have data gaps and quality issues 
associated with service- and consumption-based 
forecasting methodologies that require attention to 
improve forecasting accuracy.  Continued reliance 
on demographic/morbidity methods has consistently 
demonstrated over estimation in relation to actual service 
uptake.  Additionally, once forecasts are developed, many 
times they do not directly translate into procurements as 
expected due to funding limitations, and procurement 
coordination associated with national supply planning. 

Another problem is finding a good balance and well-
constructed plan to implement a PoC rollout strategy. 
Introduction of PoC testing directly impacts conventional 
testing networks and commodity procurement planning.  
In the past there has been a ‘cannibalization’ effect 
that can be felt in conventional laboratory networks. 
The main point to consider when rolling out PoC or any 
new instrument type is to understand the procurement 
and commodity shifts that may occur as instruments 
are introduced and adjusting supply plans to align with 
instrument deployment plans.

Developing accurate forecasts can take up to three years, 
adjusting procurement quantities quarterly, collecting 
service data and consumption, revising targets and 

aligning supply plans all take time.  By the time the 
forecasts gain high confidence intervals, WHO changes 
the guidelines and recommendations (which are changed 
around every three years), thereby initiating significant 
shifts at the country level and essentially setting forecast 
accuracy back as programmes begin implementing the new 
recommendations and shifting product demands.

Many countries do not maintain well-coordinated 
forecasting efforts.  It is important to develop forecasts 
for RDTs that inform ARV demand, which in turn inform 
laboratory needs. 

Laboratory forecasting efforts that have service data 
demonstrate that most country programmes’ uptake of 
CD4 testing is between 40-60% of expected programmatic 
need as defined by national care and treatment guidelines.  
High instrument failure, stock outs, lack of adherence to 
national care and treatment guidelines by clinicians, and 
patient behavior influence CD4 uptake, further illustrating 
the challenges associated with laboratory-based forecasts.

It is very difficult to get accurate forecast because of 
ad hoc and uncoordinated instrument procurements.  
Additionally many existing instruments are aged and 
many have high instrument failure rates (instruments 
that are not operational do not consume products) and 
require replacement.  As mentioned earlier, visibility 
into instrument replacement strategies directly influence 
commodity requirements and forecasting efforts.
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With the introduction of ForLab, standardized 
methodologies are being rollout out, with standardized 
data requirements. He concluded that forecasting tools for 
diagnostics to be institutionalized.

Maria Mercedes Perez Gonzalez from WHO/EMP/PQT 
presented the consolidated data on diagnostics procured by 
WHO, UNICEF, Global Fund and SCMS for 2011-2014. 

Even though quality of data improves every year, different 
stakeholders use different names which require time to 
harmonize data sets. No data is available from countries 
which is a major constraint (all data used in the forecast 
are from procurement agencies)

Forecasting of HIV RDTs is possible because country 
logarithms exist, thus it is a little easier to forecast use; 
however, there is a lack of ability by countries to absorb 
the PoC technologies.

Discussion and suggestions: 

The Chair asked how companies could help with the 
overcapacity problem. Achieving 90-90-90 targets must 
include better utilization of existing infrastructure including 
CD4, VL and EID test platforms. Multiple approaches (POC 
technologies, sample transportation, better supply of test 
kits, better technology deployment in the right sites, etc.) 
should be considered to achieve the 90-90-90 targets.

It was noted that overall tests procured by UNICEF 
decreased a lot; UNICEF explained that the data presented 
are based on actual procurement figures. In general, 
UNICEF procurement is based on the requests received from 
donors through UNICEF’s programmes or direct request 
from governments through procurement services. Since 
some donors, such as the Global Fund, have centralized 
procurement this could be the main reason for any reduction 
in UNICEF’s procurement figures for HIV tests. UNICEF 
noted that there is no online database on prices for HIV 
diagnostics, to which the Chair commented that it would be 
useful to have a place where countries could compare prices.

The Chair pointed out that isolated forecasting for 
diagnostics should be triangulated in order to get more 
accurate results. For instance, it was noted that the World 
Bank procures about 2 million tests per year for India, and 
that this was not included in the data presented. 

On whether the PoC will replace conventional devices 
in the medium and long terms, it was noted that  some 
countries have taken on PoC and others not so much; 
additionally some countries think they still need the 
conventional capacity; and additionally there is always 
going to be a place for conventional technologies, for 
example in the reference laboratories. So, conventional 
testing will not be completely replaced by PoC.

Suggestions:

 Â Triangulate forecasting for diagnostics to get more 
accurate results

 Â Include World Bank data in the consolidated diagnostic 
procurement

 Â Future forecasts will be improved with an effort to 
collect procurement data from big countries in view 
of the importance of the volume of their HIV-related 
tests.

II ) Projections of the global demand for HIV diagnostics

Meghan Wareham from CHAI presented the CHAI 
Diagnostic Market Forecast for CD4, VL and EID tests for 
2014 - 2018: Methodology, assumptions, scenarios, and 
outputs.

She pointed out that the data were not complete and that 
they have used triangulation to improve the forecasting 
outcomes; data are from 22 countries including South 
Africa, India and China (all high-volume countries). 
The data are collected directly from countries and 
supplemented with other data sources where available.

On CD4 forecast, 20 million CD4 tests were done in 2014.  
PoC – currently 10% of the market - is likely to increase in 
market share to 20-30%. 

For VL forecasting countries have targets, but a lot will 
depend on the availability of funding.  

The forecast of EID could change depending on how 
countries take it up, and on other strategies to identify 
infants outside of PMTCT.

Eline Korenromp presented the Consolidated forecast of 
global diagnostic demand: RDTs, CD4, VL and EID tests 
for 2014–2018: Methodology, assumptions, scenarios and 
outputs on behalf of the Forecasting Technical Working 
Group. The sources of forecast data include CDC, CHAI, 
Global Fund, PfSCM, UNAIDS, UNICEF, USAID and WHO. 
Caution needs to be taken as projections were based on 
limited data from varying sets of countries and years, and 
there are various alternative scenarios giving indicative 
ranges; the objective is to allow and encourage producers 
and stakeholders to add data to improve projections.

In conclusion:

• Demand for CD4 tests is expected to continue to 
increase substantially, reaching 23-36 million by 2018.

• Demand for viral load tests will likely reach 15-30 
million by 2018. Most scenarios however remain below 
the need (per 90-90-90 scenario) for reaching the 90% 
viral suppression target. 
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• Demand for EID tests will likely grow. But, decreasing 
HIV prevalence among pregnant women will likely 
limit 2018 demand to less than twice the volume used 
in 2013.  

• The demand for RDTs is projected to increase by up to 
45% by 2018.  This is less than required to reach the 
90-90-90 targets.

• In view of resource constraints, advocacy for the 
uptake of HIV testing and Viral Load testing will be 
critical to reach the 90/90/90 targets.

Discussion and suggestions:

There was a question whether the forecasting had 
considered declining incidence in EID testing; CHAI replied 
that the assumptions that incidence is going down was 
factored in, adding that even if the incidence is going down 
forecast will continue to go up because of the number of 
mothers that are not yet reached.   

Joel Kuritsky commented that it is hard to do forecasts for 
devices; there is need to be cautious, especially for the 
very optimistic forecasts, given that current data shows 
sufficient instrument capacity. WHO has a long experience 
with forecasting ARV demand. This is only a starting 
point in diagnostic forecasts that will improve as we move 
forward, building on our experience with ARV global 
forecasts. 

Jos  Perriëns pointed out that there are alarming signals; no 
scenario forecast reached the 90-90-90 targets.   However, 
on the positive side, all forecasts predict at least a four-fold 
increase in VL uptake. He also called on companies to come 
forward if they think the forecasts are too optimistic or too 
pessimistic based on their own private company forecasts. 

A diagnostic manufacturer wondered if the money is 
there to fund the increase in uptake of HIV diagnostic 
services, or if WHO and partners were planning on asking 
manufacturers to reduce prices.   

Joel Kuritsky commented that both funds and affordable 
prices are needed. In addition in scaling up laboratory 
services properly there is  need for a strategy that includes 
coordinated procurement, maintenance of equipment, 
training of technicians, and improvement in the use of 
information systems for countries to scale up laboratory 
services.  

It was noted that there are a lot of devices in countries that 
are being underutilized and that companies should help 
countries improve the use of what is already available in 
country sites. It was observed by some participants that 
for advocacy the 90-90-90 scenario would be useful, but 
for producers, the ‘pessimistic’ scenarios are more relevant 
for planning purposes as they are closer to reality than the 
90-90-90 targets.

Suggestions:

 Â Be cautious while forecasting for diagnostic as there is 
no reliable source of data on laboratory services.

 Â Companies should help countries to technically 
improve the use of devices already available at country 
sites. 

 Â Use educational campaigns to increase uptake of VL

 Â Do forecasts by regions.

SESSION 3: Partners’ financial contributions
Chaired by Carlos Passarelli, UNAIDS, the session started 
with a presentation on PEPFAR 3.0 and the procurement of 
laboratory diagnostics by Joel Kuritsky, USAID. 

PEPFAR 3.0 is a strategy of sustainability and shared 
responsibility, the main objective being to accelerate core 
interventions for epidemic control. This would be reflected 
in a strategy that would be more targeted in order to 
increase the yield of patients living with HIV being tested 
and put on treatment.  

He called on diagnostic manufacturers to work 
collaboratively to reach the 90-90-90 goals, and to help 
with training workers for VL which will help in scaling up 
VL uptake. There is a need for all stakeholders to work 
together for better results; adding that achieving the 
90-90-90 goals will be a combined effort of countries, 
financing agencies, and manufacturers.

The USA government laboratory budget for rapid test kits 
might stay flat as PEPFAR 3.0 moves to a more targeted 
testing strategy, adding that quick results are possible with 
VL given that current use of VL is low.

Peter Ghys, from UNAIDS, gave a presentation on the 
international and domestic financial outlook for HIV 
diagnostics in the context of the 90-90-90 targets.                

By 2013, US$ 19.1 billion had been invested in HIV 
programmes, and that in 2015, a 20-fold growth in funding 
for the HIV response compared to 2000 is expected; adding 
that despite the financial crisis domestic and international 
funding has continued to grow.

Over the 2005-2013 period, domestic funding has steadily 
increased in low income countries (LIC), increased during 
2005-2010 followed by a relative plateau in lower middle 
income countries (LMIC), and increased in upper middle 
income countries (UMIC).

A new call was made to increase the impact of HIV 
investments by accelerating and intensifying the response. 
Testing is the first 90% and a very demanding one he said, 
adding that every year 2 million people acquire HIV and are 
not aware of their status for many years.



22

The resource gap between current spending on HIV testing 
and the recourses needed is estimated at US$ 2.1 billion by 
2016.

On ART labs (VL and CD4), there is a higher spending in 
UMICs  where ART coverage is higher and higher prices 
are paid for lab supplies. Public sector funding is high in 
low and moderate prevalence epidemics and UMICs, while 
international funding sustains lab monitoring of people on 
ART in most low- and lower-middle income countries.

He concluded that:

• Current levels of detection of people living with HIV 
and of laboratory monitoring of people on ART are 
low. 

• There are wide gaps to reach targets in all epidemic 
and income levels.

• In LMICs, financing for diagnostic testing is almost 
evenly distributed between domestic public and 
international sources. 

• Low and lower-middle income countries heavily 
depend on external funding.

• Diagnostic technologies, supplies and financing are 
crucial to attain ambitious targets

• To attain the first and third 90%, funding for 
diagnostics must grow at least five-fold;

• Economies of scale, community involvement, improved 
supply chains and some convergence of prices are 
needed to ensure expected results.

Mariatou Tala Jallow made a presentation on the Global 
Fund grants to scale up access to HIV diagnostics. 

The Global Fund’s financing model was established as part 
of the Global Fund’s strategy for 2012-2016, and is based 
on feedback from countries and partners about how the 
Global Fund could better help them.

Global Fund spent US$ 90 million on HIV diagnostics in 
2014, (US$ 40 million on rapid tests, US$ 5 million on CD4 
tests, US$ 500,000 on viral load, and US$ 200,000 on EID 
tests)

While the choice of specific technologies for VL will 
ultimately remain a country-led decision based on the 
needs of the programme, the responses to key elements 
of the tender will provide inputs into a decision making 
process to guide the competitive transparent selection of 
viral load technologies.

Transaction agreement content; cost, total cost, value 
for money; simplicity, clarity and transparency; presence, 
support, warranty, and training; contractual offering; 

acquisition models; technology characteristics; technology 
will all be considered in selection decision making.

Other characteristics in selection decision making could 
include: quantitative and/or EID; sample transportation; 
(sample type); existing VL & EID capacity in country; 
automated or manual, (ease of use); required throughput 
versus testing target; routine or targeted testing, 
(frequency); logistics: (cold chain, storage); sustainability 
of technology; polyvalent capability and innovations 
supporting programme uptake.

Robert Matiru, UNITAID made a presentation on the 
UNITAID’s financial contribution to scale up access to HIV 
diagnostics.  

UNITAID is changing its operating model, and will 
increasingly be working with private partners, adding 
that the task ahead to achieve 90-90-90 is still big.  A 
significant focus of UNITAID is in diagnostics – especially 
EID, and access to VL testing.  

UNITAID is working with partners to increase access to HIV 
self-testing through innovations to ensure quality assured 
products at low cost, optimization of  safe scale up and 
effective linkages to care and prevention for both general 
and key population.

UNITAID and partners are also working towards the best 
market strategies and packaging of HIV self-tests based 
on consumer preference and cost-effectiveness data. The 
challenge will be the full integration of HIV self-testing into 
national policy and algorithms which in turn will depend on 
the inclusion of HIV self-tests in the WHO guidelines.

Estimation for market size and growth projections and 
supporting harmonized regional regulatory approval 
framework should ease structural barriers and encourage 
market competition.

Discussion and suggestions:

A participant pointed out that in future the amount of 
funds spent on rapid diagnostics might stay the same or 
go down slightly, given the USA government strategy of 
moving away from sites which have not yielded results 
in the past and moving to high yield areas.  PEPFAR 
emphasizes the need to measure the performance of 
clinics at a subnational level with the goal to improve their 
performance and increase both the number of patients 
with HIV/AIDS who are tested and treated. Joel briefly 
mentioned that a multi-partner collaboration to work with 
countries to develop national viral load scale-up plans and 
development of implementing tools is also underway.  This 
effort will require the collaboration and coordination of 
donors, global partners, manufacturers and colleagues in 
country.
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Regarding the Global Fund mechanism, the Global Fund 
pointed out that once the grant is approved, the money 
goes to countries; if the country is part of the pooled 
procurement, the Global Fund does the procurement on 
behalf of the country, however if the country is not  a 
member of the pooled procurement the country does the 
procurement on its own. Some partners suggested that, for 
the 90-90-90 targets to be met, the funding needs to come 
through more quickly for all HIV-related diagnostics and 
not only for ARV medicines. Without HIV diagnostics, the 
ARV regimens used may be inappropriate: this is the case 
for people who remain on first line ART when they should 
be on second line. Funding is not enough: operational  
elements need to come into play as well: infrastructure 
improvements, sample transportation, logistics, 
uninterrupted supply of commodities required to perform a 
test, equipment maintenance, innovative technologies such 
as point of care testing, training and quality assurance. All 
these activities require adequate funding to increase test 
coverage and scale up access to good quality test results.

In conclusion, as the forecasts presented are based on 
limited data, they should be interpreted with caution.  In 
some areas, in particular HIV rapid testing, the available 
data is very weak, but in other areas the data seem strong. 
Diagnostic manufacturers can provide more information 
for triangulation to validate, correct or complete the 
assumptions and data used, possibly in one-to-one 
meetings as he understood they may not be at liberty 
to speak out in front of their competitors in a plenary 
meeting.

Suggestions:

 Â WHO will follow up with manufacturers to collect more 
ideas and more data to refine the forecasts.

SESSION 4: Panel discussion on addressing 
the challenges of regulation, quality and 
procurement of diagnostics 

I ) Regulatory and quality assurance aspects

Chaired by Robert Matiru, Director of Operations a.i., 
UNITAID, day two opened with a presentation by Anita 
Sands, WHO/EMP/PQT on the progress and challenges for 
the WHO Prequalification (PQ) of diagnostics. 

She explained that the process was streamlined in 2014 
with clear timelines for submission of information to 
WHO, including the two rounds of corrective action 
plans that allow for outstanding issues related to dossier 
and inspection requirements, and continuation of the 
usual procedure for laboratory evaluation with minimum 
performance criteria set.

WHO applies an abbreviated prequalification assessment in 
the following instances: 

• If a stringently assessed regulatory version is 
submitted for PQ.

• If a non-stringently assessed (rest of world) regulatory 
version of the product is submitted for PQ assessment 
but a stringently assessed regulatory version also 
exists, and there are no substantial differences 
between the two regulatory versions.

The assessment for the following risk classes is considered 
to be stringent:

• European Union Annex II, List A 

• US Food and Drug Administration Class III 

• Health Canada Class IV

• Therapeutic Goods Administration, Australia Class 4 

• Ministry of Health, Labour and Welfare, Japan Class III

For abbreviated assessment, a product dossier does not 
need to be separately submitted to WHO for review.  An 
abbreviated site inspection takes place, and the usual 
procedure is followed for laboratory evaluation. The HIV 
RDT market is relatively mature but there are specific 
challenges for HCV and HBsAg RDTs including:

• Most HCV and HBsAg RDTs are not validated for use 
with capillary whole blood.

• HBsAg RDTs require a large specimen volume (up to 
100µl) that cannot be accurately and reliably taken 
from a finger prick.

• Some products (HCV EIA and HBsAg RDTs) have 
already failed WHO PQ laboratory evaluation, and 
therefore have failed to meet WHO PQ requirements.  
Poor specificity for HCV EIAs and poor analytical 
sensitivity for HBsAg RDTs were the reasons. 

There are challenges for implementation of post market 
surveillance, including complaint handling procedures for 
resource-limited settings where regulatory controls are 
poorly enforced and manufacturers are unaware of their 
responsibilities. These challenges include:

• lack of complaint reporting by users to manufacturers;

• lack of manufacturer expertise for investigation of 
complaints, including scientific investigation and root 
cause analysis;

• sub-optimal field safety corrective actions which are 
sometimes suggested.

WHO guidance on post-market surveillance for IVDs will 
soon to be released.
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Rosanna Peeling, the London School of Hygiene and 
Tropical Medicine (LSHTM) presented the update on 
regional harmonization of diagnostic regulatory aspects. 
There are a lot of products that are not under any 
regulation. The market is flooded by many sub-standard 
products in Sub-Saharan Africa. She gave the recent 
example of products recently sold in one country for 
Ebola which were believed to be of sub-standard. Often 
products are sold without any evidence that they work; a 
lot of companies with good quality products do not want 
to compete in markets with sub-standard products or go 
through the trouble of registering them to compete is such 
markets.

There are legal frameworks in many countries but 
implementation is poor with pharmacists sometimes doing 
the regulatory work without sufficient regulatory skills. 
Post surveillance in many countries is on paper, in reality it 
does not exist.

The LSHTM has evaluated 10 sites selected randomly from 
Africa. Products are procured without any evidence that 
they work, and many companies with good quality products 
do not want to compete in markets with such substandard 
products or go through the trouble of registering them to 
compete in such markets. The UN Procurement list should 
be followed not only by international procurement agencies 
but also by national procurement agencies. 

The use of PoC diagnostics puts a lot of pressure on the 
health systems, despite all its advantages, for example 
ensuring that all PoC tests done in the field are done 
correctly, puts a lot  pressure on the regulation staff, 
adding that tests done in a lab are easier to regulate.

The LSHTM is building capacity for joint reviews in many 
countries and they will continue to support the pan African 
harmonization work. They are going to start working with 
Francophone countries and it is expected that CDC will 
support to include many countries.  In summary, it is noted 
that:  

• Regulation ensures the quality, safety and 
effectiveness of diagnostics to improve health 
outcomes;

• The Pan-African Harmonization Working Party 
(PAHWP) has been created within the African Union-
New Partnership for Africa’s Development (AU-NEPAD) 
agency to strengthen regulatory oversight through 
harmonized approaches;

• LSHTM through funding from UNITAID is committed 
to working with WHO, UNICEF, AU-NEPAD, PAHWP, 
ASLM and other partners to streamline and accelerate 
the evaluations and review of new HIV PoC tests; and   

• Ongoing support to AU-NEPAD, PAHWP and regional 
economic communities is key to improving the 
regulatory oversight of diagnostics in Africa.

Vincent Habiyambere (WHO/HIV/TCO) and Paula Fernandes 
(GSSHealth) presented the update of the WHO tool 
on efficient procurement of essential equipment and 
laboratory commodities.

The tool was developed to improve the current situation 
characterized by the fact that field people involved in 
the procurement of tools are sometimes non-laboratory 
workers and thus have limited knowledge in the area and 
in many cases price is considered before quality. In details, 
the goals of the tool are to:

• Support procurement of laboratory technology:

• enable purchasers and suppliers to understand end 
user requirements; and 

• provide detailed specifications to improve 
procurement.

• Support the production of test results by listing and 
quantifying all items needed to complete a test run:  

• all commodities;  

• required and optional accessories; and 

• other relevant data, such as shelf-life and 
installation.

In many cases laboratory technicians do not know-how to 
operate the machines or use the reagents, thus machines 
sit idle in labs and reagents expire. This tool is to help 
with this and it is revised annually to include or remove 
technologies added or removed from WHO, the Global Fund 
and USAID lists, and additional information will be included 
as it becomes available.

WHO will continue to liaise with manufacturers to update 
the tool and would appreciate their help in making sure the 
right products are on the list.

Next steps will be to:

• produce an online version,

• disseminate it through workshops and field visit, and 

• include it on partner websites and training workshops.

Discussion and suggestions:

On a question if there are any intentions of prequalifying 
syphilis diagnostics, Anita Sands responded that they do 
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not currently have funding to include syphilis in the WHO 
PQ Programme, furthermore this product category is not 
a stated priority of the WHO PQ Programme. On including 
TB diagnostics in the WHO PQ Programme, discussions are 
on-going between the relevant departments.

A participant asked if there is a limited number of products 
they take for prequalification? And if many products are 
submitted do they prioritize? The response was that there 
are sufficient staff to do prequalification, but discussions 
on scheduling are necessary. Companies  are encouraged to 
discuss with the PQ beforehand. 

On concern about too many procurement lists of 
diagnostics from different partners, Anita Sands admitted 
that there are many lists, but the list of products eligible for 
WHO procurement is the definitive list for the moment. 

A participant asked about the WHO PQ assessment for 
HIV self-tests, to which Anita responded that the WHO 
PQ Programme is able to accommodate products with this 
intended use.  

The HIV department is still gathering evidence to make a 
programmatic recommendation in favor of HIV self-testing 
but it encourages countries that undertake operational 
research to understand the benefits of HIV self-testing.

 A participant commented that site visits are expensive for 
WHO and time consuming for manufacturers; could WHO 
limit some of the visits to the sites? It was maintained that 
sites need to be inspected because a lot of irregularities 
are found during site inspections that affect the safety, 
quality and performance of the diagnostics for use in WHO 
Member States.

Regarding PQ partners, it was reported that there is an 
expert review panel and that the expert review panel 
assesses certain evidence and make a report to UNITAID 
and Global Fund.  This is a time-limited recommendation 
for procurement, with conversion to stringent regulatory 
approval or WHO PQ within one year.      

A question about LSHTM ability to engage with 
Francophone countries, Rosanna Peeling  responded that 
there are intentions to engage Francophone  countries, but 
more funds will be needed because all training materials 
are in English. 

Regarding the development of online procurement 
tool, there is a lack of funds to developed an on line 
procurement tool which can be updated as soon as a 
product is prequalified; a participant wondered how much 
money it would be, noting that the tool is very crucial 
l because sometimes countries procure half test kits/ 
incomplete test kits because they do not know all required 
reagents, consumables, etc., to perform a test.

Regarding inputs by manufacturers in the development of 
the procurement tool, it is essential to keep in mind that 
the list of products found in the tool concerns products 
from WHO diagnostic products approved for procurement 
by the UN, the USAID and the Global Fund including PQ 
products. 

CDC asked that the impact of the tool be measured. It is 
possible to measure the impact of the tool, by measuring 
how many people are using the tool, but it will be hard to 
measure impact in term of change in the country. For that a 
survey would be needed.

Suggestions:

 Â Decrease the number of lists by harmonizing all list of 
products approved for procurement.

 Â Put the procurement tool online for its easy update 
and measure impact (utilization of the tool).

II ) Panel discussion on procurement of diagnostics:
opportunities and challenges

Chaired by Shirley Lecher, Associate Chief CLP/ILB, CDC, the 
session opened with a presentation on the joint assessment 
mechanism for HIV and HIV-related diagnostics by WHO 
and USAID by Anita Sands, WHO/EMP/PQT. 

The work to harmonize the recommendations about 
particular diagnostics made by the USAID and WHO is in 
progress. The aim is to align WHO and the US government 
assessments and create one common quality assessment 
mechanism under a partnership agreement in order to 
reduce duplication of efforts for each organization and 
for the manufacturers, leverage each other’s resources for 
laboratory evaluation and to create one list of approved 
products.

To be eligible for WHO procurement, HIV, HCV, HBsAg 
IVDs must be WHO prequalified (or as a transition have 
passed the WHO Test Kit Evaluation Programme and have 
applied for WHO PQ) and malaria RDTs must pass WHO/ 
Foundation for Innovative New Diagnostics (FIND)  product 
testing on regular basis with intent to transition to WHO 
prequalification.

To be eligible for the US government procurement, HIV 
RDTs must pass CDC laboratory evaluation, CD4, VL must 
pass CDC laboratory evaluation, plus other criteria set by 
USAID, including provision for site inspection.

Sergio Carmona from South Africa presented country 
examples of quantification and forecasting of HIV 
diagnostics: methodology, scenario and assumptions.
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He shared the forecasting process in South Africa 
and explained why they do it. Forecasting should be 
aligned with the guidelines to avoid situations where 
the guideline changes when the forecast have been 
completed.

The success of accurate forecasting depends on good 
quality data, thus modeling should be cross-checked with 
in-country realities.

He concluded that:

• The science/art of forecasting has become more 
sophisticated and relies heavily on country data;

• Forecasting is a dynamic process that can be 
overtaken by guideline changes and availability of new 
technologies;

• The forecasting of laboratory commodities should be 
more closely linked to the forecasting efforts on ARVs;

• Closing the gap between forecast and real 
consumption requires clear understanding of in-
country barriers to expand ARV coverage and 
diagnosis or monitoring; and.

• Laboratory and PoC based HIV diagnostics mix still 
requires further modelling to find the most effective 
placement (impact and cost).

Tapiwa Kujinga from Zambia and representing the civil 
society gave a presentation on the approaches and 
successes in advocating for scaling up access to HIV 
diagnostics.

There are barriers to accessing health centers, health work 
force is inadequate, and there are financial barriers and 
logistical challenges in many countries. 

HIV testing is relatively available on demand in many 
health centers, there is only need to ensure sensitivity of 
the test to avoid false positives and false negatives and 
more friendly testing methods.

The cost of VL testing should be reduced to affordable 
prices even though the price is already low, it could be 
reduced further.

Several patients are not receiving their test results. It was 
suggested  to use the automated transmission of test 
results, as this could improve patient retention.

The shift to PoC is good for Africa especially in remote 
areas, PoC tests should be small, portable, durable, robust, 
and be able to run on alternative sources of power for 
example on solar. They should be easy to use, with a short 
turnaround time and high sensitivity and specificity.

Diagnostics are just coming into focus for civil society, and 
this is a good time to start lobbying the government to 
scale up diagnostic use at all levels. Sometimes diagnostics 
take second place after, ARV medicines; there is need 
to advocate to make sure governments understand the 
importance of laboratory monitoring. 

Discussion and suggestions:

A company participant wanted to know if harmonization 
will result in one list, to which Anita Sands responded that 
eventually it will become one list.

A participant asked how long it took South Africa to scale 
up VL, and wanted to know what the most important 
enablers were. Sergio Carmona responded that many 
organizations, CHAI and others, helped in the scaling 
up and the most important enablers were focus and 
coordination.

A participant was concerned about the cost–effectiveness 
of EID programmes. The number of infants infected is 
decreasing due to PMTCT interventions and at some point 
EID programmes will become less cost–effective, to which 
Sergio Carmona responded that as long as there will be HIV 
positive pregnant women, EID will be needed to confirm 
that the infant is free of HIV infection. 

A participant commented that, moving away completely from 
conventional CD4 to PoC would not be possible even if PoC is 
working very well. she would like to see CD4 not phased out 
completely. CD4 is still important in the overall immunological 
assessment of immunological status of the patient.

On lack of trained technicians in diagnostic testing, training 
could help; Roche does trainings but technicians change 
jobs, and new training is then needed. Training of the 
trainers might help to solve this problem.

It was pointed out that training should be a shared 
responsibility; it would be difficult for  manufacturers to 
be directly involved in training. It would be more useful to 
have trainers on the ground.

Sergio Carmona said that in South Africa it is a shared 
responsibility for suppliers and consumers/users; and both 
parties learn from the experience. He added that training 
should not only be for devices but also for guidelines, he 
suggested, for example health workers   involved with HIV 
patients should know when to do a VL test.

Suggestions:

 Â Train trainers to minimize the effects of high 
laboratory technicians turnover rate.
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Closing Remarks and next steps
Jos Perriëns made concluding remarks noting the lively 
discussion during the second day of the meeting, perhaps 
because it centered on things that matter in everyday life. 
He noted that things are moving in the areas of regulation  
and harmonization of procurement lists. On the problem of  
maintaining the human resource capacity  in laboratories, 
he noted the offer and current training activities from  
some manufacturers.

Several companies supplying advanced laboratory 
technology provide training of laboratory staff as part 
of the installation of their machines, and this is highly 
appreciated. 

He repeated his invitation to the manufacturers to discuss 
additional concerns and suggestions in one-to-one 
meetings.  

He thanked all participants for their participation and 
inputs and look forward to a continued collaboration.
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ANNEX 1: FINAL AGENDA

DAY ONE
THURSDAY, 09 APRIL 2015 AGENDA ITEM PRESENTER

08:00–09:00 Registration

09:00–09:30 Welcoming remarks Andrew Ball, Senior Adviser on 
behalf of Gottfried Hirnschall,
Director, HIV Department

09:30–10:30 Objectives of the meeting
Introduction of participants

Joseph Perriëns,
Coordinator, WHO/HIV/TCO

I. Panel on Access to Diagnostics and Testing: Global 
guidance for innovation

Chair: Jos Perriëns, Coordinator, HIV/TCO

Current and future HIV testing approaches and operational 
implications on testing uptake (15 minutes)

Rachel Baggaley
WHO/HIV/KPP

WHO guidelines on the use of CD4 and VL tests for initiation 
and monitoring of ART (15 minutes)

Meg Doherty
WHO/HIV/TAC

The role of simplified diagnostics in hepatitis treatment scale 
up (15 minutes)

Stefan Wiktor
WHO/HIV/GHP

Increasing quality-assured HIV diagnostics internationally (15 
minutes)

Shirley L. Lecher
CDC

Expanding access to diagnostics: Initiatives impacting the rate 
of scale up (15 minutes)

Meghan Wareham
CHAI

Discussions: questions and answers All participants

10:30–11:00 COFFEE/TEA BREAK

11:00–12:30 II. Forecasts of diagnostic global demand 2014–2018

Chair: Joel Kuritsky, Medical Adviser, USAID

1. Procurement and use of HIV diagnostics

Results of 2014 WHO survey on diagnostic use and trends of 
CD4 and VL technologies from 2011–2013 (15 minutes)

Vincent Habiyambere
WHO/HIV/TCO

HIV diagnostics (RDTs, CD4, VL and EID) procurement made 
by UNICEF, 2011–2015(15 minutes)

Lama Ramzi Suleiman
UNICEF

Quantification: Historical procurement informing forecasts 
and programmatic influencers and forecast for 2016–2017 (15 
minutes)

Jason Williams
SCMS

Consolidated diagnostic procurement made by WHO, UNICEF, 
the Global Fund and SCMS, 2011–2014 (15 minutes)

Mercedes Pérez González
WHO/EMP/PQT

12:30–14:00 LUNCH BREAK

Chair: Joel Kuritsky, Medical Adviser, USAID

2. Projections of the global demand for HIV diagnostics
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14:00–15:00 CHAI Diagnostic market forecast for CD4, VL and EID tests 
for 2014–2018: Methodology, assumptions, scenarios and 
outputs (30 minutes)

Meghan Wareham and Paolo 
Maggiore
CHAI

Consolidated forecast of global diagnostic demand: RDTs, 
CD4, VL and EID tests for 2014–2018: Methodology, 
assumptions, scenarios, and outputs (30 minutes)

Eline Korenromp
On behalf of the Forecasting 
Technical Working Group

Discussions: questions and answers All participants

15:00–17:30 III. Partners’ financial contributions

Chair: Carlos Passarelli, Treatment Expert, UNAIDS

1. Financial contributions

PEPFAR 3.0 and procurement of laboratory diagnostics (15 
minutes)

Joel Kuritsky
USAID

International and domestic financial outlook for HIV 
diagnostics in the context of 90-90-90 target (15 minutes)

Peter Ghys
UNAIDS

16:00–16:30 COFFEE/TEA

16:30–17:30 Global Fund grants to scale up access to HIV diagnostics (15 
minutes)

Mariatou Tala Jallow
Global Fund

UNITAID Financial contribution to scale up access to HIV 
diagnostics (15 minutes)

Robert Matiru
UNITAID

Discussions: questions and answers All participants

Wrap-up of the day Joseph Perriëns
WHO/HIV/TCO

DAY TWO
FRIDAY, 10 APRIL 2015

9:00–10:30 IV. Panel discussion on addressing challenges of 
regulation, quality and procurement of diagnostics

Chair: Robert Matiru, Director of Operations a.i., UNITAID

1. Regulatory and quality assurance aspects

Update on progress and challenges for prequalification of 
diagnostics (15 minutes)

Anita Sands
WHO/EMP/PQT

Update on regional harmonization of diagnostic regulatory 
aspects (15 minutes)

Rosanna Peeling
LSHTM

Update of WHO tool on efficient procurement of essential 
equipment and lab commodities (15 minutes)

Vincent Habiyambere & Paula 
Fernandes
WHO/HIV/TCO & GSSHealth

Discussions: questions and answers All participants

10:30–11:00 COFFEE BREAK

11:00–13:00 2. Panel discussion on procurement of diagnostics: 
opportunities and challenges

Chair: Shirley L. Lecher, Associate Chief CLP/ILB, CDC

Harmonization of the lists of HIV diagnostic products procured 
by the Global Fund, United Nations and USAID (15 minutes)

Anita Sands
WHO/EMP/PQT
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Country examples of quantification and forecasting of HIV 
diagnostics: methodology, scenario and assumptions (15 
minutes)

Sergio Carmona
South Africa

Approaches and success in advocating for scaling up access to 
HIV diagnostics (15 minutes).

Tapiwa Kujinga
South Africa

Questions and answers All participants

Closing remarks Joseph Perriëns
WHO/HIV/TCO

13:00–14:00 LUNCH BREAK

14:00–18:00 Individual meetings
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ANNEX 2: LIST OF PARTICIPANTS

DIAGNOSTIC MANUFACTURERS

Abbott GmbH & Co. KG
Frans (Max) Marx 
Market Development Manager 
International Agencies
AMT – Emerging Markets
Max-Planck-Ring 2
Wiesbaden 65205
Germany

Martin Adelmann
Senior Manager
Strategic Marketing
250 S. Kraemer Boulevard 
Brea , CA 92822
USA

ACCESSBIO
Seung-uk-Yoo
65 Cycle Road, Suite A
Somerset, NJ 08873
USA

Beijing Wantai Biological Pharmacy Enterprise 
Delemir Delev
Beijing 
China

Alere
Rachel O’Shea  
Global Product Director
HIV Screening & TB
Infectious Disease Business Unit
2 Benvoirlich Estate
Curraheen Road
Bishopstown
Cork
Ireland

Biocentric
Marc Tordjeman
854 Baseline Pl Unit B, 
Brighton, CO 80603
USA

BD Biosciences
Daniel Bitoun
Business Sales & Marketing Manager
West Africa/C.M.A
Dorp 86-9320 Erembodegem
Belgium

bioMérieux SA
Maria-Fernanda Ruiz
Global Product Manager
Clinical Unit
Infectious Disease Global Marketing
Chemin de l’Orme
69280 Marcy l’Etoile
France

Sylvain Tallet
Account Manager
North, West & Central Africa Area Manager 
11, rue Aristide Bergès, 
38801 Le Pont de Claix
France

Gabriel Pedone
Director, Global Marketing
Infectious Diseases
Chemin de l’Orme, 
69280 Marcy l’Etoile
France

Beckman Coulter, Inc
Samuel (Tony) Boova
Director Alliance Development
Global Cytometry Business Unit
250 S. Kraemer Boulevard 
Brea , CA 92822
USA

Cécile Trinh
Public Health Relationships Manager
Chemin de l’Orme
69280 Marcy l’Etoile
France
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BioLytical Laboratories 
Emaleah Shackleton
Assistant Director, Sales Marketing & Customer Relations
1108-13351 Commerce Parkway
Richmond, BC 
Canada V6V 2X7

Cavidi 
Fabio Baglioni
Vice President, 
Global Sales and Marketing
Virdings Allé 2
SE-754 50 Uppsala
Sweden

Bioneer Inc.
Green Lee
Kogle Allé 2
DK- 2970 Hørsholm
Denmark

Cepheid 
Philippe Jacon
President
Cepheid HBDC (High Burden & Developing Countries)
Vira Solelh
81470 Maurens Scopont,
France

Bio-Rad
Sandra Magalhaes
Quotes  & Tenders Specialist 
Sr NGO & Assemblers 
3 boulevard Raymond Poincaré
92430 Marnes la Coquette 
France

Martin Colla 
Programme Director Asia
Vira Solelh,
81470 Maurens Scopont,
France

Denis Coulet
Director of Sales
Emerging Markets Sales Organisation
Clinical Diagnostics Group (CDG)
3 boulevard Raymond Poincaré 
92430 Marnes la Coquette
France 

Chembio Diagnostics Systems
Michael Steele 
Vice President
Sales, Marketing & Business Development
3661 Horseblock Road
Medford, NY 11763
USA

Cyrille Schreider
Marketing Manager Emerging Markets
Clinical Diagnostics Group ( CDG)
3 boulevard Raymond Poincaré  
92430 Marnes la Coquette
France

Daktari Diagnostics
Betsy Wonderly
Director,
Global Marketing Sales & Commercial Programmes
85 Bolton Street, Cambridge, MA 02140
USA

Calypte Biomedical Corporation 
Guido Lippoli 
Director Sales and Marketing
Via Spadolini 12/C
20141 – Milan
Italy

DiaSorin S.p.A.
Roberto Meda, 
Global Senior Director Molecular Sales 
Turin  
Italy

Khatuna Janjalia
President
Geneva Branch
2, Rue de Jargonnant
1207 Geneva
Switzerland

EY Laboratories
Christina Chu
107 North Amphlett Blvd.
San Mateo, CA. 94401
 USA
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Fujirebio Europe N.V.
Eric Solleveld 
Marketing Manager
Technologiepark-Zwijnaarde 6
9052 Gent
Belgium

Perkin Elmer 
Maarit Merla
Waltham, MA
USA

Hangzhou Biotest Biotech Co., Ltd.
Ellen Gao 
Vice President
New Century Tower
3766 Nanhuan Rd
Binjiang, Hangzhou
China

Premier Medical Corporation 
Neil Mehta
President
5055 East 48th Avenue
Denver, CO 80216
USA

Helvetica Health Care 
Antonio Nuzzo
Halle de fret
Case postale 1158
1211 Genève 5/GE
Switzerland

Matt Soens 
Vice-President
Business Development
5055 East 48th Avenue
Denver, CO 80216
USA

Hema Diagnostic Systems
Larry Salvo
10102 USA Today Way
Miramar, FL 33025
USA

Roche
Beverley Goede
Senior International Product Manager
HIV and Emerging Markets
Roche Molecular Systems
4300 Hacienda Drive
Pleasanton, CA 94588
USA

Omega Diagnostics Limited
Andrew Shepherd
Omega CEO
Omega House, Hillfoots Business Village
Alva, Clackmannanshire
FK12 5DQ 
United Kingdom

Shabnam Zavahir
HIV Programmes Manager
Anglophone Sub-Sahara
9 Will Scarlett Road
Fernadale
Randburg, 2126
South Africa

Mike Iddon
Global Health Business Development Director
Omega House, Hillfoots Business Village
Alva, Clackmannanshire
FK12 5DQ 
United Kingdom

Savyon Diagnostics 
Shimon Gross 
Director, Sales & Marketing
3 Habosem Street
Ashdod, 7761003
Israel

OraSure Technologies 
Brian Reid
Vice President, International Sales
OraSure Technologies Inc.
220 East First Street, 
Bethlehem, PA 18015 
USA

Siemens Healthcare Diagnostics 
Maria Bichler
Head of Sales 
Siemens Healthcare Diagnostics 
Zürich Area
Switzerland

Span Diagnostics 
Pranav Naik
173-B, New Industrial Estate, Road No. 6-G
Udhna, Sura-394 210
Gujarat
India

Sysmex Partec GmbH
Dirk Colditz
Director, Regulatory Affairs and Quality Management
Am Flugplatz 13, 02828 Görlitz
Germany
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David Bastien
Director Sales and Marketing
Am Flugplatz 13,02828
Görlitz
Germany

Trinity Biotech
Mícheál Roche
IDA Business Park 
Bray
Co Wicklow
Ireland

PARTNERS

Clinton Health Access Initiative (CHAI)
Randy Allen
Global Markets Team
383 Dorchester Avenue, Suite 400 Boston
MA 02127
USA

USAID
Joel Kuritsky
Medical Advisor
USAID - GH/OHA/SCMS
2100 Crystal Drive
Arlington, VA 22202
USA

Paolo Maggiore
Senior Manager
Global Laboratory Services Team
New York, NY 02127
USA

Centers for Disease Control and Prevention (CDC)
Shirley Lee Lecher, MD.MPH.
Associate Chief for Clinical Laboratory Practice
International Laboratory Branch
Division of Global HIV/AIDS
Atlanta, Georgia
USA

Meghan Wareham
Diagnostic Access Team
New York, NY 02127
USA

Partnership for Supply Chain Management (PFSCM)
Peter Smith
SCMS-PSA Pharmaceuticals
1616 N. Fort Myer Drive, 12th Floor
Arlington, VA 22209–3100
USA

Global Scientific Solutions for Health (GSSHealth)
Paula Fernandes
1101 E. 33rd Street, Suite E301
Baltimore MD 21218
USA

Jason Williams
Diagnostic Adviser
1616 N. Fort Myer Drive, 12th Floor
Arlington, Virginia 22209–3100
USA

UNICEF
Lama R. Suleiman 
Contracts Manager, Malaria Prevention and Diagnostics Unit 
Health Technology Centre
UNICEF Supply Division
Nordhavn, DK-2150 Copenhagen
Denmark
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Expertise France 
Cristina d’ALMEIDA
Market Analyst
1, Quai de Grenelle
75015 Paris
France

The Global Fund to Fight AIDS, Tuberculosis and 
Malaria
Mariatou Tala Jallow
Head of Direct Procurement
Chemin de Blandonnet 8 
1214 Vernier – Geneva
Switzerland

London School of Hygiene and Tropical Medicine 
Professor Rosanna Peeling
Chair Diagnostics Research
Keppel Street
London WC1E 7HT
United Kingdom

Uran Badarch
Chemin de Blandonnet 8 
1214 Vernier – Geneva
Switzerland

Maurine Murtagh
CEO, International Diagnostics Centre
London School of Hygiene and Tropical Medicine
Keppel Street
London WC1E 7HT
United Kingdom

Martine Guillerm
Chemin de Blandonnet 8 
1214 Vernier – Geneva
Switzerland

Avenir Health (Previously Futures Institute)
Eline Korenromp
Senior Modeler & Advisor 
1 Route de Morillons / 150 Route de Ferney (WCC, Office 
164)
CH-1211 Geneva 2
Switzerland

UNITAID
Robert Matiru
Director of Operations a.i 
20 Avenue Appia
1211 Geneva 27
Switzerland

IDA Foundation
Daan Istha
Director of Purchasing
35 Slochterweg, 1027 AA
Amsterdam
The Netherlands

International AIDS Society
Marissa Vicari
International AIDS Society
Avenue de France 23
CH-1202 Geneva
Switzerland

Kathryn Kempton
Product Manager
HIV/AIDS
Slochterweg 35, 1027 AA
Amsterdam
The Netherlands

Sébastien Morin
Research Officer
Industry Liaison Forum
International AIDS Society
Avenue de France 23
CH-1202 Geneva
Switzerland

Pan-African Treatment Access  Movement 
Tapiwanashe Kujinga
Director
11th floor Club Chambers
85 Nelson Mandela Avenue
Harare
Zimbabwe

National Health Laboratory System South Africa
Sergio Carmona
Pathologist
National Priority Programme
HIV & Haematology Molecular Laboratory
Dept. of Molecular Medicine
and Haematology
WITS Medical School
Johannesburg
South Africa
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Joint United Nations Programme on HIV/AIDS (UNAIDS)
Peter Ghys
Director, Strategic Information and Evaluation Department
20 Avenue Appia
1211 Geneva 27 
Switzerland

Carlos A. Passarelli
Senior Expert Treatment
Science for Action / Evidence, Innovation Policy / UNAIDS
20 Avenue Appia
1211 Geneva 27  
Switzerland

SECRETARIAT
WORLD HEALTH ORGANIZATION

Health Systems and Services Cluster

Essential Medicines and Health Products Department
Anita Sands
EMP Department, EMP/PQT
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Rachel Baggaley
Coordinator
Key Populations and HIV Prevention (KPP)
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Mercedes Perez Gonzalez
EMP Department, EMP/PQT
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Stefan Wiktor
Team Leader
Global Hepatitis Programme 
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

HIV/AIDS, Tuberculosis, Malaria and Neglected 
Tropical Diseases Cluster (HTM)

Department of HIV/AIDS and Global Hepatitis 
Programme
Gottfried Hirnschall
Director
HIV Department
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Philippa Easterbrook
Global Hepatitis Programme 
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Andrew Ball
Senior Advisor
HIV Department
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Nathan Ford
HIV Treatment and Care 
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Joseph Perriëns
Coordinator
HIV Technologies and Commodities
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Marco Vitoria
HIV Treatment and Care 
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Meg Doherty
Coordinator
HIV Treatment and Care (TAC)
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Martina Penazzato 
HIV Treatment and Care 
20 Avenue Appia
CH-1211 Geneva 27
Switzerland
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Vincent Habiyambere
HIV Technologies and Commodities 
20 Avenue Appia
CH-1211 Geneva 27
Switzerland

Rapporteur 
Olive Nakakeeto
Procela Partners Limited
6 Foxrock Court, Kill Lane Foxrock
Dublin 18
Ireland

Boniface Dongmo Nguimfack
HIV Technologies and Commodities 
20 Avenue Appia
CH-1211 Geneva 27
Switzerland
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