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A B S T R A C T

Low-and middle-income countries (LMICs) account for a significant proportion of the burden of disease for 
communicable illnesses globally; with malaria, tuberculosis (TB), and HIV/AIDS being the leading causes of 
death. Despite this disparity, LMICs often have limited or delayed access to newer optimal health products 
compared to high-income countries (HICs). This limitation in access, driven by a myriad of barriers, undermines 
the potential health benefits that could be gained in LMICs through the introduction of better health products. To 
improve this inequity, governments in HICs, non-governmental organizations, and pharmaceutical companies, 
often resort to establishing donation programs for LMICs, to circumvent some of the access barriers. While well- 
implemented donation programs have the potential to improve access to new products, poorly executed donation 
programmes are common. These often have negative effects such as: overreliance on donations by recipient 
countries, dumping of short-dated or unwanted products, costs of waste disposal where unsuitable or excess 
products are received, and a lack of focus on access sustainability planning. Unitaid’s early market access vehicle 
(EMAV) is an innovative demand-driven access model for introducing new optimal health commodities in LMICs. 
An EMAV entails a conditional purchase commitment to the manufacturer for a defined quantity of selected 
products in exchange for a set of access commitments, required to facilitate equitable access in the target 
markets. EMAVs are designed to link catalytic donations to pathways for sustainable access. Unitaid, in 
collaboration with its partners, has leveraged the EMAV to introduce two innovative health products in a number 
of LMICs. This article discusses the EMAV model and builds the case on why stakeholders working on new 
product access should consider this approach as an alternative to traditional donation programmes.

1. Background

Low-and middle-income countries (LMICs) account for a significant 
proportion of the burden of disease for communicable illnesses globally; 
with malaria, tuberculosis (TB), and HIV/AIDS being the leading causes 
of death [1,2]. Despite this disparity, LMICs often have limited or 
delayed access to newer optimal health products compared to high- 
income countries (HICs) [3]. These access limitations, driven by a 

myriad of issues, undermine the potential benefits that could be gained 
in LMICs from the introduction of better health products. Examples of 
these barriers include: the cost of the new health product could be higher 
compared to the existing standard of care; stakeholders in the country of 
use may have concerns driven by lack of experience with the product 
and consequently low or uncertain demand; or that the process for 
transition or introduction of the new product is perceived to be laborious 
and costly [4,5]. To circumvent some of these access barriers, 
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governments in HICs, non-governmental organizations, and pharma-
ceutical companies, often resort to establishing donation programs for 
LMICs to foster equity in access [6].

While well-implemented health donation programs have the poten-
tial to improve access to new products, a significant number of donation 
programs have been fraught with several challenges [7,8]. These include 
poor forecasting, inappropriate product type, misaligned timing of 
donation with required changes in policy to support the new product, 
gaps in resourcing national programmes for implementation, frag-
mented and uncoordinated donor efforts, etc [8–10]. The result in many 
cases is a slow uptake of donated products, and poor outcomes in terms 
of expected impact. Poorly executed donation programs may also create 
an enabling environment for practices such as dumping of products 
which may be short-dated in addition [11]. Dumping − donating un-
needed (or more than needed) − products has resulted in the reluctance 
of many governments in LMICs to accept donations, deepening the ac-
cess challenge [8]. Governments have cited the reputational risk of huge 
expiries, disposal fees accrued from the expiry of short-dated or exces-
sive volumes, and a lack of focus on sustainability planning when the 
donation programme ends as some of the reasons for such reluctance 
[8]. Although the World Health Organization (WHO) has established 
guidelines to help address these challenges with medical donations, a 
review conducted in 2018 showed that most donation programmes still 
did not comply with the WHO guidelines [7]. Unitaid, in line with its 
mandate of accelerating access to innovative health products, identifies 
the importance of catalytic product introductions with clear sustain-
ability pathways as vital, and hence designed an innovative approach 
that seeks to address some of the aforementioned challenges.

Unitaid’s early market access vehicle (EMAV), implemented through 
Unitaid’s grant implementers, is an innovative demand-driven access 
model for introducing new optimal health commodities in LMICs. The 
model is designed to link catalytic donations to pathways for more 
sustainable access, including support for integrated programmatic use in 
LMICs. This paper presents the EMAV, discusses its wider impact on 
accelerating adoption, uptake, and market maturation for public health 
products, and why stakeholders working on new product access should 
consider this approach as an alternative to traditional donation 
programmes.

2. The early market access vehicle

The EMAV is designed as a market intervention mechanism to sup-
port the introduction of new innovative public health commodities in 
LMICs. An EMAV entails a conditional purchase commitment to the 
manufacturer for a defined quantity of products in exchange for a set of 
access commitments (affordable pricing, quality assurance, country 
registration, production volumes etc.) required to facilitate equitable 
access in the target LMIC markets. In contrast to regular donation pro-
grams, an EMAV is catalytic, secures access commitments, and employs 
a demand-driven approach for the target product. EMAVs also differ 
from conventional volume guarantees since the target commodity is 
provided at no product cost to participating governments from the 
outset. This improves the potential for buy-in and adoption, and possible 
transition to sustainable procurement by countries. Furthermore, the 
manufacturer supplies only quantities governments and partners from 
target countries demonstrate commitment to absorb and sustain.

An EMAV is usually part of a larger programmatic grant initiative 
aimed at improving access to health products across a selection of 
LMICs. The funding partner for the EMAV secures the desired access 
terms in exchange for a commitment to fund up to an agreed volume of 
commodity procurement from the manufacturer within a defined 
timeframe. Eligible countries are then invited to apply to the EMAV for 
the target product, following a call for expressions of interest. Countries 
are expected to cover shipping and other costs required to deliver and 
utilize the product in their local settings. Exceptions may be made for the 
funding partner to cover shipping costs, but to encourage shared 

ownership, country implementation costs are usually not supported 
through an EMAV. EMAVs allow participating countries to rapidly gain 
programmatic experience on the innovative product, on the condition 
that an informed decision will be taken on adoption and subsequent use. 
This is achieved through the facilitation of user experience with 
healthcare workers (HCWs), generation of local evidence where neces-
sary to inform scale-up, and ultimately, establishing the use case for 
introducing and scaling the product. The ideal target product for an 
EMAV will be an innovation with significant benefits over the current 
standard of care, is recommended by the WHO but not widely used in 
LMICs due to certain access barriers such as cost, feasibility, and ques-
tions on use. Country-led programmatic support is also vital for the 
success of an EMAV. The Unitaid grant implementer sets up and man-
ages the EMAV. The process of operationalizing an EMAV usually entails 
the following steps:

2.1. Global access agreement

Manufacturers are engaged through an open competitive process for 
a partnership with Unitaid and the grant implementer. This applies 
where there is more than one manufacturer for an innovative product, 
however direct engagement is employed where there is only one 
manufacturer for the innovation. A global access agreement (addressing 
relevant access barriers) is negotiated with a willing manufacturer, and 
a contract is signed with Unitaid, or the grant implementer as deemed 
appropriate. The terms of the agreement would cover elements such as 
quality assurance, country registration requirements, price, and volume 
expectations as relevant for the specific use case or target markets for the 
product. The obligations of Unitaid and the grant implementer are also 
defined in the agreement.

2.2. Expressions of interest (EOI) and selection

The call for EOI from eligible countries covers the terms and condi-
tions of the EMAV; indicative global procurement quantity, duration, 
selection criteria, reporting requirements, application process, 
frequently asked questions, etc. Eligible countries are expected to ex-
press interest indicating the quantity, assumptions and intended 
coverage. A critical selection criterion is a commitment from the 
receiving government to scale up the new product, through sustainable 
financing of subsequent orders should it prove to be suitable for the local 
setting. It should be noted that this is a commitment to an informed 
decision, and not a compulsion of the government to adopt and scale up 
the product if found unsuitable.

2.3. Managing the EMAV

The designated partner managing the EMAV supports and co-
ordinates the logistics required for the operation of the EMAV. These 
will include ensuring products are available from the manufacturer and 
meet government guidelines for receiving donated commodities (e.g., 
remaining shelf life), facilitating purchase orders, review of progress 
reports and ensuring plans for a sustainable transition of product pro-
curement are on course. Fig. 1 presents a simple.

3. Case studies: Unitaid-funded EMAVs for novel health 
products

As of April 2023, Unitaid through its partners had utilized the EMAV 
model to successfully introduce two innovative health products in 
LMICs: 

1. EMAV for the VISITECT® CD4 Advanced Disease test: Developed by 
Omega Diagnostics, and now owned by AccuBio, VISITECT® is the 
world’s first true point of care lateral flow assay test that does not 
require an electronic device to produce a CD4 count result. A CD4 
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test is recommended by the WHO for all people living with HIV 
(PLHIV) initiating or re-initiating antiretroviral therapy or failing 
treatment, to identify persons with advanced disease who have a 
heightened mortality risk and require further interventions depen-
dent on the CD4 count result [12]. To accelerate introduction in 
LMICs, Unitaid and the Clinton Health Access Initiative (CHAI) 
launched the flagship EMAV for the VISITECT test. Unitaid, CHAI, 
and Omega Diagnostics established an innovative access agreement 
in 2020 that enabled governments and partners in 138 countries to 
access VISITECT® at $3⋅98 Ex Works (EXW) per test [13]. This ac-
cess price, inclusive of a 34 % reduction on the standard cost, stood 
as the lowest cost for a CD4 test anywhere in the world [13,14]. The 
agreement also included volume availability and quality assurance 
targets for the manufacturer. Unitaid committed to procure up to 
500,000 tests through the access agreement, enabling successful 
EMAV applicants to receive the test at no product cost [15]. High-
light of the terms and conditions for the VISITECT® EMAV is shown 
in Fig. 2 [15]. An EOI was published in April 2020 with the following 
key selection criteria: prior experience in AHD screening and treat-
ment, evidence of a gap in the applicant country’s CD4 network that 
could be filled by VISITECT®, availability of other elements of the 
package of care for AHD, and a plan for transition to sustainable 
procurement of VISITECT® should the ministry of health find the 
product a good fit for the country program [15]. The VISITECT® 

EMAV was active from April 2020 through December 2021 for ap-
plications, while the delivery of tests continued through December 
2022.

2. EMAV for blood-based HIV self-tests (HIVST): Self-testing has shifted 
the paradigm for HIV testing [16]. Apart from offering an alternative 
personal option for PLHIV to find out their status and access anti- 
retroviral treatment services, self-testing offers an important entry 
point to HIV prevention services for those testing negative [17]. As a 
result, Unitaid and Population Services International (PSI) in 2020, 
launched an EMAV for HIVSTs to drive equitable access to these 
diagnostics [18]. After a request for proposals process, two HIVST 
products from Viatris (manufactured by Atomo Diagnostics Limited), 
and Abbott were selected for the access expansion program, with 
Unitaid committing resources to procure up to 1 million tests across 
high-priority LMIC markets to stimulate in-country demand [18]. 
The pricing agreement between Unitaid, PSI, and Viatris was 
launched first, and secured a reduction in the EXW unit price from 
$3⋅40 to $1⋅99 per test in 135 LMICs [18]. In 2022, rising gas prices, 
inflation, and other geopolitical factors had a significant impact on 
supply chain costs, and as a continuation of the work under the 
EMAV initiative, a pricing agreement was established with Abbott to 
offer their SRA-approved HIVST for a fixed landing cost, under the 
Carriage and Insurance Paid To (CIP) incoterm [19]. The EMAV for 
HIVST pricing agreement is valid through December 2026 and is 
accessible to country governments, UN organizations, not-for-profit 
organizations, public health financing mechanisms, and procure-
ment agents in line with the cap listed earlier.

4. Impact and key takeaways

At the close of the VISITECT® EMAV, over 210,000 tests had been 
ordered across 12 LMICs with direct participation in the initiative 
(Programmatic data, Clinton Health Access Initiative, Boston, MA, USA 
2023). Following the EMAV, at least five of these countries have initi-
ated the implementation of VISITECT at scale, with the procurement 
transitioned to sustainable funding. We expect this number to grow, as 
countries finalize national CD4 strategy and procurement planning. As 
at October 2022, 44 countries had introduced the product and order 
volumes (via the EMAV and its accompanying negotiated access price) 
stood at 480,000 tests [20]. By December 2022, AccuBio stated that, 
EMAV volumes, combined with procurement following the EMAV, had 
reached 736,650 VISITECT® tests ordered and distributed (Bannister J. 
2023. Email to James Conroy, 7 June). In further demonstration of wider 
access, the two largest procurers of HIV commodities globally; The US 
President’s Emergency Plan for AIDS Relief (PEPFAR), and the Global 

Fig. 1. Summary of the EMAV.

Fig. 2. Highlights of terms and conditions of the VISITECT EMAV.
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Fund, have both listed VISITECT® as a focal product, and procure the 
test in several countries [21,22].

While the EMAV approach cannot be said to be entirely responsible 
for these gains, it made major contributions. This experience has shown 
that the model has the potential to catalyse access over a relatively short 
duration, and where properly executed, aid transitioning to sustainable 
procurement by recipient countries. An EMAV is also cost saving, since a 
34 % price reduction was secured and carried through for all tests 
procured from the manufacturer, including the 526,650 tests not paid 
for by Unitaid. In addition, following the close of the EMAV, in 
December 2022, the cost of VISITECT® has remained at $3⋅98 per test 
with no further intervention [23]. This is evidence of the fact that an 
EMAV can contribute significantly to affordability, price stability and 
market maturation of a new health product.

Similarly, pricing agreements in the HIVST EMAV have resulted in 
cost savings for public sector procurements in eligible LMICs and insti-
gated some competition among the quality-assured products to reduce 
pricing [18,24]. Before the HIVST EMAV in 2020, the average unit cost 
for a quality assured HIVST was $3, however, following the interven-
tion, the average unit cost was reduced to $2 per test [24]. Fig. 3 shows 
the unit cost of HIVSTs before and after the EMAV agreement in 2020, 
demonstrating the wider impact on the market (Population Services 
International, Cape Town, South Africa 2023).

Furthermore, following the HIVST EMAV initiative, three out of the 
six quality-assured manufacturers in 2022 agreed to extend the public 
sector pricing to willing public–private sector platforms such as com-
munity pharmacies in Nigeria, Uganda, and South Africa [24]. This price 
extension for public health impact is expected to make products more 
affordable in the targeted private sector platforms, and significantly 
increase HIVST uptake. This is also evidence of the wide-reaching po-
tential of the EMAV model for improving product access in LMICs [24].

Another benefit of the EMAV strategy is its demand-driven design. 
With countries or recipients being responsible for the request and 
quantification for the new commodity, EMAVs reduce the risk of expe-
riencing donation of unwanted or excessive product volumes; a common 
challenge with standard donation programs [7,8]. While EMAVs may 
face the risk of overestimated requests, an attempt at mitigating this risk 
is made through the validation process that occurs during the review of 
applications. The requirement for applicants to bear PSM costs (which 
increases with product volume), also helps to mitigate this risk. The risk 
of dumping short-dated products; another drawback of donation pro-
grams,7,8 is also reduced, since EMAVs by design, align with country 
guidelines for receiving health commodities including thresholds for 
remaining shelf life set by countries.

Finally, following the successes above and consultations with Uni-
taid, the Children’s Investment Fund Foundation and The Global Fund 
have launched an EMAV to facilitate the introduction of a new HIV 
prevention product. The authors consider this a further testament to the 
potential of this new product introduction model [25,26].

5. Limitations

While the EMAV is an innovative evolving model for improving ac-
cess to new commodities in LMICs, it is not without its perceived limi-
tations. An EMAV may not be suitable for engaging all LMICs, as some 
countries may not be able to afford the PSM and other programmatic 
costs required to roll out a new commodity. Further, EMAVs may not be 
suitable for special use case products without the substantial demand 
needed to support the desired access conditions through a market 
intervention.

6. Conclusion

The authors believe that the EMAV model holds significant promise 
for improving sustainable and equitable access to innovative public 
health products in LMICs. The EMAV has catalysed access to two inno-
vative health products in a short space of time, achieved significant cost- 
savings, and aided the sustainability and maturation of the market for 
the two commodities targeted. In our experience, this approach helped 
address multiple access barriers such as affordability, poor buy-in and 
slow adoption of new optimal health products in LMICs. Funding part-
ners working in product access are encouraged to explore the EMAV 
model, where fitting, as an alternative strategy to traditional donation 
programs.
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