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The global HIV Self-Test Kits market size is predicted to grow from US$ 235 million in
2025 to US$ 594 million in 2032; it is expected to grow at a CAGR of 14.3% from 2026
to 2032.

HIV Self-Test Kits are single-use rapid in vitro diagnostic products designed to enable
individuals to collect their own specimen, perform the assay and interpret the
preliminary HIV screening result without requiring a trained laboratory professional to
conduct the test. Commercial products primarily detect antibodies to HIV-1 and HIV-2
and are available in capillary whole blood, oral fluid and urine specimen formats. Main
assay technologies include lateral flow immunochromatography and flow-through
immunofiltration, with most products providing visually readable results within a short
testing window. Product configurations range from single-test consumer packs to multi-
test institutional procurement packs. HIV Self-Test Kits are deployed through community-
based programs, healthcare facilities, pharmacies, online mail-order programs, vending-
machine distribution and workplace testing initiatives, supporting private, convenient
and decentralized HIV screening as part of broader HIV testing and prevention services.

Key Findings

Capillary whole blood and oral fluid remain the two mainstream specimen formats while
urine-based self-tests are emerging

The competitive structure is led by WHO-prequalified manufacturers and regionally
registered specialist IVD producers

Market Trends

The HIV Self-Test Kits market is shifting from a predominantly donor-funded and public-
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health procurement model toward a more diversified combination of national
testing programs, OTC retail, pharmacy distribution, digital ordering and mail-based
delivery. Product development is increasingly centered on usability, simplified specimen
collection, rapid visual interpretation and reduced dependence on professional
assistance. Capillary whole blood and oral fluid remain established formats, while urine-
based self-testing introduces an additional non-invasive route. HIV self-testing is also
moving beyond one-time diagnostic screening toward broader self-care and prevention
workflows, including testing associated with PrEP and PEP services. WHO reported that
109 countries had national policies supporting HIV self-testing by January 2025 and 90
had implemented HIV self-testing routinely, demonstrating that the category has moved
from pilot-stage deployment into established national testing systems in a growing
number of markets. In the United States, FDA approval of the INSTI HIV Self Test in
October 2025 expanded the authorized OTC product base and illustrates increasing
regulatory acceptance of consumer-directed testing.

Market Dynamics

Drivers

Market expansion is primarily supported by the continuing need to reach individuals who
do not regularly use facility-based HIV testing services, together with policy efforts to
increase testing coverage among key populations and other underserved groups. The
privacy, convenience and decentralized nature of HIV Self-Test Kits reduce several
practical barriers associated with conventional testing, particularly where stigma, travel
distance or limited testing capacity restrict access. Falling public-procurement prices
have improved affordability for large-scale national and donor-funded programs, while
broader integration of HIV self-testing into PrEP, PEP, community outreach and self-
care models creates repeated testing demand rather than relying solely on first-time
screening. The continued expansion of national HIV self-testing policies and routine
implementation provides an increasingly stable institutional foundation for product
adoption.

Restraints

HIV self-testing remains a screening step rather than a complete diagnostic pathway,
and reactive results require confirmatory testing through established clinical algorithms.
This requirement limits the ability of self-testing products to fully replace facility-based
diagnostic services and creates dependence on effective referral and linkage-to-care
systems. Test performance can also be affected by testing during the serological
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window period, incorrect specimen collection, improper timing and user interpretation
errors. From a commercial perspective, manufacturers serving large public-sector
programs face significant price pressure as procurement agencies prioritize affordability
and scale. At the same time, country-specific regulatory approvals, labeling
requirements, post-market surveillance and consumer-use validation increase the cost
and complexity of introducing a single product across multiple national markets.

Opportunities

Future market opportunities are concentrated in expanding self-testing among
populations that remain under-reached by conventional HIV testing, developing stronger
pharmacy and online distribution networks, and integrating HIV Self-Test Kits into
recurring prevention and sexual-health management pathways. Mail-order programs
can reach users who prefer private testing and may not engage with traditional clinics,
while pharmacy and vending-machine models improve physical access in urban and
high-traffic locations. Workplace programs provide an additional pathway for reaching
mobile and predominantly male workforces in sectors where routine clinic attendance
can be difficult. Product innovation also creates opportunities: simplified fingerstick
systems, established oral-fluid formats and emerging urine-based tests can address
different user preferences and reduce procedural barriers. Regulatory expansion in high-
income OTC markets and continued public-sector adoption in lower-income countries
create distinct but complementary commercial opportunities.

Challenges

The principal long-term challenge is maintaining diagnostic quality and user confidence
while expanding access through increasingly decentralized channels. Manufacturers
must manage differences in national regulatory requirements, consumer labeling,
guality-management systems and post-market obligations while ensuring that tests
remain simple enough for unassisted use. Unauthorized or poorly controlled products
can undermine confidence in the category, making regulatory oversight and supply-
chain traceability important competitive factors. Another challenge is ensuring that
individuals receiving a reactive result proceed to confirmatory testing and treatment,
because distribution volume alone does not guarantee effective health outcomes.
Competition in public procurement also creates a structural tension between lower
prices and the need to fund manufacturing quality, regulatory maintenance, product
improvement and international distribution.

Industry Chain Analysis
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The upstream segment of the HIV Self-Test Kits industry comprises diagnostic
biological materials and consumables such as recombinant HIV antigens, antibodies
and conjugation materials, nitrocellulose membranes, absorbent materials, buffers,
plastics, lancets, oral-fluid collection devices, sample-transfer components and primary
packaging materials. These inputs are converted by IVD manufacturers through assay
development, reagent preparation, membrane coating, strip or device assembly, filling,
packaging, quality control and regulatory validation. For self-testing products,
manufacturing value is determined not only by analytical performance but also by
specimen-collection simplicity, human-factor design, packaging integrity, clear
instructions for use and reliable result interpretation.

Downstream distribution spans government health programs, international and national
procurement channels, healthcare facilities, community organizations, pharmacies,
digital ordering platforms, mail-distribution programs, vending-machine deployments
and workplace initiatives. Public procurement generates substantial unit demand but
generally places strong pressure on ASP and supplier margins, whereas OTC and
private retail channels can support higher value per test but require greater expenditure
on consumer packaging, market access, distribution and brand development.
Regulatory approval and WHO prequalification therefore function as important value-
chain gateways, particularly for manufacturers seeking participation in international
public-health procurement.

Segment Insights

By Product Type, capillary whole blood and oral fluid HIV self-tests constitute the
established mainstream of the market, while urine-based products represent an
emerging non-invasive segment. Capillary whole blood products benefit from a well-
established antibody-testing platform and broad manufacturer participation, whereas
oral-fluid products differentiate through needle-free collection and ease of use. Urine-
based testing currently has a narrower commercial base but expands the range of non-
invasive specimen options. By Assay Technology, lateral flow immunochromatography
represents the principal commercial platform across multiple manufacturers and
specimen types, while flow-through immunofiltration remains a differentiated format
represented by products such as INSTI and Sure Check. WHO prequalification records
confirm the continued commercial presence of both assay formats.

Packaging configuration also reflects different purchasing models. Single-test packs are
optimized for OTC, pharmacy and direct-to-consumer use, while multi-test packs are
more suitable for centralized procurement and programmatic distribution. From an
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application perspective, community-based and facility-based HIV self-testing remain
important public-health deployment models, while online mail-order, pharmacy-based,
vending-machine and workplace distribution expand privacy and convenience. These
application categories are defined by the primary point at which the final user obtains
the test, maintaining a consistent deployment-scenario classification.

Downstream Market Opportunities

The largest downstream opportunity remains expansion of HIV self-testing among
people who are inadequately reached by conventional facility-based testing. Community
programs and healthcare facilities support high-volume distribution, while online mail-
order and pharmacy channels are particularly relevant to individuals prioritizing privacy
and convenience. Workplace distribution can improve testing access among mobile
workers and occupational groups with limited routine interaction with healthcare
services, while vending machines provide an additional access point in selected high-
traffic settings. Integration with HIV prevention services is becoming increasingly
important because PrEP and PEP pathways can generate recurring testing
requirements, broadening demand beyond one-time status awareness and making HIV
Self-Test Kits part of a more continuous self-care model. WHO continues to position self-
testing as an additional approach to HIV testing services and has expanded guidance
supporting its use within prevention pathways.

Regional Insights

Eastern and Southern Africa represents the most important unit-demand center for HIV
Self-Test Kits, supported by extensive public-health programs, donor procurement,
community distribution and a comparatively mature policy environment for HIV self-
testing. Western and Central Europe also shows broad policy implementation, while
North America is characterized by a higher-value OTC model and stronger consumer
retail economics. The United States market has become more competitive following
FDA approval of the INSTI HIV Self Test in 2025 alongside OraQuick, expanding the
authorized consumer self-testing product base from a historically concentrated
structure.

Asia-Pacific combines growing domestic manufacturing capability with expanding public-
health adoption. China has developed a broad HIV self-testing manufacturing base
covering blood-based and urine-based formats, while India and South Korea support
additional regional manufacturing capacity. Latin America has established country-
specific self-testing markets supported by regional IVD manufacturers, particularly in
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Brazil. Regional differences in procurement mechanisms, regulatory authorization, HIV
epidemiology, consumer purchasing power and retail-channel maturity create
substantial variation in pricing and product mix, making regional market strategies
materially different between donor-funded public markets and higher-value private OTC
markets.

Competitive Landscape Analysis

The competitive landscape of HIV Self-Test Kits has a two-tier structure comprising
internationally qualified manufacturers with access to global public-health procurement
and specialist regional manufacturers serving nationally regulated markets. Abbott
Rapid Diagnostics Jena combines the scale and international diagnostic infrastructure
of Abbott with access to institutional procurement channels, while OraSure
Technologies retains a differentiated position through its established oral-fluid platform
and strong OTC presence. bioLytical Laboratories competes through the rapid
fingerstick INSTI platform and expanded its regulatory reach with U.S. OTC approval in
2025. Guangzhou Wondfo Biotech has strengthened competition in public procurement
through large-scale rapid-test manufacturing and low-cost supply, while Beijing Wantai
has introduced a differentiated urine-based WHO-prequalified self-test. Atomo
Diagnostics is positioned around integrated self-testing device design, and InTec
Products has strengthened its international procurement eligibility following WHO
prequalification of its HIV self-test in 2025. Biosynex should be assessed at group level
together with its Chembio subsidiary to avoid duplicate treatment of common corporate
ownership. Shanghai Kehua Bio-Engineering, Premier Medical Corporation, GenBody,
Hangzhou Singclean Medical Products, BioSure Global, Eco Diagn?stica and Wama
Produtos para Laborat?rio provide additional regional and specialist manufacturing
capacity. Competitive advantage increasingly depends on the combination of regulatory
gualification, assay reliability, self-use design, procurement pricing, scalable production
and access to public-health and consumer distribution channels rather than on assay
technology alone. WHOQO's current prequalification database confirms an expanding but
still relatively concentrated set of qualified HIV self-test manufacturers.

Report Scope

LP Information, Inc. (LPI) ' newest research report, the “HIV Self-Test Kits Industry
Forecast” looks at past sales and reviews total world HIV Self-Test Kits sales in 2025,
providing a comprehensive analysis by region and market sector of projected HIV Self-
Test Kits sales for 2026 through 2032. With HIV Self-Test Kits sales broken down by
region, market sector and sub-sector, this report provides a detailed analysis in US$
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millions of the world HIV Self-Test Kits industry.

This Insight Report provides a comprehensive analysis of the global HIV Self-Test Kits
landscape and highlights key trends related to product segmentation, company
formation, revenue, and market share, latest development, and M&A activity. This report
also analyzes the strategies of leading global companies with a focus on HIV Self-Test
Kits portfolios and capabilities, market entry strategies, market positions, and
geographic footprints, to better understand these firms’ unique position in an
accelerating global HIV Self-Test Kits market.

This Insight Report evaluates the key market trends, drivers, and affecting factors
shaping the global outlook for HIV Self-Test Kits and breaks down the forecast by Type,
by Application, geography, and market size to highlight emerging pockets of
opportunity. With a transparent methodology based on hundreds of bottom-up
gualitative and quantitative market inputs, this study forecast offers a highly nuanced
view of the current state and future trajectory in the global HIV Self-Test Kits.
This report presents a comprehensive overview, market shares, and growth
opportunities of HIV Self-Test Kits market by product type, application, key
manufacturers and key regions and countries.
Market Segmentation
Segmentation by Type:

Capillary Whole Blood HIV Self-Test

Oral Fluid HIV Self-Test

Urine HIV Self-Test

Other

Segmentation by Pack Configuration:

Single-Test Pack
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Multi-Test Pack

Other

Segmentation by Application:
Community-Based HIV Self-Testing
Facility-Based HIV Self-Testing
Pharmacy-Based HIV Self-Testing
Online Mail-Order HIV Self-Testing
Vending-Machine HIV Self-Testing
Workplace HIV Self-Testing

Other

This report also splits the market by region:
Americas
United States
Canada
Mexico
Brazil
APAC

China
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Japan
Korea
Southeast Asia
India
Australia
Europe
Germany
France
UK
Italy
Russia
Middle East & Africa
Egypt
South Africa
Israel
Turkey
GCC Countries
The below companies that are profiled have been selected based on inputs gathered

from primary experts and analysing the company's coverage, product portfolio, its
market penetration.
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Abbott Rapid Diagnostics Jena GmbH
Guangzhou Wondfo Biotech Co., Ltd.

Beijing Wantai Biological Pharmacy Enterprise Co., Ltd.
Shanghai Kehua Bio-Engineering Co., Ltd.
OraSure Technologies, Inc.

Biosynex SA

bioLytical Laboratories Inc.

Atomo Diagnostics Limited

InTec Products, Inc.

Premier Medical Corporation Private Limited
GenBody Inc.

Hangzhou Singclean Medical Products Co., Ltd.
BioSure Global Ltd

Eco Diagn?stica Ltda.

Wama Produtos para Laborat?rio Ltda.

Key Questions Addressed in this Report

What is the 10-year outlook for the global HIV Self-Test Kits market?

What factors are driving HIV Self-Test Kits market growth, globally and by
region?
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Which technologies are poised for the fastest growth by market and region?
How do HIV Self-Test Kits market opportunities vary by end market size?

How does HIV Self-Test Kits break out by Type, by Application?
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Global HIV Self-Test Kits Sales Market Share Forecast by Type (2027-2032)
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Global HIV Self-Test Kits Sales Market Share Forecast by Application
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Figure 97. Global HIV Self-Test Kits Revenue Market Share Forecast by Application
(2027-2032)
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