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Point of Care Molecular Diagnostics

Market to Surge from $ 5.06 Billion in

2026 to $ 12.44 Billion by 2035-By CLIA-

Waiver Expansion, BARDA Stockpiling

Programs

NY, CA, UNITED STATES, August 12,

2026 /EINPresswire.com/ -- As per

Market Research Future, the global

Point of Care Molecular Diagnostics

Market size to reach USD 12.44 Billion

by 2035 from USD 5.06 Billion in 2026,

at a CAGR of 10.5% during the forecast

period 2026--2035. The market base

was estimated at USD 4.58 Billion in 2025.

The 10.5% CAGR--anchored by structural demand for rapid, decentralized nucleic-acid testing

rather than discretionary healthcare spending--is driven by three converging forces: accelerated

CLIA-waiver expansion for molecular panels that has extended point-of-care molecular testing

into physician offices and retail pharmacies, sustained BARDA and public-health stockpiling

programs that have de-risked R&D investment and compressed per-test pricing, and the

broadening of decentralized testing infrastructure that has shifted molecular diagnostics from

centralized batch-PCR workflows to sample-to-answer cartridge systems delivering results in

under 30 minutes.

Request A Free Sample:

https://www.marketresearchfuture.com/sample_request/11484

Key Market Trends & Growth Drivers

CLIA-Waiver Expansion for Molecular Panels

Between 2022 and 2024, 14 novel molecular assays were given CLIA-waived status by the U.S.
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Centers for Medicare & Medicaid Services (CMS), allowing physician offices and retail pharmacies

to conduct tests without a laboratory director present. For the Point of Care Molecular

Diagnostics Market, each waiver increases the addressable install base by an estimated 45,000

potential testing facilities in the US alone. This directly translates into additional cartridge pull-

through income. CMS reimbursement rates for waived molecular testing now vary from USD 45

to USD 142 per test. There are considerable financial incentives for decentralized adoption

because the U.S. now encompasses more than 220,000 certificate-of-waiver sites. Each

percentage point of CLIA-waiver expansion translates into measurable prescription volume for

point-of-care molecular diagnostics, and the decentralized testing schedule embedded in routine

care makes this driver structurally durable through 2035.

BARDA and Public-Health Stockpiling Programs

Legacy centralized laboratory workflows, which required batch PCR runs and 24--48-hour

turnaround, are giving way to sample-to-answer cartridge systems that deliver nucleic-acid-level

sensitivity in under 30 minutes at the bedside. Lyophilized reagent chemistries that tolerate

ambient shipping have slashed cold-chain costs by an estimated 35%, while cloud-connected

instrument dashboards use predictive analytics to preempt maintenance downtime. Between

2021 and 2025, firms that can scale cartridge production to surge-capacity levels within 72 hours

of a proclaimed public health emergency will receive USD 650 million from BARDA's Rapid

Diagnostics for Infectious Disease program. In addition to attracting new players to the Point of

Care Molecular Diagnostics Market and locking in minimum-order guarantees that de-risk R&D

investment, this procurement strategy has increased competition and reduced per-test pricing

by about 18% since 2021.

Decentralized Testing Infrastructure and Reimbursement Reform

CMS reimbursement under CPT codes 87631--87633 incentivizes emergency departments and

urgent-care chains to adopt molecular respiratory panels, while pharmacy giants CVS and

Walgreens have piloted in-store molecular STI testing in select states. NHS England's pledge to

deliver 160 community diagnostic centres by 2025 has created a procurement pipeline exceeding

GBP 350 Million for rapid molecular platforms. European data from antimicrobial-stewardship

programs show that rapid molecular POC testing reduces inappropriate antibiotic prescriptions

by up to 30%, saving payers approximately USD 2,000--5,000 per patient in downstream

resistance-management costs. This economic incentive has driven hospital formulary

committees to prioritize rapid molecular POC protocols, shifting procurement budgets toward

the Point of Care Molecular Diagnostics Market at the expense of send-out reference-lab

spending.

Ask for Customization:

https://www.marketresearchfuture.com/ask_for_customize/11484

Market Segment Insights

https://www.marketresearchfuture.com/ask_for_customize/11484


BY PRODUCT & SERVICE

Assays & Kits: Dominant segment with ~79% revenue share in 2025. Reflecting the recurring

consumable-driven business model that sustains installed-base economics. Multiplex respiratory

panels--combining influenza A/B, RSV, and SARS-CoV-2--drove the majority of consumable

revenue in 2024, with average selling prices ranging from USD 28 to USD 55 per cartridge

depending on target count. Hospital procurement teams treat cartridge contracts as default first-

line supply agreements, and volume pricing has enabled broad adoption even in cost-sensitive

emerging markets.

Instruments / Analyzers: Fastest-growing product segment at 12.9% CAGR (2026--2035). Driven

by next-generation platform refresh cycles that reduce per-test footprint and capital cost. List

prices for sample-to-answer molecular analyzers range from USD 25,000 to USD 65,000, making

them unaffordable for remote clinics without grant support. The economics of the Point of Care

Molecular Diagnostics Market will increasingly mirror the inkjet-printer model: low-margin or

subsidized instrument placements funded by high-margin, annuity-like cartridge revenues.

Manufacturers that lock in multi-year reagent-rental contracts at health-system scale will build

switching-cost moats that concentrate market share among the top five players over the next

decade.

BY APPLICATION

Infectious Diseases: Dominant application with ~74% revenue share in 2025. Approximately

driven by respiratory-panel and STI-testing volumes. The inherent clinical-utility case for rapid

molecular confirmation at the point of care makes infectious-disease testing a near-universal

component of POC molecular care pathways. Respiratory and sexually transmitted infections

present the clearest demand for decentralized molecular diagnostics.

Oncology: Fastest-growing application segment at 15.2% CAGR (2026--2035). Reflecting liquid-

biopsy companion diagnostics moving closer to the bedside. Liquid-biopsy technologies that

detect circulating tumor DNA are migrating from central-lab reference workflows toward

compact analyzers capable of delivering actionable results during a single clinic visit. Immune

checkpoint inhibitors extending median overall survival create a larger prevalent population

requiring sustained molecular monitoring.

BY TECHNOLOGY

PCR-Based: Dominant technology with ~75% revenue share in 2025. Underpinned by decades of

clinical validation and broad regulatory acceptance across FDA, CE-IVDR, and PMDA pathways.

Hospital infusion center infrastructure dominates volume, channeling routine PCR-based

platform supply. PCR-based systems delivered in hospital outpatient settings anchor this

segment.



Isothermal Nucleic-Acid Amplification Technology (INAAT): Fastest-growing technology segment

at 15.1% CAGR (2026--2035). Convenience and resource-limited setting deployment drive

demand. INAAT technologies--including loop-mediated isothermal amplification (LAMP) and

recombinase polymerase amplification (RPA)--eliminate the need for thermal cycling hardware,

enabling deployment in field settings where electricity supply is intermittent. This technology-

driven adoption is expected to open up incremental revenue for the Point of Care Molecular

Diagnostics Market in settings lacking full laboratory infrastructure.

BY END USER

Hospitals: Largest segment with ~59% share in 2025. Comprehensive emergency-department

and ICU testing requirements dominate volume. Hospitals remain the primary delivery site for

point-of-care molecular diagnostics due to infection-control infrastructure, specialized waste

disposal, and regulatory licensing requirements. Rapid turnaround of respiratory and sepsis

panels directly influences patient disposition and antimicrobial prescribing.

Read Detailed Insights:

https://www.marketresearchfuture.com/reports/point-of-care-molecular-diagnostics-market-

11484

Regional Outlook

North America -- Dominant Market (~46.5% Share, 2025)

The United States generates approximately 82% of North American Point of Care Molecular

Diagnostics Market revenue, driven by the mature CLIA-waiver ecosystem that now

encompasses more than 220,000 certificate-of-waiver sites, CMS reimbursement codes under

CPT 87631--87633, and BARDA stockpiling programs--a single policy ecosystem that converted a

reference-lab-dominated market into one with a structural decentralized testing tail.

Europe -- Second Largest (25.2% Share, 2025)

Europe's Point of Care Molecular Diagnostics Market reflects divergent national strategies--

Germany leads regionally with strong lab-network decentralization policies, contributing 28% of

regional share, while the UK historically used selective centralized testing before broadening

coverage through NHS community diagnostic-centre rollout at 11.4% CAGR. France contributes

~18.5% of regional share through biologie délocalisée regulatory expansion at USD 0.18 Billion in

2025. Italy contributes on national antimicrobial-stewardship mandates at 9.8% CAGR. Spain is

growing at steady pace on regional health-authority procurement at USD 0.09 Billion in 2025.

Asia-Pacific -- Fastest-Growing Region (14.2% CAGR, 2026--2035)
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Asia-Pacific is the engine of the Point of Care Molecular Diagnostics Market. China holds the

largest regional share with ~32% of regional revenue, driven by NMPA fast-track approvals and

domestic manufacturing scale-up. India is growing at 16.1% CAGR on the back of RNTCP

molecular rollout and Ayushman Bharat scheme expansion. Japan contributes USD 0.14 Billion

through PMDA reimbursement reforms at steady pace. South Korea is growing at 12.5% CAGR

on national infectious-disease preparedness.

Middle East & Africa -- Emerging Opportunity (USD 0.20 Billion, 2025)

The Middle East & Africa is bifurcated between well-funded Gulf states and resource-constrained

Sub-Saharan nations. Saudi Arabia leads the region with Vision 2030 healthcare modernization,

contributing ~26% of regional share--NEOM health cluster and the UAE's Cleveland Clinic and

Mayo Clinic affiliations have created pockets of excellence for point-of-care molecular

diagnostics. The UAE is growing at 12.8% CAGR on medical-tourism diagnostic infrastructure.

South Africa contributes USD 0.05 Billion on National Health Laboratory Service POC program.

South America -- Growing Presence (USD 0.23 Billion, 2025)

Brazil anchors South America's Point of Care Molecular Diagnostics Market at ~58% of regional

revenue, with the Unified Health System (SUS) incorporating three new molecular POC

procedure codes in 2024--enabling reimbursement for tuberculosis, HIV viral-load, and HPV

genotyping at primary-care facilities--providing a stable demand floor that smooths regional

forecasts. Access to advanced multiplex panels remains limited by import dependencies, though

the Brazilian health ministry has initiated domestic cartridge production feasibility studies.

Argentina is growing at 11.3% CAGR on dengue and Chagas screening programs.

Competitive Landscape and Recent Developments

The Point of Care Molecular Diagnostics Market exhibits medium concentration, with the top five

companies capturing an estimated 60--68% of global revenue. The Herfindahl-Hirschman Index

sits in the 1,200--1,500 range, reflecting a competitive field where two platform leaders hold

significant share while a tier of mid-cap specialists competes aggressively on menu expansion

and geographic reach. Patent expirations and generic reagent entry are gradually fragmenting

branded segments, though pipeline innovation in CRISPR-based and isothermal platforms

sustains competitive moats for first-movers.

The competitive landscape is stratified between PCR-based platform pioneers serving global

point-of-care molecular diagnostics markets, syndromic panel expansion specialists capturing

respiratory and STI tenders, and isothermal amplification developers consolidating the resource-

limited setting segment.

KEY COMPANIES AND RECENT MILESTONES



Cepheid (Danaher Corporation) (March 2025): Received FDA 510(k) clearance for a 4-in-1 Xpert

Xpress respiratory panel combining Flu A/B, RSV, and SARS-CoV-2 with a 36-minute turnaround,

expanding its hold on the Point of Care Molecular Diagnostics Market emergency-department

segment. Broadest cartridge menu; dominant in hospital ED and TB programs. Holding ~18--22%

of global revenue.

Abbott Laboratories ( January 2025): Launched the ID NOW 2.0 platform with cloud-connectivity

features and a redesigned cartridge interface, targeting 15% faster workflow throughput. Speed-

to-result leader; pharmacy and urgent-care focus. Holding ~15--19% of global revenue.

Roche Diagnostics (October 2024): Expanded the cobas Liat menu to include Group A

Streptococcus and Influenza A/B+RSV, adding four new CLIA-waived assays in a single regulatory

submission. Integrated diagnostics ecosystem; strong payer relationships. Holding ~12--16% of

global revenue.

Hologic, Inc. ( June 2024): Announced a USD 250 Million investment in manufacturing capacity for

Panther Fusion consumables at its San Diego facility, anticipating sustained demand growth.

Women's health molecular leadership; STI testing. Holding ~8--11% of global revenue.

bioMérieux SA (February 2024): Entered a strategic partnership with the Global Fund to supply

BioFire FilmArray systems to 23 sub-Saharan African countries under preferential pricing terms.

Syndromic panel pioneer; antimicrobial stewardship positioning. Holding ~7--10% of global

revenue.

Future Outlook: 2026--2035

By 2030, precision molecular theranostics will become the operating system of infectious disease

and oncology management. The convergence of companion diagnostics and targeted therapy

will reshape the Point of Care Molecular Diagnostics Market through the late 2020s. By 2030, an

estimated 40% of newly diagnosed infectious disease cases in high-income countries will

undergo rapid molecular POC confirmation followed by matched antimicrobial therapy, creating

a diagnostic-therapeutic revenue loop. The Global Fund's 2026--2028 replenishment cycle targets

USD 18 Billion in total commitments, with molecular diagnostics designated a top-three

procurement priority. Machine-learning models that integrate genomic, proteomic, and imaging

biomarkers can recommend optimal sequencing of PCR-based, isothermal, and CRISPR-based

diagnostics for individual patients. Start-ups have raised over USD 800 million in venture funding

for AI-enabled diagnostic decision-support tools since 2023.
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