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Diagnhostics help break the cycle of inappropriate prescribing

Fast & accurate molecular diagnostics enable more timely, targeted, and appropriate therapy
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Breaking the cycle requires alighing stakeholders

Multiple stakeholder alighment is required to enable access to testing

Regulators & policymakers
Accuracy ® Equity ¢ Public health

Patients SHARED OUTCOMES PRIORITIES
Faster answers ® Accurate ° Appropriate treatment
diagnosis ® Affordable access  Improved patient outcomes
* Sustainable healthcare value

Providers
Actionable results ¢ Clinical confidence

Test Developers
Relevant evidence ¢ Scalable
innovation

Payers & purchasers

Better outcomes ¢ Demonstrated value

Health Systems

Safer care ® Lower utilization
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Breaking the cycle requires value & access

Integrated evidence strategy transforms diagnostic performance into access and adoption

Analytical

Performance

Sensitivity, specificity,

precision

Value
strategy

What evidence will
the market require?

Clinical
Performance

Accuracy in intended
populations

Regulatory
Clearance

Intended use

Disease burden established
Unmet need
Access potential
Year
Pre Q2 Q3
Market access

Commercial
Medical Affairs
R &D
Marketing

Regulatory

Te_st
validation

Does the test perform
accurately?

Workflow
Integration

Actionable results
delivered rapidly

Real-World
Effectiveness

Impactin routine
practice

Treatment Outcomes &
Optimization Utilization
Earlier, targeted therapy LOS, revisits,

complications

Stewardship
Impact

Reduced unnecessary
antibiotic use

Year

Q4 Q1

Clinical

HEOR &

Impact RWE

Does testing improve
meaningful outcomes?

Does testing change
clinical decisions?

Value

Communication
Payer evidence
requirements

addressed
Coverage &
Reimbursement
Supportive policies
established
Economic Value Adoption & Access
Costs and budget Testing integrated into
impact care
Year
Q1 Q2 Q3
/A Market access

Commercial

Access & =
adoption B

Medical Affairs

Marketing

Is the evidence sufficient
to support use?

RCM




Generating evidence of value

Translated stakeholder insights into a coordinated integrated evidence plan

Targeted literature review
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Evidence gap analysis
||

Cataloged existing evidence

across:
 Clinical

e Economic
e Utilization

* Prescribing behavior

Evidence landscape

ldentify unmet requirements

« Evidence dependencies external cross-functional leaders: .
* Recurring themes * Advisory boards .
* Highest-value gaps to address * Payeradvisors .

Prioritized research pathway
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* Potential study concepts

Journal and year

Evidence requirements framework

Evidence needs assessment

Antibiotic prescribing

Is Pathogen Molecular Testing Reshaping Outpatient Antibiotic Prescribing?

American Journal of Medical Quality, 2025

Key finding

Testing may reshape prescribing

Provider-reported outcomes

Pathogen Molecular Testing and Its Impact on Antibiotic Prescribing and Patient Outcomes: Results of a Provider Survey

Journal of Urgent Care Medicine, in revision

Testing improves prescribing and outcomes

Antibiotic stewardship

Resisting Inappropriate Antibiotics: How Judicious Use of Molecular Testing Helps Clinicians Prevent Overprescription

Urgent Caring, 2026

Testing reduces inappropriate prescribing

Ambulatory diagnostics

Harnessing the Power of Molecular Diagnostics in Ambulatory Care: Prospects and Pitfalls

Journal of Molecular Diagnostics, in review

Benefits and implementation challenges

Urgent care diagnostics

Role of Rapid Molecular Diagnostics for Lower Respiratory Tract Infections in Urgent Care

Journal of Urgent Care Medicine, 2025

Addresses lower-respiratory diagnostic gap

Clinical practice

Diagnostics and Decisions: Molecular Test Insights in Shared Decision-Making for Managing Respiratory Infections

Journal of Participatory Medicine, 2025

Test insights support shared decisions

Respiratory outcomes

Real-World Evaluation of Next-Day Molecular Respiratory Infectious Disease Testing on Healthcare Resource Utilization and Costs

ClinicoEconomics and Outcomes Research, 2025

Lower utilization and costs

Respiratory outcomes

Healthcare Resource Utilization and Costs Among Patients Receiving Diagnostic Tests for Respiratory Infections

American Journal of Managed Care, 2025

Testing affects utilization and costs

Respiratory outcomes

Molecular Testing for Respiratory Tract Infections May Have Favorable Impact on Real-World Healthcare Costs

American Journal of Infectious Diseases, 2024

Molecular testing may reduce costs

Women'’s health outcomes

Healthcare Utilization and Costs Following PCR Diagnostic Testing Among Patients With Vaginitis

Journal of Comparative Effectiveness Research, 2024

PCR testing reduces utilization and costs

Women’s health outcomes

Molecular Testing for Women’s Gynecologic Health: Real-World Impact on Health Care Costs

Population Health Management, 2024

Molecular testing lowers care costs

Women'’s health outcomes

Utilization of Syndromic Vaginitis Diagnostic Testing Reduces 6-Month Follow-Up Outpatient Service Healthcare Costs

Healthcare, 2024*

Lower six-month outpatient costs

* Commercial Medical Policy
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https://member.myhealthtoolkitvt.com/web/public/brands/medicalpolicyhb/external-policies/diagnosis-of-vaginitis/

Translating Evidence | Utilization & costs

Molecular diagnostics for respiratory infections were associated with lower healthcare utilization and costs’
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Health Care Utilization and Cost of Diagnostic

Testing for Respiratory Infections

Azin Evans, FhD; Riddhi Doshi, MEBS, PFhD, MPH; Jason Yeaw, MPH; Katharine Coyle, BA;
Steven E. Goldberg, MD, MEA; Elizabeth J. Wang, M5; Maren 5. Fragala, PhD; and Jairus Beddy, PhD

esparatary tract indfections {ATIs} including acute oropharyn:
R geal frespiratony misctions area sericus health careconcern
in the US, with an age-standardzzed inciderce of 339,703
per WIA00 peapde and accounting for 136 per 100,000 deaths
[~2% af all deaths) in 2019 t}mpﬁinngcal infections and RTis
almost ane-fifth '|I'1IIr.u|pa| =nk visiis I‘H\.mcsp =T I IIOpcrpI I
and mare than 1 billion in health care experditwres inthe s
Gropharyngeal infections, swdh as pharyngits, characterized
by sare throat, sneezing, cough, and/or fever®’ can be caused by
both viral amd bacterial stiologses. Streptococcal infections alone
accoant for mare than 5.2 mallien cutpatient visits among pecple

younger than &5 years ** Comman causes of =r ATIs include

respiratory viral pathogens, known bacterial pathogens such as
Myroplasma pneumanioe, and frequent colonixers of the res piratary
tract, including Streprococrs prewmoniae and Haessephilus infurnzae

Accurate and timely diagnasis of aropharyngeal infectsons and
ETIs is challerging becawse the clinical signs and sympinms are
nat pathogen speafic, thereby delaying the initiation of targeted
trearme, £ cated.* Traditional in-office diagnastic testing,
| tests and rapid antigen detection point-of

care (POC} tests, lacks specificity and/or sensitivity, detects only
alimited number of pathogens, and requires dedscated resources
during the resparatosy season. Culture-hased techniques are ime
eonsuming and cften pequire techrcal expertise o interpret results,
increasing the risk of misdiagnasis and adverse health putcomes !

Polymerase chain reaction (FCR)-based testing has emerged over the
past decade as mare accurate and senssimve at seniifying complex
and mixsd bactenal compasitions. Rapid molecalar testing forviral
eonditians pffers considerable advantages. [t may redure unneces.
sary antshiotec use, enhance antiviral prescribing, and minimoze
the need for additional ancillary testing.* ™" Mewer syndromzc
FUE tests pravide fast resulis and a broader array of cawsative
organisms viruses based on patient presentation == Despate the
adwantages owver ather tesis, utilization of FCE tests in clinical
practxe remains low. ¥et ohservatsonal research has shown that,
despite low averall wiilization, antibsobic use issggnificantly lawer
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Other medical service visits

PharMetrics Plus

claims database
e US commercially

insured <65y
$425

Overall outpatient service

809 82.0 82.0
P= 3515
P .0001
P 7055
P< .0001
17.3
122 11?

Outpatient physician office visit ED visit

B RT-PCR [n=1411) B Other PCR (n=1611) POC anly [n=1511) 0 cCulture [n=1610] I Notest [n=1611)

Using syndrome-driven RT-PCR tests for patients with

respiratory tract infections is associated with lower HCRU and

costs through lower utilization of outpatient services.”

Mean outpatient costs were $425 lower per patient for the RT-PCR group
($2,796+11,453) than the culture group ($3,221+7873): median $531 vs. $799)



https://www.ajmc.com/view/health-care-utilization-and-cost-of-diagnostic-testing-for-respiratory-infections

	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6

