Diagnostics and Medical Device
Experience
A Wealth of Experience
Our experts in diagnostics
and medical device include
Stephanie Earnshaw, PhD
Vice President, US Health
Economics

At RTI Health Solutions (RTI-HS), we understand the medical device and diagnostics
development and commercialization process, and appreciate the differences compared
to pharmaceutical development. We help our clients develop and present evidence to
demonstrate the value of their devices and tests. We provide guidance on health economic
and outcomes measures that will be critical in payers reimbursement decisions. Our
experience includes:
• Imaging technologies

• Implantable and laparoscopic devices

• Molecular diagnostics and personalized
medicine products

• Injection devices

dmladsi@rti.org

• Diabetes monitoring and therapeutic
devices

• Cellular therapies that require device
delivery systems

Margaret Mordin, MS

• Orthopedic devices

Senior Director, Market Access and
Outcomes Strategy

• Novel drug delivery systems

• Cardiovascular devices

• Contrast media and dye

mmordin@rti.org

Types of Projects

Sorrel Wolowacz, PhD

We have implemented numerous projects that have helped our clients develop and gain
market access for medical device and diagnostics products. Recent projects have included:
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Head, Health Economics and
Market Access

Director, Health Economics
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• Qualitative and quantitative market
access research with payers and
physicians
• Commercialization and reimbursement
strategies that include:
Contact
RTI Health Solutions
Research Triangle Park, NC, USA
+1.800.262.3011

– Coding, coverage, and payment
analysis
– Competitor analysis
– Health policy implications

Ann Arbor, MI, USA
+1.734.213.5372

– Evaluation of payer and health
technology assessment (HTA)
agency requirements

Barcelona, Spain
+34.93.241.7766

– Limited intellectual property (IP)
protection for some products

Lund, Sweden
+46.706.58.3442

– Regulatory pathway implications

Manchester, UK
+44(0)161.447.6000
Sheffield, UK
+44(0)114.213.3390
Waltham, MA, USA
+1.781.434.1700
rtihealthsolutions@rti.org
www.rtihs.org

• Payer and physician engagement and
communication
– Payer advisory boards, interviews,
and surveys
– Global value and reimbursement
dossiers targeted to payers and/or
physicians
– Product value message
development and communications
support

• Pain management devices

– Development of reimbursement
submissions for global payers and
HTA agencies
• Health outcomes and economics
evidence development strategy and
implementation
– Protocol development and review
for clinical trials and observational
studies
– HTA and coverage policy analysis
of proxy products
– Clinical trials, observational studies,
and registries
– Patient-reported outcomes
– Health preference assessment
• Decision-analytic modeling to support
product reimbursement
• Reimbursement due diligence, portfolio
analysis, and investment valuation
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Diagnostics and Medical Device Experience

Reimbursement Strategy for an Allogeneic Stem Cell Therapy
RTI-HS assisted a cellular therapy manufacturer in developing
a US reimbursement strategy for a novel allogeneic therapy.
We assessed coding, analyzed coverage limitations, identified
payment levels associated with relevant procedural steps, and
conducted payer research to characterize the reimbursement
environment.

Decision Tool to Inform Portfolio Reimbursement Planning
RTI-HS developed a decision support tool to assist a global
medical device and diagnostics manufacturer in identifying core
technologies that face significant reimbursement hurdles. The tool
enabled the client to identify and prioritize portfolio technologies
for the following reimbursement support: development of product
value dossiers, direct payer engagement, outcomes research, and
new pricing and contracting strategies to improve reimbursement
and market access.

Reimbursement Strategy Support for a Molecular Diagnostic
We helped a molecular diagnostic manufacturer create
a strategy for evidence development and outcomes and
payer communication. Their goal was to improve uptake of
a cardiovascular test that had reached the market but faced
reimbursement challenges. Project deliverables included input on
clinical study design, health economic modeling, payer research,
and reimbursement strategy.

Value Dossier to Demonstrate the Value of Imaging
We developed a reimbursement dossier to characterize the clinical
and economic value of a cardiovascular imaging modality that
faced coverage and patient access challenges in the US. This
dossier served as the basis for consistent communication with
commercial payers. We also assisted in implementing payer
engagement and communication strategies.

Patient-Reported Outcomes, Regulatory, and Reimbursement
Strategy for a Knee Repair Product
We assisted a leading global medical device manufacturer
in establishing a patient-reported outcomes (PRO) strategy
for a therapy for knee cartilage repair. Deliverables included
perspectives on the likelihood of achieving a PRO label claim,
payer interviews to identify pain and functional PRO endpoints,
and patient outcomes required for US commercial payer
reimbursement.

Payer Research to Inform a Device Investment Decision
Our client was considering investing in a new orthopedic device.
We interviewed payers to help the client better understand the
reimbursement landscape. Findings characterized the likelihood of
product reimbursement success, identified clinical and economic
outcomes relevant to payers, and helped the client make an
informed investment decision.
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