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Medical Device Registries - Bridging the Gap 
Between Device Performance in Clinical 
Trials And Their Use in Routine Practice
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With the continuous evolution of the medical device regulatory landscape, especially with requirements to 
proactively demonstrate product safety, effectiveness and performance in a real-world setting, the need to build 
smart and cost-effective registries became a must-have.

Device registries allow assessment of Medical device registries performance in a real-world setting, to 
meet multi-stakeholder needs.
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Understand treatment choices

Understand risks and benefits

Reflect the patient experience

Inform decision-making

Improve care

Understand real-world
treatment choices

Gain opportunities for
thought leadership

Evaluate safety signals
Ensure product safety
Safety requirements

eg 'Meet safety reporting
requirements'

Meet safety and
effectiveness commitments

Establish value

Secure reimbursement

Generate publications

Determine value and
coverage

Monitor usage within criteria

Patients & Advocacy
groups

Physicians Regulators Industry Payers

Medical device registries to meet multi-stakeholders needs

Why IQVIA?

High quality delivery excellence

Design & delivery excellence across the
spectrum of Medical Device Registries 

•  Flexibility to collect fit-for-purpose
    registry data

•  Innovative approaches

•  Registry linkage 

•  Enriched studies utilizing complementary
    data collection methods

•  Improved efficiency with cost and
    time savings

•  Global outreach

•  Local expertise

•  FDA CDRH (Center for Devices and
    Radiological Health)

•  EU MDR / IVDR (Medical Device Regulation/
    In Vitro Diagnostic Regulation)

•  ISO 14155:2020 compliant

•  AHRQ (Agency for Healthcare Research and
    Quality) observational comparative
    effectiveness research guide

•  Leverage NextGen capabilities &
    technologies, enabling faster recruitment
    and overall delivery excellence

•  Integrated systems / Digital platform

•  Direct to Patient

•  Innovative study design / Better traditional

    studies / Smarter evidence generation

•  Unparalleled access to unique data insights

Innovative approaches Reliable regulatory expertise


