THE PROBLEM

WOUND CARE TODAY

Post-Market Clinical Feedback
Service for Wound Care
Dressing Companies

Background:

Under the new Medical Devices Regulation (MDR),
specifically Annex XIV, Part B, manufacturers are
required to implement a Post-Market Surveillance
(PMS) system for each medical device. This system
must be maintained and updated, with attention to
the device’s risk class and type.

MDR Guidance:

“Post-Market Clinical Follow-up (PMCF) is a
continuous process that updates the clinical
evaluation referred to in Article 61 and Part

A of Annex XIV. It must be included in the
manufacturer’s post-market surveillance plan.”

— MDR Article 61, Part B, Annex XIV

The Challenge:

In the wound care industry, gathering clinical
feedback is notably difficult. Wound care dressings
are often sold through complex supply chains,
making direct clinician engagement a challenge.
Wounds can heal quickly, and by the time feedback
is received, it's often because an issue has already
arisen. Regulatory and quality assurance teams are
frequently alerted only when problems emerge.

Our Solution:

To address these challenges, Med Dev Services
(MDS) has partnered with Wound Care People,
the wound care industry’s leading med-education
provider to create Post Market Insights™, a
comprehensive Post-Market Clinical Feedback
(PMCEF) service. This service ensures clients have
brand specific Post-market surveillance data to help
maintain their compliance with MDR requirements,
helping manufacturers meet their obligations
related to post-market surveillance and clinical
follow-up.

MDS has worked closely with Notified Body
auditors to understand their specific audit
checkpoints. Our services help wound care
device manufacturers proactively gather post-
market clinical feedback, ensuring compliance and
reducing the risk of audit failures.

Post Market Insights™:

= Designed specifically to meet the regulatory
demands of MDR audits.

= Helps collect, analyse, and report clinical data
for regulatory submissions.

= Ensures manufacturers are audit-ready and
compliant with PMS and PMCF requirements.
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