(' Q COMPLIANCEQUEST s ——

Clinical « Quality « Safety

Ensure Complete Reporting on Post Market Clinical
Follow-up [PMCF] — A Reporting Template

PMCF plan corresponding to the present evaluation report

PMCF plan number and version:

PMCF evaluation report:

PMCF report number:

PMCF report date:

PMCF report version:

Section A. Manufacturer contact details

REQUIREMENTS COMMENTS/REMARKS

1. Legal manufacturer name:

2. Address:

3. SRN:

4. Person responsible for regulatory compliance:

5. E-mail:
6. Phone:
7. Fax:

8. Authorized representative (if applicable):

i. Address:

ii. Contact person:

iii. E-mail:

iv. Phone:

v. Fax:

Section B. Medical Device description and specification

REQUIREMENTS COMMENTS/REMARKS

1. Product or trade name:

2. Model and type:
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General description of the device:

Intended purpose(s):

Intended user(s):

Basic UDI-DI:

Intended patient population:

Medical condition(s):

Indications:

10.

Contraindications:

11.

Warnings:

12.

List and description of any variants:

13.

List of any accessories:

14.

Certificate number (if available):

15.

CND code(s):

16.

Class:

17.

Classification rule:

18.

Expected lifetime:

19.

Novel product: D Yes I:] No

20.

Novel related clinical procedure: DYes |:] No

21.

Explanation of any novel feature(s):

Section C. Activities undertaken related to PMCF: Results

Report of, all the activities described in section C of the PMCF plan which have been performed, all the collected clinical
data obtained from those completed activities, as well as any justification of deviations from the plan.

The discussion shall include the analysis of the findings, whether positive or negative and the potential impact on the
different documents (clinical evaluation report, risk management file, SSCP, etc...) initially reviewed during the conformity
assessment.

It is expected for each activity performed, a description in different subsections, related to the type of activities (device
registry, PMCF studies, real world evidence, surveys about the use of device, etc...), and for each subsection, a description
about the quality of data collected.
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Section D. Evaluation of clinical data relating to equivalent or similar devices

Report all the clinical data collected relating to an equivalent device or selected similar device(s), provide an analysis and
conclusion(s), and whether changes of the state of the art, or newly identified hazards would have an impact on the device's
benefit-risk determination, the clinical evaluation and/or the PMCF plan.

Product name of equivalent / Results discussed References used to get the results
similar device (publications, part of technical

documentation from this
equivalent / similar device)

Section E. Impact of the results on the technical documentation

Aggregate results coming from each PMCF activity planned and performed, described in section C, results coming from
equivalent and/or similar device, described in section D, which are considered to impact the technical documentation and
at least the following documents shall be considered:

1. Clinical evaluation report

Reference: Doc Name Ver. Date:

|:|No relevant information from the clinical evaluation report has been considered.
If applicable, it is expected from manufacturer to describe why some information that might have an impact on the CER has not been
considered.

Relevant information analyzed and monitored:

Analysis of the outcome is to be reported in the updated clinical evaluation report.

2. Risk management file

Reference: Doc Name Ver. Date:

D No relevant information from the risk management file has been considered

If applicable, it is expected from manufacturer to describe why some information that might have an impact on the risk management file
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has not been considered.

Relevant information analyzed and monitored:

Analysis outcome to be reported in the risk management file updated:

Section F. Reference to any common specification(s), harmonized standard(s) or guidance
document(s) applied

Title Version

Common specification(s) applied

Harmonized standards (s) applied

Guidance(s) followed
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Section G. Conclusions

In this section, it is expected that the manufacturer shall provide an overall conclusion of the findings and relate them to the
aims of the PMCF plan. The conclusions shall be taken into account in the following clinical evaluation and in the risk
management. Finally, this conclusion shall highlight if any need for preventive and/or corrective measures have been
identified. The conclusion may also give input to the next PMCF plan.

Revision history

Revision No. Revision date Description of change Revised by

Reference:
Medical Device Coordination Group Document, MDCG 2020-8; Post-market clinical follow-up (PMCF) Evaluation Report (A guide for manufacturers and notified bodies) dtd.
April 2020.

DISCLAIMER: This document neither creates nor confers any rights towards any person or organization and does not enforce to abide by the content. It is only intended to
support organization(s) or individual(s) referring this document to understand the requirements of Post Market Clinical Follow-up plan and report. The simple usage does
not automatically imply fulfilment of any regulation. Please refer the applicable guidance for complete detail.

About ComplianceQuest

ComplianceQuest is an award winning, 100% cloud based Next Generation Al-Powered Enterprise Clinical, Quality, Health
and Safety Management Solution (QHSE) natively built and run on theSalesforce platform. Our unified and connected
solutions help companies of all sizes deliver quality products and services in the safest, most sustainable way by mitigating
risk, problems, and inefficiencies while protecting customers, patients, employees, suppliers and brand.

For more information, or to request a demo with a ComplianceQuest expert, contact ComplianceQuest today.

Visit www.compliancequest.com + Email us at marketing@compliancequest.com - Call us at 408-458-8343
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