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Clinical Evalua

Your Path to CE Marking, Made Easy

At COD Research, we provide a comprehensive suite of services for Medical Devices, ensuring
compliance with applicable laws and regulations while supporting manufacturers in meeting the
highest quality and safety standards.

With our expertise, you gain a reliable partner to ensure your CERs are compliant, evidence-based,
and aligned with the latest regulatory standards.
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Scoping & Data Appraisal Reporting

Planning

From planning and literature review to CER writing, gap analysis, and PMS integration, we help your
team create compliant, regulator-ready Clinical Evaluation Reports. Our services ensure seamless
updates, collaborative workflows— all aligned with MEDDEV 2.7/1 Rev. 4 and the EUMDR.

We offer a full spectrum of services tailored to meet the unique needs of medical device safety. Our
expertise includes:

« Drug-Device Combinations: Drug-Eluting Stents, Inhalers, Transdermal Patches etc.
* Invasive Devices: Surgical Instruments, Implants etc.

+ Non-Invasive Devices: Diagnostic Imaging Equipment, Therapeutic Devices etc.
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Literature search plan & report
Regulatory database

- Systematic analysis search plan & report

Impact Assessment on other Linkage System

- State-of-the-art (SOTA) analysis

- With quantitative and qualitative analysis
(PRISMA & Cochrane)

Update CEP/CER based

on PMS Data

Update CER with
PMCEF Evaluation
Report Data

Output of all
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Update RM with PMS and CER Data

Include the PMCF Plan
in the PMS Plan &
update as appropriate
with new risk
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