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Clinical Evaluation Reports – Tying it All Together (article 3 of 3) 

Forward 

MEDIcept, an international medical device consulting firm is presenting this as an ongoing series of 

articles focused on Clinical Evaluation Reports in the medical device industry. 

Our team at MEDIcept has worked with a variety of manufacturers to develop Clinical Evaluation 

Reports (CERs) for a wide range of devices and device classifications; with these articles, we will provide 

an overview of the steps for completing a CER and describe the benefits of bringing clinical and safety 

data, risk analyses, and product literature (e.g. labeling and manuals) together in one place to provide 

an objective, transparent evaluation of device safety and performance. The last two articles gave a quick 

overview of CERs, the need for an internal Standard Operating Procedure, and the basic elements of the 

CER. This article will discuss the final CER report. 

If you have questions or comments on the issues discussed, or if you have recommendations for topics 

to consider in the future, please let us know. 508-231-8842. 

The Final Report 

All the elements get tied together in the final report. The guidance provides a suggested outline for the 

report: 

1. General details 

2. Description of device and intended application 

3. Intended therapeutic/diagnostic indications and claims 

4. Context of evaluation; choice of data types 

5. Summary of the clinical data and appraisal 

6. Data analysis 

• Performance 

• Safety 

• Product Literature and Instructions for Use 

7. Conclusions  

 

If you’ve done a thorough job up to this point, all the pieces are complete. Now it’s just a matter of 

presenting the results in an objective manner.  By clearly establishing the process followed to collect, 

screen, and appraise the clinical data, and by maintaining a record of what data were included and what 

were excluded (and why), you’ve addressed the need for transparency. Anyone reading the report has 

the information needed to recreate it. By confirming that the hazards identified in the literature are 

addressed in the risk analysis, you’ve ensured that the risks of the device have been evaluated found to 

be acceptable in a manner approved by company management. And by reviewing the product literature, 

you’ve confirmed that the information communicated to the user is aligned with the claims and 
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concerns identified by the clinical data. If no major gaps are identified through the process and the risk 

analysis confirms that the device presents an acceptable level of risk, the evaluator can be confident 

that the device benefits outweigh its risks. 

No other tool provides such a comprehensive view of the safety and efficacy of a medical device. Clearly 

the review of clinical data relative to the risk analysis is a critical element of the evaluation – without 

which it would not be possible to make a final judgment on risk acceptability – but only the clinical 

evaluation report brings all of the sources of relevant information into one place. By ensuring that the 

final report is both objective and transparent, companies can be confident that the device they are 

bringing to market will be safe and effective for the intended user. 

MEDIcept is a medical device consulting firm dedicated to helping pre-revenue and established medical 

device manufactures with the complexity of international regulatory requirements.  

If you have questions or comments on the issues discussed, or if you have recommendations for topics 

to consider in the future, please let us know. 508-231-8842. 

 


