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Introduction 

• Expert Panels in place since April 2021.
• In the absence of EUDAMED, uploads being made via the Circabc platform
• Expert Panels transferred from JRC to EMA in March 2022
• To date hundreds of  Article 54(3) notifications have been submitted and a total of 5 opinions 

provided under the CECP process and 16 under the PECP process 
• The aim of this presentation is to provide some feedback based on initial NB experience with the 

process. 
• The areas which will be covered include timelines, need for discussions between NB’s and the 

Expert Panels during the review process, administrative comments and some questions. 



Predictability – Timelines for Expert Panel Consultation
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Annex IX – 5.1:
(e) The expert panel shall within 21 days of receipt of the documents from the Commission notify the Commission, through Eudamed whether 
it intends to provide a scientific opinion, pursuant to point (c), or whether it intends not to provide a scientific opinion, pursuant to point (d). 

(f) Where no opinion has been delivered within a period of 60 days, the notified body may proceed with the certification procedure of the 
device in question. 

• The communications from the secretariat are clear with due dates stated for the various stages however it is noted that the 
timelines for each step across reviews is variable.

• Predictable, worst-case timelines are needed for all steps involved in the process including the administrative time at the 
start and end of the process.

• Whereas manufacturers are expecting an opinion within 60 days, the actual process has more steps than expected and is 
typically taking longer than 60 days.

NB Upload for CECP Transferred to 
Screening Panel

Screening Deadline Deadline for 
Opinion

Review of Commercially 
Sensitive Information

14/June/2022 Day 9 Day 31 Day 69 Day 74

01/Aug/2022 Day 7 Day 28 Day 67 Day 74

25/Aug/2022 Day 13 Day 34 Day 73 Day 76

21 days

60 days



CEAR Conclusions & Opportunity to Present
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Annex IX – 5.1:
(b) The notified body may be requested to present its conclusions as referred to in point (a) to the expert 
panel concerned. 

• Notified Bodies would welcome this opportunity to present, particularly in cases where a negative 
opinion is to be published.

• The Clinical Evaluation Assessment Report (CEAR) document’s the Notified Bodies conclusions of its 
clinical assessment. 

• Whereas every effort is made to include detail in the CEAR, it is effectively a summary of a 
comprehensive assessment and it is difficult to convey every detail which was taken into consideration 
to reach the conclusions stated within the report.

• If a negative opinion is to be published, Notified Bodies see a real benefit to having an open dialogue to 
ensure that all presented data has been considered and that conclusions drawn by the expert panel are 
accurate.

• Whereas there is limited experience to date in these situations, one Notified Bodies attempt to engage 
in discussion within this type of scenario was rejected.



Administrative – Groupings / Categories for PECP Opinions
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The list of CECP Opinions appearing online are well organised with 
each opinion categorised based on the field of the Expert Panel.

The views provided under the PECP have no such groupings or 
attributes which makes it difficult to differentiate the reviews. 

It would be helpful to categorise the PECP views in some way, for 
example based on disease condition.



Administrative – Article 54(3) Notifications Summary Table
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• The table used by Circabc to summarize all Article 54(3) and communications from the Expert Panels use 
the CECP dossier number for identification purposes.

• When the dossier number is used as reference number, it is not always obvious which device or certificate 
an upload or communication relates to.

• A suggestion would be to add a column to this table include an identifier such as the MDR certificate 
number. 

• More generally, some transparency for all stakeholders including the CA’s as to what is available in the 
Circabc space would be beneficial. 



Administrative - Circabc Process 
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• Whereas it is accepted that the overall process is 
relatively new and will take some time to 
stabilize, it is worth highlighting that frequent 
changes to the Expert Panel process including 
the administrative aspects make it difficult to 
successfully implement related processes within 
the NB.

• One example is the Article 54(3) Notification 
Form which was requested along with every 
Article 54(3) notification for a period of time, 
before being withdrawn in mid 2022.

• Changes which promote efficiency and 
improvement are welcome but some degree of 
stability is required, as every change has an 
impact on the training and process implemented 
within each Notified Body.



Question: Annual Overview as per Article 54(4)
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Article 54:
4. The Commission shall draw up an annual overview of devices which have been subject to the procedure 
specified in Section 5.1 of Annex IX and referred to in Section 6 of Annex X. The annual overview shall 
include the notifications in accordance with paragraph 3 of this Article and point (e) of Section 5.1 of 
Annex IX and a listing of the cases where the notified body did not follow the advice from the expert panel. 
The Commission shall submit this overview to the European Parliament, to the Council and to the MDCG. 

It would be helpful for Notified Bodies to get some additional information about this annual overview. For 
example has this process started? Will any information from the report be shared with Notified Bodies or 
the public?
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Thanks for your attention.
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