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LIST OF ABBREVIATIONS 
1. Assessment of the responses to the CHMP list of outstanding issues 
Ancillary medicinal substance after incorporation in the medical device
[Questions concerning the documentation provided in line with Section C.3 of MEDDEV 2.1/3 rev. 3, December 2009]

1.1.  Non-clinical aspects

Major objections
Question 

Summary of the Applicant’s Response 
Assessment of the applicant’s response
<None>

Other concerns
Question 

Summary of the Applicant’s Response 
Assessment of the applicant’s response
<None> 
1.2.  Clinical aspects

Major objections
Question 

Summary of the Applicant’s Response 
Assessment of the applicant’s response
<None>

Other concerns
Question 

Summary of the Applicant’s Response 
Assessment of the applicant’s response
<None>
2.  Overall summary and conclusions of the applicant’s responses

2.1.  <Unresolved issues>
2.1.1.  <Non-clinical aspects>

2.1.2.  <Clinical aspects>

2.2.  <Remarks to the notified body>
[Remarks to the Notified body include any relevant issues or action to be considered by the Notified body when providing a CE mark]

2.3.  <Recommended measures to the notified body>

The Rapporteurs recommend that the notified body request the following from the medical device manufacturer for device approval:
	Area1
	Description

	
	

	
	


1 Areas: quality, safety including clinical benefit/risk profile.

[Recommended measures to the Notified body include any data that the Notified body may consider requesting to the medical device manufacturer. This data will not be reviewed by the European Medicines Agency]
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