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Administrative information
	Invented name of medical device:
	<Name>

	INN (or common name) of the ancillary medicinal substance:
	<INN/Common name>

	Applicant for medical device CE certification:
	<Name>

	Notified body:
	<Name>

	Applied intended purpose of the device:
	<Description>

	Intended purpose of the ancillary medicinal substance in the device:
	<Description>

	Pharmaceutical form(s) and strength(s) of the ancillary medicinal substance:
	<Description>

	<Co->Rapporteur’s contact person:

EMA Product team Lead:
Procedure Manager:
	<Name>
Tel: 
Fax: 
E-mail: 
<Name>
Tel: 
Fax: 
E-mail: 
<Name>
Tel: 
Fax: 
E-mail: 

	Names of the Rapporteur’s assessors:

(Internal and external)
	<Name>
Tel: 
Fax: 
E-mail: 

	Names of the Co-Rapporteur’s assessors:

(Internal and external)
	<Name>
Tel: 
Fax: 
E-mail: 


Declarations

 The assessor confirms that proprietary information on, or reference to, third parties (e.g. ASMF holder) or products are not included in this assessment, unless there are previous contracts and/or agreements with the third party(ies).

 The assessor confirms that reference to ongoing assessments or development plans for other products is not included in this assessment report.
Whenever the above box is un-ticked please indicate section and page where confidential information is located here: 

LIST OF ABBREVIATIONS 
1.  Recommendation
Based on the review of the submitted data, the <Co-> Rapporteur considers that the claim for quality and safety including the clinical benefit/risk profile of <Name of ancillary substance> as a component of the medical device <Name of medical device> 

<is approvable>. <The <Co-> Rapporteur also highlights some <remarks to the notified body> <and> <recommended measures to the notified body>. <See sections <6> <and> <7>.>

<could be approvable provided that satisfactory answers are given to the "other concerns" as detailed in the List of Questions. Failure to resolve other concerns may render the application not approvable.> <The <Co-> Rapporteur also highlights some <remarks to the notified body> <and> <recommended measures to the notified body. See section<s> <6> <and> <7>.>

<is not approvable since "major objections" have been identified, which preclude a recommendation for a positive opinion at the present time. The details of these major objections are provided in the list of questions (see section 5).> 
<in addition, satisfactory answers must be given to the ‘other concerns’ as detailed in the List of Questions.>
<The major objections precluding a positive opinion on the quality and safety including clinical benefit risk, pertain to the following principal deficiencies :> 

<Deficiencies arising from concerns over the confidential (ASM - active substance manufacturer restricted) part of the DMF are mentioned in the appendix (this appendix is not supplied to the medical device manufacturer). These concerns will be conveyed in confidence to the holder of the DMF.>

Proposal for questions to be posed to additional experts
Proposal for inspection

GMP inspection(s)
[For routine GMP inspections]

<A request for GMP inspection has been adopted for the following site(s) in order to verify the GMP compliance status. The outcome of this/these inspection(s) is required for the Committee to complete its examination of the application and will be needed by Day 181.>

And/or

 [For triggered GMP inspections]

<A request for GMP inspection has been adopted for the following site(s) in order to provide further product specific information.  The outcome of this/these inspection(s) is required for the Committee during its examination of the application and will be needed by Day 121.>

GCP inspection(s)

 [For triggered GCP inspections]

<A request for GCP inspection has been adopted for the following clinical study(ies) <enter study number(s)>.  The outcome of this inspection and the satisfactory responses to its findings are part of the responses to the LoQ and will be needed by Day 121.>

2.  Executive summary
2.1.  Problem statement

2.2.  About the product

2.3.  Type of application and other comments on submitted dossier
Indicate if the applicant has requested accelerated assessment and the fulfilment of relevant criteria. 
<The CHMP <agreed> <did not agree> to the applicant’s request for an accelerated assessment as the product was <not> considered to be of major public health interest. This was based on {include summary of reasons for accepting or rejecting accelerated assessment}.>

If the accelerated assessment is no longer appropriate the (Co)Rapporteur should propose to  revert to standard timetable: <However, during assessment the (Co) Rapporteur concluded that it is no longer appropriate to pursue accelerated assessment, as {include summary of reasons for reverting to standard timetable}.>
3.  Scientific overview and discussion
3.1.  Introduction
3.2.  Quality documentation
3.2.1.  Inspections status

[Note: Rapporteurs should comment on the documentation provided regarding GMP compliance and manufacturing licenses of the manufacturing sites of the ancillary medicinal substances.]
3.2.2.   For the ancillary medicinal substance or the ancillary human blood derivative itself

Drug substance

Drug product

<Adventitious agents’ safety>

[Include relevant headings concerning the documentation provided in line with the format of Volume 2B, CTD of NTA (Module 2.3 and Module 3)]

3.2.3.  For the ancillary medicinal substance or the ancillary human blood derivative as incorporated in the medical device

[Include relevant heading from MEDDEV 2.1/3 rev. 3, Section C.3, 2) b)]

3.2.4.  Discussion and conclusion on <chemical, pharmaceutical and biological aspects>

3.3.  Non-clinical documentation

[Include relevant heading from MEDDEV 2.1/3 rev. 3, Section C.3, 3)]

3.3.1.  Discussion and conclusion on the non-clinical documentation

3.4.  Clinical evaluation

3.4.1.  Usefulness of the ancillary medicinal substance incorporated in the medical device as verified by notified body
[Note: The notified body should address this by clinical evaluation or by cross-reference to other sections of the dossier, as applicable.]

3.4.2.  Clinical safety of the ancillary medicinal substance incorporated in the medical device
[Note: The clinical safety data provided by the notified body to the Competent Authority will address the safety of the medical device in its entirety.]

3.4.3.  Clinical benefit/risk profile of the ancillary medicinal substance incorporated in the medical device

3.4.4.  Discussion and conclusion on the clinical evaluation

4.  Overall conclusion
[Note: This section refers to the overall conclusions on the quality and safety, including the clinical benefit/risk profile of the ancillary medicinal substance in the context of its use in the medical device]

5.  <Co->Rapporteur list of questions
5.1.  Quality aspects

5.1.1.   For the ancillary medicinal substance or the ancillary human blood derivative itself

Major objections

<None>

<Drug substance>

<Drug product>

Other concerns

<None>

<Drug substance>

<Drug product>

[Questions concerning the documentation provided in line with the format of Volume 2B, CTD of NTA (Module 2.3 and Module 3)]

5.1.2.  For the ancillary medicinal substance or the ancillary human blood derivative as incorporated in the medical device

Major objections

<None>

Other concerns

<None>

[Include relevant heading from MEDDEV 2.1/3 rev. 3, Section C.3, 2)]

5.2.  Non-clinical aspects

Major objections

<None>

Other concerns

<None>

[Include relevant heading from MEDDEV 2.1/3 rev. 3, Section C.3, 3)]

5.3.  Clinical aspects

Major objections

<None>

Other concerns

<None>

[Include questions regarding usefulness, clinical safety and clinical benefit/risk profile]

6.  <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]

7.  <Recommended measures to the notified body>

<Co->Rapporteur would recommend that the notified body requests the following from the medical device manufacturer for device approval:

	Area1
	Description

	
	

	
	


1 Areas: quality, safety including clinical benefit/risk profile.
2 Due date for the recommended.

[Recommended measures to the Notified body include any data that the Notified body may consider requesting to the medical device manufacturer (e.g. submission of a final stability report or notification of out-of-specification results during stability studies). This data will not be reviewed by the European Medicines Agency]
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