
<Co->Rapporteur day <60*><80> critical assessment report
*in case of accelerated assessment for procedures starting from September 2016 onwards

Non-clinical & clinical aspects
Consultation on an ancillary medicinal substance incorporated in a medical device
Medical device: <Name>
Ancillary medicinal substance: <Name>
EMEA/H/D/<XXX>
Applicant: <Name of notified body>
	Rapporteur:
	

	Co-rapporteur:
	

	EMA EPL:
	

	EMA PM:
	

	Start of the procedure:
	

	Date of this report:
	

	Deadline for comments:
	


Table of contents

61. Introduction


62. Scientific evaluation


62.1. General information


62.2. Non-clinical documentation


62.3. Clinical evaluation


72.4. Labelling


73. Overall conclusion


84. List of questions as proposed by the <co->rapporteur


85. <Remarks to the notified body>


86. <Recommended measures to the notified body>




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 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 

Non-clinical and clinical critical assessment
[Note: Guidance on the documentation to be provided by the notified body to the competent authority is given in the medical devices Guidance Document MEDDEV 2.1/3 rev 3, Section C (http://ec.europa.eu/enterprise/sectors/medical-devices/files/meddev/2_1_3_rev_3-12_2009_en.pdf)]
1.  Introduction
2.  Scientific evaluation
2.1.  General information

Assessor’s comment:

Assessors overall conclusion on the general information

2.2.  Non-clinical documentation

Non-clinical pharmacology

Pharmacodynamics
Assessor’s comment:

Pharmacokinetics
Assessor’s comment:

Toxicity

Assessor’s comment:

Local tolerance

Assessor’s comment:

Assessor’s overall conclusion on the non-clinical documentation

2.3.  Clinical evaluation
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.]

Assessor’s comment:

Clinical safety of 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]

Assessor’s comment:

Clinical benefit/risk profile of the ancillary medicinal substance incorporated in the medical device
Assessor’s comment:

Assessor’s overall conclusion on the clinical evaluation
2.4.  Labelling
Assessor’s comment:
Assessor’s overall conclusion on the labelling

[Note: the assessment of the labelling/instructions for use of the medical device is outside the scope of the consultation procedure. Any comments to the labelling should be related to the quality & safety of the ancillary substance. Any recommended action should be included as “Remarks to the notified body”or “Recommended measure to the notified body”]
3.  Overall conclusion
4.  List of questions as proposed by the <co->rapporteur
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]

Major objections

<None>

<General information>
<Non-clinical documentation>
<Clinical evaluation>
[Include major objections regarding usefulness, clinical safety and clinical benefit/risk profile]

Other concerns
<None>

<General information>

<Non-clinical documentation>

<Clinical evaluation>
[Include other concerns regarding usefulness, clinical safety and clinical benefit/risk profile]

5.  <Remarks to the notified body>

<Labelling>

[Include remarks regarding usefulness as verified by the notified body]

6.  <Recommended measures to the notified body>

As discussed at CHMP, it would be recommended 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 may include any action 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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