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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 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 

Quality critical assessment
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.]
2.  Quality for the ancillary medicinal substance or ancillary human blood derivative itself
[Note: the documentation provided by the notified body should cover relevant parts of CTD-Module 3. In case relevant parts have not been addressed, this should be noted in the assessment report]

2.1.  Introduction
2.2.  Drug substance
2.2.1.  General information (CTD module 3.2.S.1)
Nomenclature (CTD section: S.1.1)
	International non-proprietary name (INN):
	

	United States Adopted Name (USAN):
	

	Chemical names:
	

	Other name:
	

	CAS registry number:
	

	Laboratory code:
	

	Molecular formula:
	

	Relative molecular mass:
	


Structural formula (CTD section: S.1.2):

General properties (CTD section: S.1.3)

	Physical characteristics:
	

	Solubility:
	

	pKa-value:
	

	Partition coefficient:
	

	Hygroscopicity:
	

	Stereochemistry:
	

	Polymorphism
	


Assessor’s comments on S.1 General Information

2.2.2.  Manufacture (CTD module 3.2.S.2)
Manufacturer(s) (CTD section: S.2.1)

GMP

Description of manufacturing process and process controls (CTD section:S.2.2)

Control of materials (CTD section: S.2.3)

Control of critical steps and intermediates (CTD section: S.2.4)

Process validation and/or evaluation (CTD section: S.2.5)

Manufacturing process development (CTD section: S.2.6)

Assessor’s comments on S.2 Manufacture:

2.2.3.  Characterisation (CTD module 3.2.S.3)
Elucidation of structure and other characteristics (CTD section: S.3.1)

Impurities (CTD section: S.3.2)

Assessor’s comments on S.3 Characterisation:

2.2.4.  Control of drug substance (CTD module 3.2.S.4)
Table S. 4-1. Specifications

	Specification parameter
	Test method
	Test limits

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Analytical procedure (CTD section: S.4.2)

Validation of analytical procedure (CTD section: S.4.3)

Table S.4-2. Summary of Validation of Analytical Procedures 

	
	Analytical procedure

	
	
	
	
	

	Accuracy
	
	
	
	

	Precision:
	
	
	
	

	- Repeatability 
	
	
	
	

	- Intermediate precision 
	
	
	
	

	Specificity
	
	
	
	

	Detection limit 
	
	
	
	

	Quantitation limit 
	
	
	
	

	Linearity 
	
	
	
	

	Range 
	
	
	
	

	Robustness 
	
	
	
	

	Solution stability 
	
	
	
	


+ indicates that the parameter is acceptably tested 

- indicates that the parameter is not tested 

? indicates that questions remains before the parameter is judged to be acceptable 

Batch analyses (CTD section: S.4.4)

Justification of specification (CTD section: S .4.5)

Assessor’s comments on S.4 Control of Drug Substance:

2.2.5.  Reference standards or materials
Assessor’s comments on S.5 Reference Standards or Materials:

2.2.6.  Container closure system (CTD module 3.2.S.6)
Assessor’s comments on S.6 Container Closure System:

2.2.7.  Stability (CTD module 3.2.S.7)
Stability summary and conclusion (CTD section: S.7.1)

Table S. 7-1. Stability studies

	Temp °C, RH %
	n batches x months
	Batch size
	Package

	25 °C / 60% RH
	
	Production scale / Pilot scale
	Intended for marketing

	40 °C / 75% RH
	
	
	

	
	
	
	


Post-approval stability protocol and stability commitments (CTD section: S.7.2)

Stability data (CTD section: S.7.3)

The stability data on which the summary and conclusion in S.7.1 is based, is included in the dossier.

Assessor’s comments on S.7 Stability:

2.3.  Drug product (CTD module 3.2.P)
2.3.1.  Description and composition of the drug product (CTD module 3.2.P.1)
The composition of {drug product} is presented in Table P.1-1 below.

Table P. 1-1. Complete composition of XXX

	Ingredient
	Reference
	XXX

Amount (XXX)
	XXX

Amount (XXX)
	Function

	
	
	
	
	Active

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Assessor’s comments on P.1 Description and Composition of the Drug Product:

2.3.2.  Pharmaceutical development (CTD module 3.2.P.2)
Components of the drug product (CTD section: P.2.1)
Drug product (name, dosage form) (CTD section: P.2.2)
Manufacturing process development (CTD section: P.2.3)
Container closure system (CTD section: P.2.4)
Microbiological attributes (CTD section: P.2.5)
Compatibility (CTD section: P.2.6)

Assessor’s comments on P.2 Pharmaceutical Development:

2.3.3.  Manufacture (CTD module 3.2.P.3)
Manufacturer(s) (CTD section: P.3.1)

Batch formula (CTD section: P.3.2)

Description of manufacturing process and process controls (CTD section: P.3.3)

Controls of critical steps and intermediates (CTD section: P.3.4)

Process validation and/or evaluation (CTD section: P.3.5)

Assessor’s comments on P.3 Manufacture:

2.3.4.  Control of excipients (CTD module 3.2.P.4)
Specifications (CTD section: P.4.1)

Analytical procedures (CTD section: P.4.2)

Validation of analytical procedures (CTD section: P.4.3)

Justifications of specifications (CTD section: P.4.4)

Excipients of human and animal origin (CTD section: P.4.5)

Novel excipients (CTD section: P.4.6)

Assessor’s comments on P.4 Control of Excipients:

2.3.5.  Control of drug product (CTD module 3.2.P.5)
Specification(s) (CTD section: P.5.1)

Table P. 5-1. Release and shelf-life specifications

	Specification parameter
	Test method
	Test limits

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Analytical procedures (CTD section: P.5.2)

Validation of analytical procedures (CTD section: P.5.3)

Table P. 5-2. Summary of validation of analytical procedures

	
	Analytical procedure

	
	
	
	
	

	Accuracy
	
	
	
	

	Precision
	
	
	
	

	- Repeatability
	
	
	
	

	- Intermediate precision
	
	
	
	

	Specificity
	
	
	
	

	Detection limit
	
	
	
	

	Quantitation limit
	
	
	
	

	Linearity
	
	
	
	

	Range
	
	
	
	

	Robustness
	
	
	
	

	Solution stability
	
	
	
	


+ indicates that the parameter is acceptably tested 

- indicates that the parameter is not tested 

? indicates that questions remains before the parameter is judged to be acceptable 

Batch analyses (CTD section: P.5.4)

Characterisation of impurities (CTD section: P.5.5)

Justification of specification(s) (CTD section: P.5.6)

Assessor’s comments on P.5 Control of Drug Product:

2.3.6.  Reference standards or materials (CTD module 3.2.P.6)
Assessor’s comments on P.6 Reference Standards or Materials:

2.3.7.  Container closure system (CTD module 3.2.P.7)
Assessor’s comments on P.7 Container Closure System:

2.3.8.  Stability (CTD module 3.2.P.8)

Stability summary and conclusion (CTD section: P.8.1)

Table P. 8-1. Major stability studies

	Temp °C, RH %
	n batches x months
	Batch size
	Package

	25 °C / 60% RH
	
	Production scale / Pilot scale
	Intended for marketing

	40 °C / 75% RH
	
	
	

	
	
	
	


Post-approval stability protocol and stability commitment (CTD section: P.8.2)

Stability data (CTD section: P.8.3)

The stability data on which the summary and conclusion in P.8.1 is based, is included in the dossier.

Assessor’s comments on P.8 Stability:

2.4.  Appendices (CTD module 3.2.A)
2.4.1.  Facilities and equipment

2.4.2.  Adventitious agents safety evaluation

Non-viral adventitious agents
Viral adventitious agents

2.4.3.  Novel excipients

2.5.  Regional information
Process validation scheme for the drug product

TSE Issues

3.  Quality for the ancillary medicinal substance or human blood derivative as incorporated in the medical device
[Note: the documentation provided by the notified body should be line with guidance provided in MEDDEV 2.1/3 rev. 3, Section C.3, 2]
3.1.  Qualitative and quantitative particulars of the constituents

3.2.  Description of method of manufacture

3.3.  Controls of starting materials

3.4.  Control tests carried out at intermediate stages of the manufacturing process of the medical device

3.5.  Final control tests of the ancillary medicinal substance or the ancillary human blood derivative in the medical device

3.6.  Stability

4.  Overall conclusion on quality
5.  List of questions as proposed by the <co->rapporteur
5.1.  Quality for the ancillary medicinal substance or the ancillary human blood derivative itself

Major objections

<None> 

<Drug substance>

<Drug product>

<Adventitious agents’ safety>

Other concerns

<None>

<Drug substance>

<Drug product>

<Adventitious agents’ safety>

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

5.2.  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)]

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>

The <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.

[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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