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Class IIa

Declaration of Conformity
Annex IV

Quality Management System

Annexes IX (Chap. I / III)

Production Verification

Annexes XI Part B (sect.18)

Technical Documentation

Annex IX (Chap II Section 4) that
refers to Annexes II and IIIassessed by

device
category

Technical Documentation

 Annexes II and III

Production Quality Assurance

Annexes XI Part A (sect.10)
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assessed by
device

category
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Class IIb
(implantable WET or

non-implantable)

Declaration of Conformity
Annex IV

Quality Management System

Annexes IX (Chap. I / III)

Production Verification

Annexes XI Part B (sect.18)

Technical Documentation

Annex IX (Chap II sect. 4) that
refers to Annexes II and IIIassessed per

generic device
group

Type Examination

 Annexes X

Production Quality Assurance

Annexes XI Part A (sect.10)

Clinical evaluation consultation procedure
for Class IIb active devices intended to administer and/or remove a medicinal product

Annex IX Sect. 5.1 / Annex X Sect. 6
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Except for
Art. 54.2
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Class IIb
implantable
(non WET)

Declaration of Conformity
Annex IV

Quality Management System

Annexes IX (Chap. I / III)

Production Verification

Annexes XI Part B (sect.18)

Technical Documentation

Annex IX (Chap II sect. 4) that
refers to Annexes II and III

assessed for
every device

Type Examination

 Annexes X

Production Quality Assurance

Annexes XI Part A (sect.10)

Lex ebook of
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MDR Regulatory Pathways
Lex ebook of

Class III

Declaration of Conformity
Annex IV

Quality Management System

Annexes IX (Chap. I / III)

Production Verification

Annexes XI Part B (sect.18)

Technical Documentation

Annex IX (Chap II sect. 4) that
refers to Annexes II and IIIassessed for

every device

Type Examination

 Annexes X

Production Quality Assurance

Annexes XI Part A (sect.10)

Clinical evaluation consultation procedure

Annex IX Sect. 5.1 / Annex X Sect. 6
Except for

Art. 54.2

EMA/CA consultation procedure for devices with:
- medicinal substances (Annex IX 5.2)

- tissues or cells of human origin or their derivatives (Annex IX 5.3.1)
-  tissues or cells of animal origin or their derivatives (Annex IX 5.3.2)

- substances or of combinations of substances that are absorbed by or locally dispersed in
the human body (Annex IX 5.4)
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Class Im,s,r, IIa, IIb
and non-implantable

custom made
devices

Statement of Conformity
Annex XIII Sect.1

Custom made device Technical
Documentation

Annex XIII Sections 2 and 3

Quality Management System

Annexes IX (Chap. I)

Implantable Class III
custom made

devices

Production Quality Assurance

Annexes XI Part A

Custom made device Technical
Documentation

Annex XIII Sections 2 and 3
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Class I (self-
certified) medical

devices

Marketing authorization 

2001/83/EC

Declaration of conformity

Article 117, Annex IV

Integral drug/device
combination product

Article 1(8) 2§ / Article 1(9) 2§

Class Im,s,r, IIa, IIb
and III medical

devices

Conformity Assessment
Certificate

Article 117, Annexes IX, X
and/or XI

GSPR checklist and 
evidence of conformity

Article 117, Annex I

Notified Body Opinion

Article 117, Annex I
TeamNB NBOp template


