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Annex A: Checklist for MDR Technical 
Documentation Submissions

This checklist contains the MDR requirements on the deliver-

ables for MDR Technical Documentation (TD) Submissions. 

Please also follow the structured format when designing a 

MDR Technical Documentation. For further information please 

refer to the “Guidance for MDR Technical Documentation  

Submissions”.

PL E AS E U S E T H I S C H EC K L I S T AS F O LLOWS

 · Columns with a grey header shall be completed by the manufacturer 
The right column “Completeness check by TÜV Rheinland” is exclusively  
for TÜV Rheinland use.

 · Column “Page/Section of TD”: please include the detailed location, in which  
the relevant MDR requirement is addressed in the Technical Documentation

 · Column “Referenced Evidence (Document title & no., applicable chapter, section 
etc.) or in case of NA include justification”: The black text on blue background 
is intended to give guidance and can be deleted, when completing this column
 – Please add the respective information for referenced evidences including the res-
pective document title, document number, applicable chapter, section, page, etc. 

 – Please ensure that the references are correct and the referenced evidence  
is attached

 – In case an individual requirement is not applicable, please indicate with “NA”  
and provide a justification. NA will be not accepted for mandatory requirements

 · Please use the “Check off”, when you have fully completed the respective section.

 · TÜV Rheinland will perform a completeness check after submission using the right 
column of the table. The result will be communicated to the manufacturer.

 · Please note that if the submission does not follow the MDR requirements or this 
checklist is not completed in an acceptable way, the TD Review will be delayed.

https://www.tuv.com/landingpage/en/medical-device-testing-and-auditing/meta-navigation/downloads/
https://www.tuv.com/landingpage/en/medical-device-testing-and-auditing/meta-navigation/downloads/
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1 Application

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section 

/ Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

“Product List and 

Application MDR (QM 

part)” (MS-0030360)

and/or

“Product list and 

Application MDR, 

Technical Documen-

tation assessment, 

Annex IX, chapter II” 

(MS-0030497)

or

“Product List and 

Application MDR, 

Product Verification” 

(MS-0030499)

Cover page(s) and 

table of contents  

of the TD 

Technical Documenta-

tion revision history

Presentation of 

Technical Documen-

tation

available

available

available

available

missing

missing

missing

missing

Comment

Comment

Comment

Comment
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2 Device Description and Specification

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

1.1. (a) General description, 

including intended 

purpose and intended 

users

(MDN, MDA, MDS-

codes (refer to MDCG 

2019-14) as well as 

information whether 

device is for single 

use only, multiple use, 

reprocessing and its 

number of cycles) 

(including description 

of packaging)

1.1. (b) Clear identification 

of device by unam-

biguous reference 

allowing traceability 

Basic UDI-DI

(Additional guidance 

on Basic UDI-DI may 

be found in the MDCG 

documents published 

on the EU Commission 

website.)

EMDN code

(European Medical 

Device Nomenclature 

(EMDN code) shall 

be identified, refer to 

guidance published on 

the EU Commission 

website)

1.1. (c) Intended patient po-

pulation and medical 

condition to be diag-

nosed, treated and/or 

monitored 

(incl. e.g. patient 

selection criteria, 

indications, contra- 

indications, warnings)

available

available

available

missing

missing

missing

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

1.1. (d) Principles of operation 

of the device and its 

mode of action, scien-

tifically demonstrated 

if necessary

1.1. (e), (f) Rationale for the quali-

fication of the product 

as a device, justifica-

tion for the risk class 

and classification rule 

(Annex VIII, Chapter 

III)

1.1. (g) Explanation of any 

novel features

1.1. (h) Description of all 

accessories/product 

intended to be used 

with the device

1.1. (i) Description of all con-

figurations/variants  

of the product

available

available

available

available

available

missing

missing

missing

NA by client

missing

NA by client

missing

Comment

Comment

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

1.1. (j) General description 

of key functional 

elements (parts/com-

ponents, formulation, 

composition, func-

tionality and, where 

relevant, qualitative 

and quantitative com-

position)

1.1. (j) Mechanical drawings, 

photographs

1.1. (j) Electrical circuits 

(block diagram)

1.1. (k) Raw materials in-

corporated into key 

functional elements 

and those making 

either direct contact 

with the human body 

or indirect contact 

with the body

1.1. (l) Technical specifi-

cations as typically 

claimed in e.g. catalo-

gues, brochures (e.g. 

features, dimensions, 

performance attribu-

tes, etc.) of the device 

and the accessories

available

available

available

available

available

missing

missing

NA by client

missing

NA by client

missing

NA by client

missing

Comment

Comment

Comment

Comment

Comment
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3 Previous and Similar Generations  
of the Device

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

1.2. (a) Previous generation 

produced by the  

manufacturer

1.2. (b) Similar devices avai-

lable on the Union or 

International market

available

available

missing

N/A by client

missing

N/A by client

Comment

Comment
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4 Labelling

In regard to language requirements, please refer to MDR, Article 10(11): “Manufacturers shall ensure that the device is 
accompanied by the information set out in Section 23 of Annex I in an official Union language(s) determined by the Member 
State in which the device is made available to the user or patient. The particulars on the label shall be indelible, easily legib-
le and clearly comprehensible to the intended user or patient.”

MDR

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

2.1 Complete set 

of Labels

(as on the device, on 

the (e.g. single unit) 

packaging, sales packa-

ging, transport in case 

of specific conditions)  

(see Annex I, #23.2  

and #23.3)

2.2 Instruction for use 

(IFU) 

(see Annex I, #23.4)

available

available

missing

missing

NA by client

Comment

Comment
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MDR

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

2.2 Electronic Instructions 

for Use 

(see Annex I, #23)

Article 18 Implant card and 

information to be 

supplied to the patient 

with an implanted 

device

5 Design and Manufacturing

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

3. (a) Information on design 

stages applied to the 

device

available

available

missing

NA by client

missing

NA by client

Comment

Comment

available

missing

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

3. (b) Manufacturing proces-

ses, their validation, 

their adjuvants

(including identifica-

tion of the respective 

manufacturing line)

3. (b) Complete specifica-

tions (product specifi-

cation, packaging spe-

cification, incoming 

inspection, continuous 

monitoring, in process 

controls, final product 

testing, installation 

specification)

3. (c) Site(s), including 

subcontractor(s), 

supplier(s) where 

design and manufac-

turing activities are 

performed

6.2 (e) In the case of devices 

placed on the market 

in a sterile or defined 

microbiological con-

dition, a description 

of the environmental 

conditions for the re-

levant manufacturing 

steps.

available

missing

Comment

available

available

available

missing

missing

missing

NA by client

Comment

Comment

Comment
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6 General Safety & Performance  
Requirements

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

4. (a)–(d) “General safety and 

performance require-

ments” document

available

missing

Comment
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7 Benefit-Risk Analysis  
and Risk Management

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

5. (a)–(b) Risk Management:

Risk management plan  

(Refer to Annex. I, #3a)

Risk assessment inclu-

ding risk control 

(Refer to Annex. I,  

#3b–e, #4)

Information from 

production phase and 

PMS on hazards and 

the frequency of oc-

currence thereof, risk 

acceptability including 

possibly adaption 

of control measures 

(refer to Annex I, #3 f)

Overall residual risk 

evaluation including 

residual risk evaluati-

on (refer to Annex I, #8)

Annex I, 5 Usability Evaluation

See e.g. Annex I, #14.6, 

#21.3, #22.1, #22.2, 

#23.1a

available

available

missing

missing

Comment

Comment
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8 Pre-Clinical (Product Validation/ 
Performance) Data 

Note in general: In case testing is not performed on each product variant, the representative character of the tested  
product for a product range needs to be demonstrated considering the worst case approach. 

Furthermore test results must be provided in SI units.

Determined sample sizes are to be justified for all testing, respectively.

Where no new testing has been undertaken, the documentation shall incorporate a rationale for that decision.

Please provide an executive summary, outlining the performed tests, test specification, test results incl. standard  
deviation, and conclusions drawn. The test reports themselves need to be attached to the executive summary report.

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Test laboratory accre-

ditation (GLP/EN ISO 

17025)

6.1. a Evaluation of pu-

blished literature 

applicable to the 

device, taking into 

account its intended 

purpose, or to similar 

devices, regarding 

the pre-clinical safety 

of the device and its 

conformity with the 

specifications

6.1. (a–b) Chemical  

characterization

available

available

available

missing

NA by client

missing

missing

NA by client

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.1. (a–b) Biocompatibility inclu-

ding identification of 

all materials in direct 

or indirect contact 

with the patient and 

user Biological/ 

chemical tests/studies 

in animal models

6.1. (a–b) Performance and 

safety (physical/ 

mechanical tests)

6.1. (a–b) Electrical safety and 

electromagnetic com-

patibility

6.1. (a–b) Software verification 

and validation inclu-

ding information on all 

of the different hard-

ware configurations 

and, where applicable, 

operating systems 

identified in the infor-

mation supplied by 

the manufacture

available

missing

NA by client

Comment

available

available

available

missing

NA by client

missing

NA by client

missing

NA by client

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.1. (a–b) Simulated use testing/

testing in animal 

models

available

missing

NA by client

Comment

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.1. (b) Product and packa-

ging stability Tests, 

(up to the claimed 

shelf life)

See e.g. Annex I #7, 

#11.3, #11.4

6.1. (b) Transport evaluation/

validation (product 

and packaging)

See e.g. Annex I #7, 

#11.3, #11.4

9 Shelf Life / Transport Simulation

available

available

missing

N/A by client

missing

N/A by client

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.2. (a) Medicinal substances 

(Annex IX, #5.2)

Source of medicinal 

substance (including 

manufacturer)

Drug Master File 

(DMF) available 

for review

Test(s) conducted to 

assess its safety, qua-

lity and usefulness, 

taking account of the 

intended purpose of 

the device.

10 Specific Cases – Devices Incorpora-
ting a Substance Considered to be  
a Medicinal Substance

Complete only if applicable. N/A

available

available

available

available

missing

missing

missing

missing

Comment

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Usefulness of the sub-

stance as part of the 

device taking account 

of the intended purpo-

se of the device

available

missing

Comment

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.2. (b) Materials of animal 

origin

Non-viable tissues or 

cells of animal origin, 

or their derivatives uti-

lized in the manufac-

turing

11 Specific Cases – Devices Incorpora-
ting Materials of Animal Origin

Complete only if applicable. N/A

available

available

missing

missing

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Animals that have 

been subjected to 

veterinary controls 

that are adapted to the 

intended use of the 

tissues

(Annex I, #13.2a)

Information about the 

geographical origin of 

the animals retained 

by the manufacturer

(Annex I, #13.2a)

Sourcing, processing, 

preservation, testing 

and handling carried 

out so as to provide 

safety for patients, 

users and, where 

applicable, other per-

sons; (Annex I, #13.2b)

Safety with regard 

to viruses and other 

transmissible agents 

addressed by imple-

mentation of validated 

methods of eliminati-

on or viral inactivation 

in the course of the 

manufacturing pro-

cess, except when the 

use of such methods 

would lead to unac-

ceptable degradation 

compromising the 

clinical benefit of the 

device 

(Annex I, #13.2b)

available

available

available

available

missing

missing

missing

missing

Comment

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Requirements on 

devices manufactured 

utilizing tissues or 

cells of animal origin, 

or their derivatives, as 

referred to in Regulati-

on (EU) No 722/2012

available

missing

Comment

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.2. (c) Materials intended 

to be absorbed by 

or locally dispersed 

in the human body 

(Annex I, #12.2)

Absorption, distribu-

tion, metabolism and 

excretion tests

12 Specific Cases – Devices Incorpo-
rating Materials to be Absorbed by or 
Locally Dispersed in The Human Body

Complete only if applicable. N/A

available

available

missing

missing

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Possible interactions 

of those substances, 

or of their products of 

metabolism in the hu-

man body, with other 

devices, medicinal 

products or other sub-

stances, considering 

the target population, 

and its associated 

medical conditions

Local tolerance

Toxicity, including 

single-dose toxicity, 

repeat-dose toxi-

city, genotoxicity, 

carcinogenicity and 

reproductive and de-

velopmental toxicity, 

as applicable depen-

ding on the level and 

nature of exposure to 

the device.

Justification in case 

above mentioned 

studies on absorbable 

or locally dispersed 

materials are not per-

formed/provided

available

available

available

available

missing

missing

missing

missing

NA by client

Comment

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.2.(d) Substances which are 

carcinogenic, mutage-

nic or toxic to repro-

duction (CMR) and/or 

endocrine disrupting 

substances

CMR concentration 

above 0.1 % weight by 

weight (w/w) where 

justified pursuant to 

Annex I, #10.4.2

13 Specific Cases – Devices Incorpora-
ting Substances which are CMR or  
Endocrine Disrupting Substances

Complete only if applicable. N/A

available

available

missing

missing

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.2.(f) Devices with a measu-

ring function including 

evidence of accuracy 

as specified

14 Specific Cases – Devices  
with a Measuring Function

Complete only if applicable. N/A

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.2.(g) Accessories and de-

tachable parts, other 

devices needed to 

operate as intended, 

including proof of sa-

fety and performance 

of the combination

15 Specific Cases – Combination, 
Connection to Other Devices

Complete only if applicable. N/A

available

available

missing

missing

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.1. (b) Microbiological  

characterization: 

bioburden testing, 

pyrogen testing

6.2. (e) Packaging validation 

(for sterile devices)

Description of  

sterilization method 

(including location)

16 Specific Cases – Sterile Devices or 
Devices in Defined Microbiological 
Condition

Complete only if applicable. N/A

available

available

available

missing

NA by client

missing

NA by client

missing

NA by client

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Validation of steriliza-

tion method

Testing for sterilant 

residues

Usage of preserva-

tives

Reprocessing / steriliz-

ation before use

Aseptic filling / steriliz-

ation filtration

available

available

available

available

available

missing

NA by client

missing

NA by client

missing

NA by client

missing

NA by client

missing

NA by client

Comment

Comment

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.1. (c) Clinical evaluation 

report and clinical 

evaluation plan

Clinical investigation

17 Clinical Data

available

available

missing

missing

NA by client

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence  

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Outcome of the Clini-

cal evaluation consul-

tation/ notification 

(class III implantable 

devices/class IIb active 

devices intended to ad-

minister and/or remove 

a medicinal product) 

(MDR Article 61, #2)

Article 32 Summary of Safety 

and Clinical Perfor-

mance (SSCP)

Note: 

SSCP for implantable 

devices and class III

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Article 84 PMS plan

18 Post Market Surveillance

available

available

available

missing

NA by client

missing

NA by client

missing

Comment

Comment

Comment
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MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

Annex IV EC Declaration  

of Conformity

19 EU Declaration of Conformity

MDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 

check by  

TÜV Rheinland
Page / 

Section / 

Chapter 

of TD

Referenced Evidence 

(Document Title & Number, applicable Chapter, Section etc.) 

or in case of NA include justification

Check off

6.1. (d) Post-market clinical 

follow-up plan and 

evaluation report 

(update of clinical 

evaluation)

Article 86 Periodic Safety Up-

date Report (PSUR) 

Note: PSUR for class 

IIa, IIb , III

available

available

available

missing

NA by client

missing

NA by client

missing

Comment

Comment

Comment
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LEGAL DISCLAIMER
This document remains the property of TÜV Rheinland. It is supplied in confi-
dence solely for information purposes for the recipient. Neither this document 
nor any information or data contained therein may be used for any other purpo-
ses, or duplicated or disclosed in whole or in part, to any third party, without the 
prior written authorization by TÜV Rheinland. 
This document is not complete without a verbal explanation (presentation)  
of the  content. 

TÜV Rheinland AG 
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	Comments 115: A general description of the manufacturing processes, includingmanufacturing technologies used and indication of special processes need to be part of the Technical Documentation.The detailed overview may be provided as manufacturingflowchart, including relevant information on e.g. location/site,class of clean room, inspection steps, critical process parameters,etc.Please identify the adjuvants used in the manufacturing processes,respectively.If certain critical manufacturing processes are outsourced, pleaseprovide a detailed overview of the manufacturing includingrelevant information on e.g. location/site, class of clean room,inspection steps, critical process parameters, etc.Please provide the Master Validation plan and validation reportsof processes considered critical for the safety and performanceof the device. Please consider this requirement also for criticalprocesses being outsourced. Further information might berequested during the Technical Documentation review and/orduring audits.
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	Comments 80: 
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	Comments 10122: For the evaluation, please refer also to the requirementsof Annex I to Directive 2001/83/EC.
	Comments 1070: 
	Comments 10123: For the evaluation of local tolerance, please refer also to therequirements of Annex I to Directive 2001/83/EC.
	Comments 1076: 
	Comments 10124: Please add a scientific based justification in case related testson absorbable or locally dispersed materials are not performed/provided.
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	Comments 1077: 
	Comments 1078: 
	Comments 1079: 
	Comments 1080: 
	Comments 1081: 
	Comments 10119: Please refer to MDR, Annex I # 10.4.1 to address the specificaspects related to CMR and/or endocrine-disrupting substances.
	Comments 1082: 
	Comments 10120: Please refer to MDR, Annex I # 10.4.2 to address the specificaspects related to CMR and/or endocrine-disrupting substances.In regard to labeling requirements please refer to MDR, Annex I# 10.4.5
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	Comments 1083: 
	Comments 1086: 
	Comments 1084: 
	Comments 1087: 
	Comments 1085: 
	Comments 10117: Please provide a description of the methods used in orderto ensure the accuracy as given in the specifications.Please refer to e.g. Annex I #14.2 (g), #14.6, #15.
	Comments 1088: 
	Comments 10118: Please provide a description of this combination/configurationincluding proof that it conforms to the general safety and performance requirements when connected to any such device(s) having regard to the characteristics specified by the manufacturer.Please ensure that the labelling reflects the respective information.Please also refer to e.g. Annex I #14.1, #17.3, #23.4 (q), Annex II,# 1.1 (h).
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	Comments 1089: 
	Comments 1092: 
	Comments 1095: 
	Comments 1090: 
	Comments 1093: 
	Comments 1096: 
	Comments 1091: 
	Comments 10114: Information on the biological contamination of the device needsto be provided, such as:- Evidence of microbiological characterization, which is performedas part of the sterilization validation.- Bioburden and pyrogen test reports, including the informationon the recovery rate.- Information on the respective alert and action limits.
	Comments 1094: 
	Comments 10115: If the device is placed in a primary/secondary package that isintended to be the sterile barrier, please provide the following:- Microbial barrier integrity of materials and seals for packaging- Packaging validation reports reflecting all seals · Maintenance of sterility up to the labeled shelf-life (refer to EN ISO 11607-1)- Packaging system performance testing (handling, distribution,storage)In case accelerated aging data is used initially, the respectivestorage temperature needs to be considered for calculation(e.g. for room temperature the ambient temperature is 25°C).Estimated dates by which the related real time aging data willbe available need to be provided, including interim time-points,where applicable.
	Comments 1097: 
	Comments 10116: Please note, description and location must align with the information provided in the Product List and Application.Please provide copies of the EN ISO 13485 certificates includingthe relevant scope for the performed sterilization activities of thesterilization facility/ies.
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	Comments 10101: 
	Comments 10104: 
	Comments 10107: 
	Comments 101010: 
	Comments 1099: 
	Comments 10102: 
	Comments 10105: 
	Comments 10108: 
	Comments 101011: 
	Comments 10100: 
	Comments 101041: Key characteristics of the sterilization process and the relatedinitial validation and all relevant revalidations including allattachments need to be provided (according to the respectivesterilization standards).Please ensure that the approach for the sterilization validationis clearly defined.In case the device in question was not part of the sterilizationvalidation, the suitability of the sterilization validation for sterilization of the device needs to be demonstrated.Please provide the documentation according to the applicablestandard for respective sterilization method.
	Comments 10103: 
	Comments 101042: Test reports on the sterilization residuals need to be provided.The testing needs to be performed on device samples underconsideration of a worst case approach.In case multiple sterilization cycles shall be allowed, the residualtest results are to be provided according to the maximum numberof sterilization cycle allowed.Refer to applicable standards like EN ISO 10993-7.
	Comments 10106: 
	Comments 101043: In case preservatives are used, effects such as effects on biocompatibility of the finished device need to be evaluated.To be considered e.g. storage up to the labelled shelf-life.The potential impact on the patient and/or user and related risk /benefits of using preservatives needs to be evaluated.
	Comments 10109: 
	Comments 101044: In case reprocessing is claimed, the respective validation of thereprocessing process needs to be provided.The instructions provided in the IFU/user manual has to be substantiated by validation for cleaning / disinfection / sterilization/ drying.Refer to EN ISO 17664. Please refer to e.g. Annex I, #11.2,#23.4m, #23.4n.
	Comments 101012: 
	Comments 101045: A description of the aseptic filling process has to be providedand the type of validation justified. Overall process validationis required, including the parameters and monitoring planned.Refer to EN ISO 13408-1 / EN ISO 13408-2.
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	Comments 10110: 
	Comments 10112: 
	Comments 10111: 
	Comments 10113: 
	Comments 101013: 
	Comments 101039: For clinical evaluation, please refer to MDR, Annex XIV, Part A.Documents expected as part of the clinical documentation:- Clinical evaluation report (CER)- All attachments to CER (e.g. author CVs, Declaration of conflictof interest)- Clinical evaluation plan (CEP), including the attachments- Full text copies of the relevant published literature- Literature search protocol- Literature search reports- Full list of retrieved articles- Full list of excluded articles, with reasons for exclusion- Promotional materialPlease consider the guidance laid down in:MDCG 2020-5 Guidance on clinical evaluation – EquivalenceMDCG 2020-6 Guidance on sufficient clinical evidence for legacydevicesNote: CER content will be reviewed and the review documentedunder application of the content required for the CEAR, ref.MDCG 2020-13 Clinical evaluation assessment report template.Please justify the personnel conducting and approving the clinicalevaluation and demonstrate their qualification including theirproduct and procedure related expertise.
	Comments 101014: 
	Comments 101040: For clinical investigations, please refer to MDR, Annex XV.If clinical investigations (including post market clinical follow upstudies) have been conducted:- Clinical investigation plan (CIP)- Clinical investigation report (CIR)- Ethics committee approval(s)- Competent Authority approval(s)- Competent/Regulatory Authority correspondence (from all countries, including outside of EU)- Proof of public registration of study- Publications in scientific journals (if applicable)
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	Comments 101015: 
	Comments 101018: 
	Comments 101021: 
	Comments 101016: 
	Comments 101019: 
	Comments 101022: 
	Comments 101017: 
	Comments 101036: Please provide- Documentation related to the consultation of the expert panel with the aim of reviewing the manufacturer‘s intended clinical development strategy and proposals for clinical investigation and the outcome of the consultation with the expert panel- Reference, where in the clinical evaluation due considerationof the views expressed by the expert panel can be found
	Comments 101020: 
	Comments 101037: Please follow the guidance laid down in MDCG 2019-9:Summary of safety and clinical performance
	Comments 101023: 
	Comments 101038: Refer to Annex III, #1.
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	Comments 101024: 
	Comments 101027: 
	Comments 101030: 
	Comments 101025: 
	Comments 101028: 
	Comments 101031: 
	Comments 101026: 
	Comments 101033: Please refer to MDR, Annex XIV , Part BDocuments expected as part of the PMS/PMCF documentation:- PMCF plan (including CIP of planned PMCF studies)- PMCF report (where relevant)Please follow the guidance laid down in:MDCG 2020-7 Guidance on PMCF plan templateMDCG 2020-8 Guidance on PMCF evaluation report templateIf PMCF is not considered applicable, this has to be duly justified.
	Comments 101029: 
	Comments 101034: Please follow the guidance laid down in the respective MDCGdocument, as soon as available.
	Comments 101032: 
	Comments 101035: Please ensure that the (draft) declaration of conformity (DoC)contains all information as outlined in MDR, Annex IV.For initial reviews or new products, a draft DoC is required.For TD reviews of existing products, please provide a copyof a recent signed DoC.


