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Annex A: Checklist for IVDR Technical 
Documentation Submissions

This checklist contains the IVDR requirements on the deliver-

ables for IVDR Technical Documentation (TD) Submissions. 

Please also follow such a structured format when designing 

an IVDR Technical Documentation. For further information 

please refer to the “Guidance for IVDR Technical Documenta-

tion Submissions”.

PL  E  AS  E U  S  E T  H  I  S C  HECK  L  I  S  T AS F  OLLOWS

· Columns with 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 IVDR requirement is addressed in the Technical Documentation.

· Column “Referenced Evidence (Document Title & Number, applicable Chapter,
Section etc.) or in case of N/A include justification”: The text in black italics 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 the requirement is indicated to be “N/A”, please always provide a justifi-

cation. “N/A” will be not accepted for mandatory requirements.

· Please tick “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 IVDR 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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IVDR 

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 IVDR  

(QM part)” 

(MS-0034326)

and/or

“Product List and 

Application IVDR, 

Technical documenta-

tion, Annex IX,  

chapter II”  

(MS-0034327)

Cover page(s) and  

table of contents  

of the Technical  

Documentation

Technical Documenta-

tion revision history

Presentation  

of Technical  

Documentation

available

missing

available

missing

Comment

available

missing

Comment

available

missing

NA by client

Comment

acceptable

Comment

Application
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1 Device Description and Specification
1.1. Device Description and Specification

IVDR 

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) Product or trade name 

and a general de-

scription of the device 

including its intended 

purpose and intended 

users

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 the 

guidance published on 

the EU Commission 

website)

1.1. (c) Intended purpose of 

the device which may 

include information 

on:

(i) what is to be detect- 

ed and/or measured;

available

missing

Comment

available

missing

Comment

available

missing

Comment
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IVDR 

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. (c) (ii) its function such as 

screening, monitoring, 

diagnosis or aid to 

diagnosis, prognosis, 

prediction, companion 

diagnostic;

(iii) the specific disor-

der, condition or risk 

factor of interest that 

it is intended to de-

tect, define or differ- 

entiate:

 · a physiological or 

pathological state;

 · congenital physical 

or mental impair-

ments

 · the predisposition 

to a medical condi- 

tion or a disease;

 · the determination 

of the safety and 

compatibility with 

potential recipients;

 · the prediction of 

treatment response 

or reactions;

 · the definition or 

monitoring of thera-

peutic measures;

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

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

(iv) whether it is  

automated or not;

(v) whether it is quali-

tative, semi-quantita-

tive or quantitative;

(vi) the type of speci-

men(s) required; 

(vii) where applicable, 

the testing population; 

(viii) the intended 

user;

(ix) for companion dia-

gnostics, the relevant 

target population and 

the associated medici-

nal product(s)

1.1. (d) Description of the 

principle of the assay 

method or the princi- 

ples of operation of 

the instrument;

available

missing

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment



A N N E X A :  C H EC K L I S T F O R I V D R T EC H N I C A L D O C U M EN TAT I O N SU B M I S S I O N S 7

IVDR 

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

fication of the product 

as a device;

the risk class of the 

device and 

the justification for the 

classification rule(s) 

applied in accordance 

with Annex VIII;

1.1. (g) Description of the 

components and 

where appropriate, 

the description of the 

reactive ingredients of 

relevant components 

such as antibodies, 

antigens, nucleic acid 

primers;

1.1. (h) Description of the 

specimen collection 

and transport materi-

als provided with the 

device or descriptions 

of specifications rec- 

ommended for use;

1.1. (i) For instruments of 

automated assays: 

the description of the 

appropriate assay 

characteristics or 

dedicated assays;

available

missing

Comment

available

missing

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

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) For automated assays: 

a description of the 

appropriate instru-

mentation character- 

istics or dedicated 

instrumentation;

1.1. (k) Description of any 

software to be used 

with the device;

1.1. (l) Description or 

complete list of the va-

rious configurations/

variants of the device 

that are intended to be 

made available on the 

market;

1.1. (m) Description of the ac-

cessories for a device, 

other devices and 

other products that 

are not devices, which 

are intended to be 

used in combination 

with the device

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

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) Reference to previous 

and similar genera-

tions of the device. 

Overview of the 

previous generation 

or generations of the 

device produced by 

the manufacturer, 

where such devices 

exist;

1.2. (b) Similar devices avail- 

able on the Union or 

international market

1.2. Previous and Similar Generations of the Device

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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2 Labelling

In regard to language requirements, please refer to IVDR, Article 10(10): “Manufacturers shall ensure that the device is 
accompanied by the information set out in Section 20 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 legi- 
ble and clearly comprehensible to the intended user or patient.”

IVDR 

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. (a) Complete set  

of Labels

as on the device, on the 

(e.g. single unit) pack-

aging, sales packaging, 

transport packaging in 

case of specific man- 

agement conditions, in 

the languages accepted 

in the Member States 

where the device is 

envisaged to be sold;

(see Annex I, #20.1, 

#20.2 and #20.3)

2. (b) Instruction for use 

(IFU)

(see Annex I, 

#20.1 and #20.4)

available

missing

Comment

available

missing

Comment
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IVDR 

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. (b) Safety Data Sheet 

(SDS)

(see Annex I, #20.1)

2. (b) Electronic Instructions 

for Use

(see Annex I, #20.1 f)

3 Design and Manufacturing

IVDR 

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

3.1 Information on design 

stages applied to the 

device;

available

missing

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

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

3.1 (a) description of the 

critical ingredients 

of the device such as 

antibodies, antigens, 

enzymes and nucleic 

acid primers provided 

or recommended for 

use with the device

3.1 (b) for instruments, a 

description of major 

subsystems, analyti-

cal technology such as 

operating principles 

and control mecha-

nisms, dedicated 

computer hardware 

and software

3.1 (c) for instruments and 

software, an overview 

of the entire system

3.1 (d) for software, 

a description of the 

data interpretation 

methodology, namely 

the algorithm

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

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

3.1. (e) for devices intended 

for self-testing or 

near-patient testing, 

a description of the 

design aspects that 

make them suitable 

for self-testing or 

near-patient testing.

3.2. (a) Manufacturing  

information:

information to allow 

the manufacturing 

processes such as 

production, assembly, 

final product testing, 

and packaging of the 

finished device to be 

understood. More 

detailed information 

shall be provided for 

the audit of the quality 

management system 

or other applicable 

conformity assess-

ment procedures;

3.2. (b) identification of all 

sites, including sup-

pliers and sub-con-

tractors, where manu-

facturing activities  

are performed

available

missing

Comment

available

missing

Comment

available

missing

NA by client

Comment
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4 General Safety & Performance  
Requirements

IVDR 

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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5 Benefit-Risk Analysis  
and Risk Management

IVDR 

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)–(f) Risk Management:

Risk management plan  

(Refer to Annex. I, #3a)

Risk assessment in- 

cluding risk control 

(Refer to Annex. I,  

#3b–d, #4)

Information from 

production phase 

and PMS on hazards 

and the frequency of 

occurrence (refer to 

Annex I, #3 e, f)

Overall residual risk 

evaluation (refer to 

Annex I, #8)

Annex I, #5 Usability Evaluation

available

missing

Comment

available

missing

Comment
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6 Product Verification and Validation

IVDR 

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 Information on ana-

lytical performance  

of the device

6.1. Information on the Analytical Performance

available

missing

NA by client

Comment
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IVDR 

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 Information on  

scientific validity

Information on clinical 

performance

6.2. Information on Clinical Performance and Clinical Evidence

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

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

Clinical performance 

studies

Performance  

evaluation plan

Performance  

evaluation report

available

missing

Comment

available

missing

Comment

available

missing

NA by client

Comment
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IVDR 

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 I 

4. (c)

Common specification 

(CS)

Article 29 Summary of Safety 

and Performance  

(for class C and D)

IVDR 

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

6.3.1. (a) Claimed shelf-life:

Study report including 

the protocol, number 

of lots, acceptance 

criteria and testing 

intervals

6.3. Stability (Excluding Specimen Stability)

available

missing

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

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

6.3.1. (b) Accelerated studies 

have been performed 

in anticipation of the 

real time studies,  

the method used for 

accelerated studies 

shall be described;

6.3.1. (c) Conclusions and  

claimed shelf life

6.3.2. (a) In-use stability:

Study report (includ- 

ing the protocol, ac-

ceptance criteria and 

testing intervals);

6.3.2. (b) Conclusions and  

claimed in-use  

stability.

available

missing

Comment

available

missing

Comment

available

missing

Comment

available

missing

NA by client

Comment
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IVDR 

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

6.3.3. (a) Shipping stability:

Study report (includ- 

ing the protocol, ac-

ceptance criteria);

6.3.3. (b) Method used for simu-

lated conditions;

6.3.3. (c) Conclusion and rec- 

ommended shipping 

conditions

available

missing

Comment

available

missing

Comment

available

missing

NA by client

Comment
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IVDR 

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

6.4. Summary results of all 

verification, validation 

and testing performed

Hardware configura-

tions

Where applicable, 

operating systems 

identified in the 

labelling

IVDR 

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

6.5. (a) 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 

relevant manufactu-

ring steps

Description of 

sterilization method 

(including location)

6.4. Software Verification and Validation

6.5. Specific Cases – Sterile Devices or  

Devices in Defined Microbiological Condition

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

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 reports 

addressing biobur-

den testing, pyrogen 

testing

Testing for sterilant 

residues, if applicable

Description of the 

sterile packaging

Packaging validation 

including transport 

simulation

6.5. (b) Devices containing 

tissues, cells and 

substances of animal, 

human or microbial 

origin

Information on the ori-

gin of such material 

Conditions in which 

the material was 

collected

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment



A N N E X A :  C H EC K L I S T F O R I V D R T EC H N I C A L D O C U M EN TAT I O N SU B M I S S I O N S 24

IVDR 

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

6.5. (c) Devices with a measur- 

ing function including 

evidence of accuracy 

as specified

6.5. (d) Device is to be 

connected to other 

equipment in order to 

operate as intended

Description of the 

resulting combination 

including proof that  

it conforms to the 

general safety and 

performance require-

ments set out in  

Annex I when connect- 

ed to any such equip-

ment having regard 

to the characteristics 

specified by the  

manufacturer

7. Companion Diagnostics 

IVDR 

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 IX 

5.2

Consultation process 

for companion  

diagnostic

available

missing

NA by client

Comment

available

missing

NA by client

Comment

available

missing

NA by client

Comment
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IVDR 

Reference

Requirements These columns to be completed by the manufacturers Completeness 
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LEGAL DISCLAIMER
This document remains the property of TÜV Rheinland. It is supplied in confidence 
solely for information purposes for the recipient. Neither this document nor any 
information or data contained therein may be used for any other purposes, 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 LGA Products GmbH
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	Comments 10142: A performance evaluation plan (PEP) is required to be able to continuously update the performance evaluation.The PEP must be designed in accordance to Annex XIII, 1.1. A description of the state of the art, input target specifications, outline of experimental design and methodology shall be included.A specification of the characteristics of the device as described in Section 9 of Chapter II of Annex I, together with a justification of all non-applicable performance (analytical and clinical) characteristics must be included. It must include a reference to PMPF, and every PMPF study shall trigger an update in the PEP.Qualification of external study sites (e.g. for clinical performance studies) needs to be demonstrated.Please provide the performance evaluation plan as a single document.
	Comments 107: 
	Comments 10143: The performance evaluation report (PER) must be designed in accordance to Annex XIII, 1.3.2. Please present within the PER the single reports on the scientific validity, the analytical and the clinical performance together with an assessment of those reports to confirm the performance characteristics as planned in the PEP and the clinical evidence.Please provide the performance evaluation report as a single document.
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	Comments 72: 
	Comments 1013: 
	Comments 10154: For clinical performance studies (including post market performance follow up studies) please refer to IVDR; Annex XIII no. 2. Please provide evidence of compliance with the current standard ISO 20916. Ethical considerations shall be always demonstrated.The clinical performance study should be designed to specify the clinical evidence the study intends to create whilst accounting for potential risks, considering appropriate ethical requirements and ensuring compliance with all relevant legal and regulatory requirements. A clinical performance study plan is required.For class D devices, near-patient testing, self-testing and CDx clinical performance studies are required.In case of equivalence studies the suitability of the data shall be described. Independent demonstration of clinical performance may be required if more than one claim is included in the intended purpose.If clinical investigation studies have been conducted, please refer to IVDR, Annex XIV.Please demonstrate and document the clinical performance in a separate clinical performance report.
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	Comments 1016: 
	Comments 10147: 
	Comments 10139: For all devices, for which Common Specifications (CS) are published, please clearly identify the specific applicable requirements and provide evidence for compliance, e.g. by means of a correlation table and references to the details in the study plans and reports within the performance evaluation.
	Comments 10148: Please provide the SSP based on the MDCG document 2022-9 Summary of safety and performance template.
	Comments 171: 
	Comments 174: Please ensure that the specific requirements of the relevant standard EN 23640 and the CLSI EP25-A Guidance are addressed.
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	Comments 1012: 
	Comments 10149: In case accelerated aging data is used initially, the respective storage 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 will be available need to be provided, including interim time-points, where applicable.
	Comments 10151: 
	Comments 10152: Please summarize the results of the stability testing studies and mention the claimed shelf life.
	Comments 10157: 
	Comments 10161: 
	Comments 10158: Please summarize the results of the in-use stability testing studies and mention the claimed in-use stability.
	Comments 10162: The actual routine use must be known, described and considered in the study protocol/plan, e.g. number of open/closed cycles, used time at room temperature/storage time refrigerated.Please be aware that automatic and manual reagent processing shall be addressed separately.It is good practice to perform the in-use life testing at both the start and end of the product shelf life.
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	Comments 1015: 
	Comments 10150: Please consider the respective environmental challenges of the product transport and justify the chosen test conditions (e.g. as required by transportation standards) accordingly.
	Comments 10156: 
	Comments 10160: Please provide the transport evaluation/validation for the product in its packaging.The sterile barrier packaging validation related section can be found below, see Section 6.5 a) “Product and packaging stability tests”.
	Comments 10164: 
	Comments 10165: Transportation of the product to the end user must not have an impact on the quality, safety or performance of the device.
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	Comments 1019: 
	Comments 1022: 
	Comments 1030: 
	Comments 10140: Please demonstrate the full lifecycle management as appropriate for the risk class of the software. EN ISO/IEC 62304 is considered the state-of-the-art approach.Note: Test report form may not be sufficient by itself.Please also refer to the MDCG Guidances 2019-11 and 2020-1 for further information on the qualification and classification as well as the performance evaluation of software.
	Comments 10141: Environmental conditions for the relevant manufacturing steps need to be identified. (E.g. class of cleanroom).Refer to applicable parts of the EN ISO 14644 series. Bioburden test results (methods/procedures) and evidence of bioburden testing need to be included for the products in question.(see e.g. Annex I, #11.6) 
	Comments 10145: 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 including the relevant scope for the performed sterilization activities of the sterilization facility/ies.
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	Comments 1018: 
	Comments 10166: Key characteristics of the sterilization process and the related initial validation and all relevant revalidations including all attachments need to be provided (according to the respective sterilization standards).Please ensure that the approach for the sterilization validation is clearly defined. In case the device in question was not part of the sterilization validation, the suitability of the sterilization validation for sterilization of the device needs to be demonstrated.Please provide the documentation according to the applicable standard for respective sterilization method.Information on the biological contamination of the device needs to be provided like: - Evidence of microbiological characterization, which is performed as part of the sterilization validation. - Bioburden and pyrogen test reports, including the information on the recovery rate.- Information on the respective alert and action limits.
	Comments 10167: 
	Comments 10168: Test reports on the sterilization residuals need to be provided.The testing needs to be performed on device samples under consideration of a worst case approach.In case multiple sterilization cycles shall be allowed, the residual test results are to be provided according to the maximum number of sterilization cycles allowed.Refer to applicable standards like EN ISO 10993-7.
	Comments 10169: 
	Comments 10170: 
	Comments 10171: As requested in section 12 of Annex I IVDR: Please provide evidence that the selection of sources, the processing, preservation, testing and handling of tissues, cells and substances of such origin and control procedures are carried out so as to provide safety for user or other person.Please identify whether the animals were subject of appropriate veterinary controls, if applicable, and the information about the (geographical) origin of the animals.Please provide evidence that the safety with regard to viruses and other transmissible agents is addressed by implementation of validated methods of elimination or viral inactivation in the course of the manufacturing process, except when the use of such methods would lead to unacceptable degradation compromising the performance of the device.Please detail whether the device is manufactured utilizing tissues or cells of animal origin, or their derivatives, as referred to in Regulation (EU) No 722/2012 and provide compliance to the respective regulation.
	Comments 10172: If the device is placed in a primary/secondary package that is intended 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 are used initially, the respective storage 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 will be available need to be provided, including interim time-points, where applicable.
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	Comments 176: 
	Comments 177: A draft Summary of Safety and Performance (SSP) and draft instructions for use (IFU) need to be part of the application, as a basis for the consultation process between TÜV Rheinland and the designated competent authority for the medicinal product (e.g. EMA). The provided information should enable the determination of the suitability of the device in relation to the medicinal product concerned.
	Comments 1021: 
	Comments 10173: This sections applies to IVDR instruments only.Please provide a description of the methods used in order to ensure the accuracy as given in the specifications. Please also refer to related sections in Annex I IVDR, e.g. #14.1 or #13.7.
	Comments 10174: 
	Comments 10175: Please specify the equipment or accessories that have to be connected with the device for its intended use, such as analyzers/instruments or devices for sample preparation or purification. Evidence needs to be provided that the combination in question is validated and covered by the performance evaluation. Equivalence studies might be provided for further combinations, e.g. same assay on new instrument. Especially in case of “open systems” where the combination is not limited to a specific device, product specifications and characteristics need to be defined.Combination assay with instrument to be validated, performance evaluation, equivalence studies for further combinations with the same assay and further instruments.
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	Comments 1027: 
	Comments 1033: 
	Comments 10135: Please refer to Annex III section 1 for detailed requirements concerning the PMS plan. Multiple products can be addressed in a combined plan. However it needs to be ensured that the specific regulations/aspects applying to an individual device (Basic UDI-DI) are traceable in the PMS plan. For class B devices, appropriate intervals for PMS activities can be defined and justified by the manufacturer on a risk based approach (e.g. well established device vs. novel device).PMS reports for class B devices are submitted to the Notified Body only upon request. Details concerning the periodic safety update reports (PSUR) are given in Article 81. PSURs need to be prepared annually for class C and class D devices. For class D devices NBs are obliged to review each PSUR, for class C devices the review is primarily performed for devices subject to the Technical Documentation review as per sampling plan.
	Comments 10136: Please ensure that the (draft) declaration of conformity (DoC) contains all information as outlined in IVDR, Annex IV.For initial reviews or new products, a draft DoC is required. For TD reviews of existing products, please provide the related signed copy of the DoC.
	Comments 1028: 
	Comments 10137: Please refer to IVDR, Annex XIII , Part BDocuments expected as part of the PMPF documentation:- PMPF plan - PMPF evaluation report The PMPF plan is typically an integral part of the PMS. For new devices a PMPF report is not required, but a PMPF plan is mandatory.
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	Comments 10163: Additional remarks/findings during the completeness check to the TD assessor/specialist:


