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So how do we know what it is?

IVDR (EU) 2017/746

Annex II Technical Documentation

Annex III Technical Documentation on Post-

market Surveillance

Annex XIII Performance Evaluation, Performance 

Studies and Post-market Performance Follow-up
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Yeah, Yeah, we know.

But what do Notified Bodies 

expect?



File Organisation

Annex II First Paragraph:

The technical documentation and, if applicable, 

the summary thereof to be drawn up by the 

manufacturer shall be presented in a clear, 

organised, readily searchable and unambiguous 

manner and shall include in particular the 

elements listed in this Annex.

Note: BSI does not require a prescribed document 

structure, but we do evaluate technical documentation 

against the above requirement.

Copyright © 2022 BSI. All rights reserved

10



Case Study

Searching for PMPF planning
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Case Study
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A well-organized file ensures an efficient review

 Lesson Learned
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Notified Body Expectations 

for Content of Technical 

Documentation



File Content

Annex II First Paragraph:

The technical documentation and, if applicable, 

the summary thereof to be drawn up by the 

manufacturer shall be presented in a clear, 

organised, readily searchable and unambiguous 

manner and shall include in particular the 

elements listed in this Annex.
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Requirements of Annex II

Annex II provides a specific and detailed list of 

information required to be included in the 

technical documentation.

The technical documentation needs to address 

each individual item. 

Where any item is not applicable, a justification is 

required.

Even if it appears obvious based on the design or intended purpose of the 

device.
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Items that have frequent issues

 Some Specific Points
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Intended Purpose

The intended purpose needs to cover all points 

of Annex II Section 1.1 (c)

Preferably, all elements are covered directly in 

the intended purpose statement

It’s acceptable to separate specific items from 

the intended purpose statement, provided that 

they are easily located

The Intended Purpose must be consistent across 

the technical documentation
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Description of Components

Annex II Section 1.1 (g) requires the “description 

of the reactive ingredients such as antibodies, 

antigens, nucleic acid primers”

Include the source of antigen, antibody clone, 

oligonucleotide sequences

Where such information is proprietary, it’s not a 

requirement to make these public, but must be 

provided to the notified body for review
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GSPRs

Annex II Section 4 requires (b) documentation of 

the methods used to demonstrate conformity and 

(d) “precise identity” of documents and location in 

the technical documentation

Simply citing the Risk Analysis as evidence of 

compliance is compliant with the requirement in 

(d) but doesn’t meet the requirement in (b)

Specify where within large documents evidence 

is found – e.g. Risk ID number

Make sure that documents referred to actually 

exist within the technical documentation
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Product Verification and Validation

Annex II Section 6

Any non-applicable performance characteristics 

must be justified

The reports required by Annex XIII are part of the 

technical documentation

Stability studies include conclusion and claimed 

stability

Additional information – recombinant 

components are substances of microbial origin
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Post-market Surveillance

Include effective and appropriate methods and 

processes to assess the collected data 

Include methods to communicate with competent 

authorities, notified bodies, economic operators 

and users.

Specify indicators and thresholds to use in re-

assessing the benefit-risk analysis and risk 

management.

Specify how each point of Article 78.3 is addressed

PMPF plan or justification – more on the next slide

PSUR or PMS Report – not required for new 

applications, but needs to be included once 

available
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A Word about PMS and PMPF

PMS is the process of routinely assessing the continued performance and safety of 

the device

PMPF is intended to address specific gaps in the clinical evidence.

The PMPF plan should describe what specific aspect of the device’s performance it 

aims to address.

If available clinical evidence is sufficient, a PMPF plan is not needed.

Justification is required.
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Every requirement must be addressed

Non-applicability must be justified

 Lesson Learned
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Annex XIII

Performance Evaluation
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Performance Evaluation Plan

Required content: Each point must be addressed 

or justified

Ensure that all performance characteristics listed 

in Annex I Section 9 (c) and Section 20.4.1 are 

addressed

Specify which GSPRs will be addressed by the 

performance evaluation
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State of the Art

Describe the state of the art in medicine for the 

device intended purpose

How is the specific condition, disease, etc. currently 

diagnosed in routine medical practice?

Look beyond the technology of ‘your’ device.

State of the art is not necessarily the latest and 

greatest new development, but what is current 

practice.

A list of current standards is not sufficient.

Guidance from regulatory agencies or best practice 

documents from relevant professional organism 

related to the disease/condition.
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Performance Evaluation Plan continued

Specify how the benefit-risk ratio and its 

acceptability will be determined 

Think about how to quantify benefit.

When describing product development phases, 

specify when and how scientific validity, 

analytical and clinical performance are 

determined

Describe PMPF planning or justify if no PMPF is 

needed
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Literature review

Regardless of what other means are used to 

establish scientific validity and analytical and 

clinical performance, a review of the literature is 

required

Methodology, protocol and report to be included 

in the performance evaluation report

More than one search may be needed to 

establish state of the art, scientific validity, and/or 

aspects of performance

Ensure that the search is designed to reveal 

potential unfavorable data, and discuss any such 

unfavorable data in the literature search report 

and performance evaluation report
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Scientific validity

Scientific validity describes the association of the 

analyte or marker with the disease/condition.

At least one of the listed methods must be used.

For well-established markers, there is typically 

adequate literature or consensus opinions

For new markers, proof of concept studies may 

be needed

For devices with multiple or broad claims, 

scientific validity is required to cover all claims
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Analytical Performance 

Address each point of Annex I Section 9.1 (a) or 

justify

If justification is in another document, provide a 

reference to its location

Be sure to include the pre-defined acceptance 

criteria for each study

Clearly describe the performance claims 

resulting from the analytical performance studies
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Clinical Performance

At least one of the listed approaches must be 

used

Older clinical investigations (e.g. for IVDD or 

FDA submission) do not typically qualify as 

clinical performance studies under IVDR

They are admissible as “other sources” of clinical 

performance data, but one of the listed 

approaches is still required.

Consider the age of the clinical data to ensure 

that they are still in line with the state of the art.
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Performance Evaluation Report

Include the SVR, APR and CPR – may be by 

reference to the separate reports

Justify the approach taken – how is the evidence 

collected sufficient to support performance and 

safety?

Specify the performance claims and how they 

are supported by the clinical evidence.

How is the demonstrated performance in line 

with the state of the art?
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Performance Evaluation Report continued

Describe how the report will be updated 

throughout the device life cycle. 

Link to processes that may reveal new information –

risk management, PMS, PMPF

Ensure that favorable and unfavorable data are 

considered and describe how any unfavorable 

data impact the benefit-risk analysis.
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Tell the story – how does performance 

evaluation support claims and state of the art

 Lesson Learned
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SSP – Class C & D

Information in the SSP must be consistent with 

the IFU and performance evaluation

Harmonized standards – include standards 

already harmonized to the IVDR and any other 

state of the art standards applied

The summary of the performance evaluation 

must be comprehensive – the SSP is a stand-

alone document and needs to allow the reader to 

understand the performance of the device

There is no current guidance on the content of 

the SSP, but MDCG 2019-9 on the SSCP for 

MDR gives an idea of what to expect for future 

SSP guidance.
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Thank you
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