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Why BSI?
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AIMD Team Expertise

AIMD Team
Combined Experience

455
YEARS

Product Knowledge

Team
Expertise
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Deep Brain
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Peripheral Nerve
Stimulation
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Stimulation

Subcutaneous
Neuromodulation

Epilepsy 
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Ascites Pump

Hydrocephalus
Shunts

Breast Tissues 
Expansion Systems

Musculoskeletal Bone
Growth Systems

Blood Vessel
Volume Sensors



Copyright © 2021 BSI. All rights reserved
Copyright © 2021 BSI. All rights reserved

Pre-Submission 
Preparation & 
Considerations

How to best prepare for MDR Application

Copyright © 2021 BSI. All rights reserved
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Pre-Application 
process

Benefits to Clients include:

• Applications all stored in one place digitally

• View up to date status and actions required

• Single adaptable application form for all RS schemes

• Validation

• Complete history of the application

Clients should talk to their commercial contact, and they will 
arrange access. For new clients without a BSI personal contact, 
they can complete a short online form (www.bsigroup.com/en-
GB/medical-devices/forms/contact-us-med-dev/) to establish 
contact with the Commercial team, who will then arrange access 
to the portal after initial discussions with the potential client.

BSI provides full quotes 
for the MDR certification 

process
including all rounds of 

questions!

7

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbsigroup.us11.list-manage.com%2Ftrack%2Fclick%3Fu%3De431c483321f841b0e8b7feea%26id%3D5a8566e72a%26e%3D21354419ee&data=04%7C01%7CALISSA.BROWNE%40BSIGROUP.COM%7C9b211f0866a846c146ff08d95d73af59%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637643573705930998%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=SJ7f3ScxhU7cBt5AVW%2FV8nC0VqN8bE8yLI158RgVx%2FM%3D&reserved=0


Copyright © 2021 BSI. All rights reserved

The most common reasons for delays in 
technical documentation reviews are:

• Incomplete Submissions - all the information needed for the review not provided

• Poor structuring of Technical Documentation – information present but difficult to locate.
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Improving TD submissions

✓ Regulations and regulators are clear that MDR is a new stand-alone application

✓ Make the documentation a numbered, fully searchable, bookmarked PDF and easy for the reviewer 

to navigate. Know your audience – provide context and evidence – tell the story. 

✓ Read the salient portions of the MDR and the associated MDCG guidance documents and address 

these to the best of your ability/understanding

✓ A complete and well-organised technical documentation file decreases the time and 

cost of the review. 

9
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MDR Technical Documentation – Best Practice 

10

• BSI provides this guide.

• A complete and well-organised 

technical documentation file 

decreases time and cost of the 

review. 

• Searchable, bookmarked PDF files

• The technical documentation 

should be available in full in 

accordance with Annex II.

https://www.bsigroup.com/globalassets/meddev/localfiles/de-de/documents/bsi-md-mdr-best-practice-documentation-submissions-en-gb.pdf

Revised 
May 2020

https://www.bsigroup.com/globalassets/meddev/localfiles/de-de/documents/bsi-md-mdr-best-practice-documentation-submissions-en-gb.pdf
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Classification of AIMDs 
and their accessories



Which of the following devices would be considered as classIII under 
the MDR?

a) Implantable nerve stimulator

b) Torque wrench

c) Implantable leads for pacemakers

d) Magnet for Implantable Pulse Generator

e) All of the above

12
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MDR Annex VIII and MDCG 2021-24 Guidance on 
classification of medical devices
October 2021

Rule 8 - Implantable devices and long-term surgically invasive devices (> 30 days)

- are active implantable devices or their accessories, in which cases they are classified as 
class III;

Accessories to active implantable devices (with or without contact to the heart), be it 
implantable or non-implantable active or not

Rule 9 - Active therapeutic devices intended to administer or exchange energy, as well as 
active devices intended to control/monitor/directly influence certain devices

- all active devices that are intended for controlling, monitoring or directly influencing the 
performance of active implantable devices are classified as class III

For example programmer for implantable Pulse Generators and remote monitoring devices for 
AIMDs

- Article 58 : It is necessary, in particular for the purpose of the conformity 
assessment procedures, to maintain the division of devices into four 
product classes in line with international practice. The classification rules, 
which are based on the vulnerability of the human body, should take into 
account the potential risks associated with the technical design and 
manufacture of the devices. To maintain the same level of safety as 
provided by Directive 90/385/EEC, active implantable devices should 
be in the highest risk class.

- As well non-active/non-implantable accessories to an AIMD support 
the intended use of the active implantable medical device and therefore 
cannot be down-classified on their own right.

- The intended use of the system needs to be considered and therefore all 
accessories are class III.
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It is important to follow the EU Guidance 
Documents because…

14

MDR - Annex VII Section 4.5.1 

How often are 

manufacturers 
checking for 

changed documents 
and the impact on 

processes?

https://ec.europa.eu/health/md_sector/new_regulations/guidance_en
https://ec.europa.eu/health/md_eudamed/overview_en

https://ec.europa.eu/health/md_sector/new_regulations/guidance_en
https://ec.europa.eu/health/md_eudamed/overview_en
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Harmonised standards – State of the Art

• Only 5 are harmonized to 2017/745 (MDR) 

• MDCG 2021-5, Guidance on standardisation for 
medical devices, April 2021:The most recent versions 
of standards with the technical solutions they contain 
reflect the “state of the art”. The state of the art 
embodies what is currently and generally accepted 
as good practice in technology and medicine. The 
state of the art does not necessarily imply the most 
technologically advanced solution.

• Present proactively a clear gap analysis if older 
version of standards used and most updated tests 
are provided in the latest standard.
• For tests, address whether current standards are 

considered met, conclusion why additional testing was not 
required

15
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MDR Technical 
Documentation 
Review Process
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MDR Technical Documentation  Completeness Check

17
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MDR TD Review Limitations – some specifics

• 3 rounds of questions 

• MDR Annex VII section 4.5.1 specify rationale for time limits for completion of conformity assessment activities

• BSI rationale based on rounds of questions rather than a time limit

Review 
initial 

submission

Round 1 
Questions

Review 
Responses 

to R1Q

Round 2 
Questions

Review 
Responses 

to R2Q

Round 3 
Questions

Review 
Responses 

to R3Q

Successful 
Completeness 

Check of 
submitted file

Review Starts

Manufacturer 
submits R1 
responses

Manufacturer 
submits R2 
responses

Manufacturer 
submits R3 
responses

Recommend

Refusal

Questions 
Open

Questions 
Closed

Filed in 
EUDAMED

BSI will be required to 
reject applications if gaps 
cannot be addressed in 

three rounds of questions

In those cases, 
Manufacturer will be 

required to resubmit an 
amended application

18
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Review Timing

Start-Up
60-75 days

Review & Questions
140-180 days

Finalization
(15-35 days)

Certificate 
Release

(1)

Panel

(5)

Certificate

(30)

•Mock-up 
approved by 
Client

•TDAR

•CEAR

R3 
Qs/Response

(40)

•Identify 
Deficiencies

•Cleared to 
Close

R2 
Qs/Response

(40)

R1 
Qs/Response

(100)

•Full pass 
complete

•R1 Qs drafted

•Client Response

Review 
Launch

(1)

Completeness 
Check

(30-55)

•Client 
Completes MDF 
5007

•Review & 
Questions

Application

(30)

•Contact 
Account 
Manager

•Quote Initiated

•Approved 
Quote

Overall Timeline
215-300 Days 19
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External Impact to Review Timeline

Medicinal Consultation 

(MDCG 2020-12)
• NBs are not designated to assess against 2001/83/EC 

and cannot make a decision on the quality and safety 
of the ancillary medicinal substance

• Competent Authorities & EMA have responsibility for 
the approval and control of medicines

• The medicinal products authority consulted shall 
provide its opinion to the notified body within 210 
days of receipt of all the necessary documentation. 

20

Delays to timeline defined in MDR 
be considered: COVID activities 

taking priority of the CAs, Limited 
number of CAs willing to conduct 

such assessments
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External Impact to Review Timeline

21

• Clinical evaluation consultation procedure CECP (MDCG 
2019-3)

• Already marketed devices under Directive transferred to MDR do not need CECP

• Every modification to design of the device that is affecting clinical data needs the 
CECP

Review 
initial 

submission

Round 1,2,3 
Questions

Review 
Responses 
to R1,2,3Q

Successful 
Completeness 

Check of 
submitted file

Review Starts

Manufacturer 
submits 
R1,2,3 

responses

Recommend

Refusal

Questions 
Open

Questions 
Closed

Manufacturer 
submits Final 

SSCP

SSCP 
Validated

CECP?
(21 – 60 

days)

Technical 
Review 

Completed

Filed in 
EUDAMED
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Typical gaps in the 
technical 
documentation

Copyright © 2021 BSI. All rights reserved



What area part of the technical documentation leads to the highest 
number of questions raised from reviewers?

a) Clinical

b) Biological Safety

c) Risk Management

d) Design V&V

e) IFU & Labels

23
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Technical Documentation – Questions Raised

These are early trends and may change with time and more experience
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Tell the Story

Devices with a long 
history under the 
directive may have a 
history of device 
changes and/or 
company 
acquisitions

While each change was 
likely reviewed 
individually under MDD, 
MDR is a new stand-
alone application with 
no grandfathering and 
all testing must be 
presented and 
explained clearly

If it is not clear what 
testing was 
performed on what 
version, or what 
other testing was 
leveraged / justified 
over time, please 
clearly outline this to 
avoid questions

Please do not present a 
“stack” of design 
verification/validatio
n reports with no 
context or 
explanation – this will 
increase the review 
time and cost

Similarly - if it is not 
clear which clinical 
data was obtained 
on what historic 
version of the 
device, please clearly 
outline this and justify 
applicability 
(equivalence) if the 
device has changed

Traceability – a clearly 
traceable matrix from 
requirements to reports 
and finally to raw data 
of performed testing is 
helpful to allow the 
review to be performed 
in an efficient way and 
is beneficial as well in 
respect of the review 
timeline.

Refer to BSI Best Practice Guidelines for additional guidance



What are the key clinical documents that are required in the initial 
submission under the MDR?

a) CER

b) CEP, CER, PSUR

c) CEP, CER, SSCP, 
Clinical Study Documentation, PMS/PMCF Plan

26
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Poll Answer

27

What are the key clinical 
documents that are required in the 
initial submission under the MDR? 

C) CEP, CER, SSCP, Clinical 
Study Documentation, 
PMS/PMCF Plan.

- All clinical data will be evaluated 
for compliance to MDR. Original 
sources are expected.

- Clinical Study Compliance to ISO 
14155 / MDR Annex XV is expected.

- PMS/PMCF Plans Must follow MDR 
Annex III and MDR Annex XV Part 2  

- CER must follow the CEP.

- SSCP must reflect CER.

- PSUR is not reqd. in initial 
submission *

* (PSUR reqd. under AIMD after 
August 2022, MDCG 2021-25)
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Key Clinical Documents

28

Document Key Contents Key Considerations

Clinical Evaluation 
Plan (CEP)

Outlines: Relevant GSPRs, Intended Purpose, Intended 

Clinical Benefit, Intended Safety, Evaluation Methods, 
Evaluation Measures/Parameters, Consideration of 
Specific Components, Clinical Development Plan (CDP)

Article 2(53) – “Clinical Benefit”
MDR Annex XIV 1(a) – “Clinical 
Evaluation Plan”

Clinical Evaluation 
Report (CER), 
Clinical Study 
Protocols + Reports

Evaluates: State of the Art, Equivalence, Literature, 

Investigations, Appraisal of data quality / quantity, 
Analysis against GSPRs and SotA, Conclusions and Gaps 
to be addressed by PMCF.

MDR Article 61
MDR Annex XIV Part A, XV.
MDCG 2020-5 
MDCG 2020-6 

Summary of Safety 
and Clinical 
Performance (SSCP)

Summarizes: Intended Purpose, Device Description, 

Clinical Alternatives, Standards, Clinical Evidence, Users 
and Training, Residual Risks (etc.).

MDR Article 32
MDCG 2019-9 “SSCP”

PMS Plan Collection and analysis of field data, 

Identification and reporting of Vigilance & Trends, 
Identification and procedures for Corrective actions, etc.

MDR Article 84-88
MDR Annex III 

PMCF Plan Generation of new Clinical Data, to address 

where equivalence used, long term risks and benefits, 
identifying systemic misuse, etc.

MDR Annex XIV Part B,
MDCG 2020-7, MDCG 2020-8
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Clinical Review – Common Gaps

29

Intended Purpose & 
Patient population 

insufficiently defined

Clinical benefits & 
claims not defined & 

measurable

Performance & safety 
parameters not clearly 

defined & justified

State of the art not 
fully established

Equivalence 
Incomplete

Literature Review 
Protocols not defined, 
justified or validated

Clinical Data is not 
appraised for sufficient 
Quality and Quantity

Clinical Evidence is not 
fully evaluated against  
clinical benefit claims, 
GSPRs, and state of 

the art

Gaps in clinical data 
not identified / PMCF 
plan does not address 

gaps

Risk Analysis does not 
align with Clinical 

Evaluation

IFU / SSCP does not 
fully align with CER / 

Risk Analysis

PMS Plan does not 
address all 

requirements in 
Articles 84-88 and 

Annex III
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Key Technical Documentation
Documents Key Contents

General device info Description
Classification
Market history
Intended Purpose

IFUs & Labelling Physician/Patient Manual
eIFU
Product/Packaging Labels

Design & Manufacturing Docs Design Specs
Manufacturing Specs
Legal Manufacturer
Subcontractors

GSPRs Trace Matrix
GSPR Checklist
Standards Applied

Risk Management FMECAs, FMEAs, Hazard Analysis, Risk Management File
Risk Procedures
PMS Data

Verification & Validation Biological Safety/Sterilization
Verification/Validation Protocols & Reports
Usability Data
Software Protocols/Reports
Stability/Shelf Life/Packaging 30
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Design V & V – Some common gaps

31

Design requirements 
not fully 

verified/validated

Missing protocols, 
reports – provide all 
referenced in design 
input/output matrix

Unclear organization 
of tests for legacy 

devices

Unclear / hidden 
rationales for 

leveraged tests

Evidence of 
performance over 
lifetime of device 
not demonstrated

Test acceptance 
criteria not met –

No justifications for 
accepting results

Sample sizes, 
selection criteria and 
preparation unclear

& many more….

Many apply 
to 

packaging 
tests also

A clear trace matrix  between 
specifications and relevant 

reports / sections can reduce 
review time significantly
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Design V&V Roadmap – i.e. Lead

Specification
Origin of Spec.

Acceptance 
Criteria

Testing 
Protocol/Report

Sample Tested Justification for Sample 
Tested

Location in TD

1.01 – Flex Fatigue
EN 45502-2-1. (23.5)

>82000 cycles 
no fracture

P/R2013-06 – New SS 
Design t=0
P/R2013-08 – New SS 
Design t=X

Acme Lead 2.0 Same subject device under 
application

Appendix 83 t=0
Appendix 84 t=24

1.02 – Electrical check
Manufacturer spec

30≤X<50 Ω P/R2011-03 – Acme t=0
P/R2011-05 – Acme t=X

Acme Lead 1.0 Lead same as current 2.0 
version under application; 
specification not impacted by 
suture sleeve change to 2.0

Appendix 86 t=0
Appendix 87 t=24

1.03 – Leakage Current
EN 45502-2-1. (23.3)

Leakage
current ≤ 2mA

P/R2011-03 – Acme t=0
P/R2011-05 – Acme t=X

Acme Lead 1.0 Lead same as current 2.0 
version under application; 
specification not impacted by 
suture sleeve change to 2.0

Appendix 86 t=0
Appendix 87 t=X

5.11 – Pouch Seal 
Strength
EN Iso 11607-1 and 
Manufacturer Spec.

> 1Lbs P/R2009-02 – CathBot 
t=0
P/R2009-05 – CathBot 
t=X+

CathBot RX Pouch and tray design identical 
to Acme 2.0 and mass of 
CathBot worst case; same 
acceptance criteria and testing 
method; shelf life greater than 
subject device

Appendix 88 t=0
Appendix 89 t=X+

32

Other content to consider: Location of protocols; Sample size and justification; 
standard version used; rationale for any deviation to test methods or difference in 

acceptance criteria
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Clearly present Annex I / GSPR Compliance

33

Have applicable and non-applicable requirements been 
clearly noted with appropriate and relevant rationales?

It may be that certain sub-parts apply while others do not 
– consider the need for addressing applicability 

individually

Has the “precise identity of the controlled documents 
offering evidence of conformity” (Annex II, Section 4.d) 
been identified for each including document location?

e.g.  “Design Verification Testing, Tech Doc Section 8” is 
not precise and is not fully applicable to each GSPR 

where it might be listed.

Have applied standards, Common Specifications, and 
guidances been identified, along with extent of 

compliance and version / year claimed?

Have all other applicable Directives & Regulations (Animal 
Tissue, Machinery, PPE, eIFU, etc.) been identified?

If cited standards are in a referenced list and not directly 
in the GSPR Checklist, is the list of claimed standards 

traceable?

Are the cited standard versions consistent with those 
listed in the test reports or has a gap analysis been 

presented?

Possible Questions
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Biological Safety – Common Issues

No overall biocompatibility 
assessment of the current version 

of the device under application

• Test reports for each iterative 
change over the years, without 
an overall explanation / 
assessment of current device

• Make clear the relevance of each 
test and how the subject device 
was considered as a new 
application

• Do not submit every 
biocompatibility test in a DHF 
with no explanations

• Overall biological safety 
assessment by qualified 
individual/team

Context of tests not clear

• Rationales for any tests 
leveraged comparing device 
specifics

• Rationale for any device 
attributes that have changed 
over time

• Consideration of manufacturing 
processes & changes

• Details of sample preparation 
and extractions not sufficiently 
discussed

• Proactive gap assessment of 
revised standards

Other items

• Clear rationales for any tests not 
conducted/presented

• Chemical characterization testing 
(especially legacy devices) 

• Justification of test method(s) 
selected

• Organization: Tests not 
individually bookmarked and 
referenced

• No evidence that biological 
safety evaluation connects to 
risk management

34
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GSPR 10.4.2 (CMR / ED Substances)

35

Please provide objective evidence 
supporting the statement that the 
device contains no CMR, endocrine 

disrupting substances, or 
phthalates?

How complete is the information 
on components and 

manufacturing aids that you 
obtained from your suppliers?

What, if any, additional testing or 
analysis was performed by you as 

the manufacturer?

Please clearly outline what CMR / 
ED substances have been 

identified in the device and at 
what concentration (w/w)?

Common Questions
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Manufacturing & Process Validations
•

• It is required to include full manufacturing validations in MDR submissions

• Protocols and reports of critical process validations are required, not just summary

• Overall summary or Master Validation plan is still helpful to understand overall strategy and process 
• Include pointers to all detailed supporting documents

• Clear link between PFMEAs, manufacturing processes, incoming inspections and inline tests etc. for 
completeness and control.

• Process validations: what was run, including justifications for tests conducted, sampling rationale, 
raw data, product range covered. 

36

MDR Annex II, Section 3b
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Inspection Information – why is BSI asking for this?

• Incoming, in-process and final inspection checks and the results 
(Annex VII 4.5.3)

• Common question – “Why is this being requested outside the QMS 
audit?”

• MDR requires that the NB review this as part of the Annex IX 
technical documentation assessment (not only QMS audits)

37
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Software V & V – Some common gaps

38

EN 62304 checklist/trace 
matrix - Missing or not 

detailed enough  - referenced 
documents not provided

For PEMS, EN 60601-1 Clause 
14 – Additional requirements 
missing - (e.g. independent 
validation, allocation of risk 

controls to system 
architecture) 

MDCG 2019-16 for 
cybersecurity not considered 

or applied - missing or 
insufficient cybersecurity risk 

assessment, security 
maintenance plan, security 

V&V testing

For SW executing on mobile 
platforms, clear requirements 

and associated testing not 
defined

For SW executing on mobile 
platforms, SOTA standard IEC 

82304-1 not considered or 
applied

Where iterative/agile methods 
are used, version identifiers 

subjected to formal V&V 
testing not clearly identified –
Clear equivalence rationales to 
final product/SW required in 

such cases

Automated Tests - Test script 
code and plain-English 

description not provided; Raw 
test script output files not 

provided

For EN 62304 Class B and 
Class C SW, the Software 

Integration Testing strategy is 
not clearly defined (e.g. 

separate testing, combined 
with SW system testing, etc.)

Missing or insufficient known 
anomalies report – should 

include identifier, description, 
severity, risk, and justification 

for each remaining SW 
anomaly

Software user interfaces not 
sufficiently tested for usability 

(formative and summative 
testing as per EN 62366-1); or

clear UOUP rationale not 
provided

Software and firmware 
versions used in prior clinical 

studies not clearly identified in 
the CER –equivalency 

rationales to those prior 
versions not provided or 

insufficient
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Lifetime in Use

39

• Lifetime of the device should be 
defined by the manufacturer 
(GSPR 6)

• How is evidence of performance 
over lifetime demonstrated in 
testing and clinical use?

• Post-Market Surveillance & 
PMCF plans should be suited to 
gathering data through the 
device lifetime (Art. 83, Annex 
XIV)

• Special device types:

• Implants
• Article 18 (Implant card and information 

to be supplied to patient): Expected 
lifetime of the device and any necessary 
follow-up

• SSCP: Information about the expected 
lifetime of the device including data on 
implant survival rates

• Software 
• Lifetime of the device may be 

determined by hardware, or other 
required software
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General feedback on 
technical 
documentation

Copyright © 2021 BSI. All rights reserved



Copyright © 2021 BSI. All rights reserved

41

Technical Documentation – General Feedback

✓Know your audience – provide context and evidence

✓All relevant reports must be provided - it is not acceptable to reference or leverage tests from 
the same device or another device that were “previously reviewed by BSI under AIMDD” 
without providing these test protocols/reports

✓Avoid chain referencing 

✓Review file fully before submitting

✓Generally, new MDR requirements are being clearly addressed

✓Some areas continue to evolve with guidance being published and further experience being 
gained 

✓“Legacy” device challenges 
✓ Stand-alone new application file required; not “gap analysis to MDR”
✓ Clear organization of files and data
✓ Large numbers of reports with no explanation or map will slow review time 
✓ Consider testing map or summary tables
✓ Rationales for applicability of any leveraged tests
✓ Justifications needed when historical testing performed does not meet current standards (e.g. ISO 10993 

and others)
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TD Submissions 

Remember to include:

✓ Information to allow the design stages applied 
to the device to be understood (Annex II 
Section 3a)

✓ Design Specifications or Design Inputs, etc. 
(Needed for Annex II Section 3)

✓ All Process Validations and associated Validation 
Plan (Annex II Section 3b)

✓ Risk Management Plan (Annex I, GSPR 3a)

✓ Clinical Evaluation Plan as well as Clinical 
Evaluation Report (Annex II Section 6.1c)

✓ Device-specific PMS Plan (Annex III), and PMCF 
Plan (if applicable) including proactive elements 
(Annex XIV)

✓ Incoming, in-process and final inspection checks 
and the results (Annex VII 4.5.3)

42

New 
requirements 
compared to 

AIMDD
Additional topics to consider:

✓ Manufacturer personnel support

✓ Document availability

✓ Languages

✓ Certificate scope

✓ Subcontractors and Suppliers

✓ Accessories

✓ Novelty
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Post Application 
Activities & 
Responsibilities

Copyright © 2021 BSI. All rights reserved
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Post Certification – Client Obligations
Certification is dependent on the following:

• PMS – Activities performed as per the plan and the requirements, including active and systematic 
collection of data, vigilance and trend reporting, etc. *

• PMCF – must be performed as per the plan and protocols as presented in the submission. BSI must be 
informed of any issues or changes. 

• PSUR – becomes due under MDR in 15 months after certificate issuance (12 months data + 90 days to 
submit to EUDAMED). Please refer to Article 86. *

• CEP/CER – Updated as appropriate, including to address device changes or new clinical data becomes 
available and/or changes to risk/benefit profile of device.

• SSCP – Updated and submitted with device changes and when new data becomes available and/or 
changes to risk/benefit profile of device.

• Audit – Outcomes (recertification, microbiology, UAV & Continuous Assessment)

• Renewal Assessments – Every 5 years

• Reporting and Assessment of Changes – Manufacturer are required to report all substantial 
changes to certified products and require amendment of the certificate as appropriate

* For More Information also consult BSI Webinar on PSUR and Vigilance under the MDR (29 Sept 2021)
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BSI Medical Devices – Use Our Resources
https://www.bsigroup.com/en-GB/medical-devices/resources

Webinars White Papers and 
Articles 

Brochures, Guides 
and Documents 

Training Resources
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Questions?


