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• Experience and learnings from NBOp
reviews so far

• Dealing with platform technologies and 
opportunities for the future

• Collaboration efforts on consistency 
across NBs and competent authorities

Overview

2
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Unrivalled expertise from BSI’s Medicinal and Biologics team

• The BSI Medicinal and Biologics team is made up 
of specialists with expertise in devices utilizing 
biological substances, medicinal substances and 
IVF/ART devices.

• The team have over 14 graduate degrees 
between them. Inhaled drug 

products

Sutures

Haemostats

Collagen

Soft tissue repair

Vitrification systems

Organ preservation solutionsDrug eluting stents

Formulation development

Tissue engineering

Antibacterial envelopes 

Gelatin

Pericardium

Chondroitin sulphate

Cartilage repair devices

Human serum albumin

Team
expertise

The BSI Medical Devices 
Medicinal and Biologics team
combined experience

107
YEARS

Copyright © 2018 BSI. All rights reserved.
Correct as of July 2018



Copyright © 2020 BSI. All rights reserved

Medicinal & Biologics Team Scope

Device-drug 
Combinations

Drug-device 
combinations

Devices 
utilising 

materials of 
biological 

origin

IVF/ART, 
Organ 

Preservation

Devices 
Composed of 
Substances

Active 
devices 

intended to 
administer 
medicines
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Medicinal & Biologics Team Delivery

Active 
Devices 
Team

General 
Devices 
Team

Orthopaedic 
& Dental 

Team
Vascular 

Team
Active 

Implantable 
Team

Medicinal & Biologics Team
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Integral Combinations- Under MDR

Credit: Paul Scannell, from TOPRA 2019

From 26 May 2021

(EU) 2017/745
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Notified Body Assessment: Article 117
BSI Review Process:
Similar to Design Dossier Review- minus QMS and clinical

Quotation 
processed & 

contract review

Technical 
documentation 

provided
BSI technical 
assessment

Responses & 
questions cycle

Closeout of 
questions based 

on technical 
specialist 

recommendation

Certificate 
decision 

(independent 
review)

Summary 
document / 

report issued to 
manufacturer
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Common Questions

Clinical Use
Provide key risks, warnings and
precautions related to the
medicinal substance and the final
device together with dose selection
and adjustment criteria

01 Overall Process
Please confirm 1. manufacturer’s incoming 
checks and acceptance criteria
2. in-process checks and acceptance 
criteria 3. final inspection and test, release 
specifications and acceptance criteria 4. 
process validations.

02
Administrative

Confirm MAH address vs. contracting
entity
Confirm names and addresses of
significant subcontractors or crucial
suppliers

03

Documentation
Provide the referenced reports
related to design and manufacture,
biocompatibility
Provide a copy User Requirement
Specification for….
.

04 Risk 
Management

Please provide a copy of the Risk
Management Plan and Report for
activities carried out at XXX

05
TSE / CRM

Provide copies of the certificates,
from those suppliers of components
which contain materials of animal
origin…

06
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Guidance

9
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TOP Level Summary Reports 

Ideally in the format of a checklist 
GSPR Checklist 

Detailed Reports and Data 

02

03

01

Documentation Learning Points

Identification of Applicability and Justification

Methods used to demonstrate conformity

Harmonised standards /   Common 
Specifications  / Other guidance or 
applied state of the art solutions 

Identification / Traceability of evidence

Detail from subcontractors and suppliers
Demonstrates MAH is in control of product
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Documentation Learning Points- Example

GSPR Checklist
GSPR 10.1: ‘Evidence is presented in Biocompatibility Summary Report’

Biocompatibility Summary Report 
‘As part of an ISO 10993-1 approach supplier statements of conformity were 
reviewed’

Supplier statements of conformity
‘We confirm studies compliant with ISO 10993-1 have demonstrated 
conformity…’

ISO 10993-1 Assessment of Biocompatibility of component X
Data, Data, Data, Data, Discussion, Conclusion

1
1
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Documentation Learning Points- Example

1
2

MAA risk 
management 

process

Component risk 
assessment

Device supplier risk 
assessment

Drug/ Device 
Combination risk 

assessment
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Notified Body Opinion

Will take the form of a report
• Clear which version of the device has been 

evaluated
• Clear to Competent Authority what has been looked 

at
• Sufficient detail to avoid duplication/ overlap
• Sufficient detail to give confidence 

• Any gaps clear to Competent Authority 

13
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Notified Body Opinion- version 1

14

• Detailed review of GSPRs shared with Competent Authority
• Partial compliance an option 
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NBOp- Future version

15
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 Are the CAs looking for information in the NBOp or just that assessment is 
complete

How will NBOp be 
used?

 Sterilisation- particularly components and re-sterilisation. EP specification.
 Shelf life

Responsibility where 
there is overlap

 eg stability/ transport studies, draft SPC
 Does competent authorities accept the submission of the NBOp during the 

clock stop? 

What to do about 
incomplete data 

 Missing evidence for an GSRP  Negative Opinion 
 Follow up actions? Recommendations to the CA.

What to handle non-
fulfilled 
requirements? 

Challenges
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Platforms

• Not mentioned in QWP/BWP Guideline
• Still being discussed by industry groups including Team-NB
• Needs agreed definitions and framework
• Savings possible for subsequent DDCs with same ‘platform’ with 

BSI but no general process
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Manufacturer A 
Device A/ Drug A 

Data
NBOp

Data 
from 

device 
supplier

Manufacturer A 
Device A/ Drug B

Data
NBOp
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Manufacturer A 
Device A/ Drug A 

Data
NBOp

Data 
from 

device 
supplier

Manufacturer B 
Device A/ Drug C 

Data
NBOp

Data 
from 

device 
supplier
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Data 
from 

device 
supplier

Partial BSI
NBOp

Manufacturer A 
Device A/ Drug A 

Data
BSI NBOp

Manufacturer B 
Device A/ Drug C 

Data
OtherNBOp
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Team NB –
European Association for Medical devices of Notified 
Bodies 

Page 21

26 members from 15 countries (status per Oct. 2019)

Aims: Contribute to notified bodies working in a harmonized 
way
Communication with EU Commission, Competent 
Authorities, Industry 
Represent notified bodies 

Working groups to support its members 
Article 117 working group exists since May 2020
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Documentation Guidance

22

• Agreed by Team-NB
• Documentation requirements 

for DDCs
• = Requirements for Annex I

• Not the only source of 
information on this topic!
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Team-NB Position 
Paper

Slide 
23

Intended to be a discussion 
of device related changes 

which will potentially require 
a new or revised NBOp

To create alignment between Notified 
Bodies on interpretation of substantial 

changes

Based on existing NBOG best practice 
guide, MDCG guidance 2020-3 and ISO 

20069

• NOT intended to provide any 
position on submission of a 
variation and type of variation 
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Slide 
24

 Team-NB received comments from EMA/NCA

 Draft position paper provided to industry participants of EMA workshop 

 Upon completion and agreement by NB’s, the paper was be published as 
Team-NB position paper

 https://www.team-nb.org/wp-content/uploads/2020/12/Team-NBPosition-Paper-
Art117SubChangeLifeCycleMngt-202012.pdf

Team-NB Position 
Paper

https://www.team-nb.org/wp-content/uploads/2020/12/Team-NBPosition-Paper-Art117SubChangeLifeCycleMngt-202012.pdf
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Collaborative

Slide 
25
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Thank you!
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