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 Information presented within
this webinar is based on our
current understanding of the

IVDR and the standards
 Subject to change




Why a webinar on a standard.. £l =R lEE e g HAT D) 2 ¥

« IVDR has expanded stipulations
for
clinical performance studies

 e.g. in Article 57 to 77 and
in Annex XIII, section 2

« BS ISO 20916:2019 can assist
in meeting those
In vitro diagnostic medical devices — Clinical by GOOd StUdy PI‘aCtice

performance studies using specimens from
human subjects — Good study practice

BS ISO 20916:2019

BSI Standards Publication
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Which of the following standarg
a) ISO 13612
b) ISO 14155
c) ISO 20916
d) All of the above

e) None of the above
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Context of

standards

bsi.

ISO
13612

ISO
20916

* IVD-specific
7 clauses

..making excellence a habit’

* IVD-specific
* 9 clauses
(common structure)

ISO
14155

» Medical Devices
(excludes IVD)

* 9 clauses
(common structure)



[ Ar ChiV e d ] from repositories

e.g. tissue banks

unadulterated remnants

[ Leftover J after all standard analysis

has been performed

[ Specimen ]

Discrete portion taken
from the body

representative parts
taken from a specimen

®
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Types of
studies

Clinical Performance Study

Non- :
| 4— o ¢ [nterventional

Body of standard
I l + Annex G

+ Annex A
No *

+ Annex B
Leftover/archived ™ Body of standard
specimens + Annex G

+ Annex C
+ Annex D
b ®
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+ Annex E
+ Annex F




Clinical studies 5. Study
good practice planning

8. Close- 6. Site
out Initiation

4. Ethical /. Study 9. Audit
considerations conduct

®
bSI. ..making excellence a habit’ .



Ethical
Consideration

e Protect rights, safety, dignity and

4.1 General well-being of the subjects

4.2 Improper influence
or inducement

4.3 Responsibilities e all parties involved

2N S ool ® Caveat: Local law,
involvement e.g. for medical practititioner

e For leftover/archived specimens
consent might be in general form

®
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4.5 Informed consent




Are you planning to conduct a Clinical Performance
Study under the IVDR this year or next year?

a) Yes
b) No
c) Evaluating at the moment

d) Not sure




5 Study planning 5.1 General

5.2 Risk evaluation

5.12 Labelling

5.3 Design
5.11 Agreements

5.4 Investigator brochure
5.10 Monitoring plan 9

5.5 Clinical Performance

5.9 Study site selection Study Protocol (CPSP)

5.8 Specimen accountability
and integrity O
5.7 Recording of specimen information

5.6 Case report forms

k2
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Need for QMS

Clinical Performance Studies
shall

5.1 5.3 5.1

Be undertaken under Use product Have agreements
an effective quality representative with externals -
management system of the final IVD written and assumed

e.g. e.g. 5.11 e.q.
» ISO 13485 » Process control » Investigators
» CRO, labs

®
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Some planning
documents

oI M \E (e 1e]SI o Non-annex-A studies:
Brochure Instruction for Use might be okay

compare 5.5 Clinical : . _
IVDR Annex XII1.2.3.2 Performance B high quality, accurate and reliable

o data
Clmlcgtlul:éleyrflglgnl;]ance ‘(Sct:%cslﬁ)PmtOCd e For annex-A-studies: plus Annex B

o OB \le]plide]glp[s N ¢ Extent based on risk
plan e Rationale for remote monitoring
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Good

clinical performance study
documentation

» Informative Left-over/ Interventional

» Sets of documentation Archived  or addtitional
specimen risk

“

Documentation l Purpose or comment Relevant clause (set A) Reference clause (set B)

No. |
H1 Ethics committee notification, correspondence and Gives evidence that a qualified, independent ethics ﬁ 4_4
opinion/approval committee has reviewed the clinical performance

study and is maintaining oversight
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Accountability

Of IVD devices
5.5.3.16

e Records about
physical location
of all IVD

®
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Of specimens
5.7 & 5.8
* e.g. study sample log

 Ensure access to
data

* E.g. for monitoring,
audits, inspections
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Study site
initiation

bsi.
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6.1 General

6.2 Prerequisites

6.3 Training

6.4 Initiation of

¢ Initiation visit

e Are determined

e Includes updates/changes
e Ensure documentation

e Conducting staff ready

g[S (0[6 (VA (=8 o Pre-study documentation complete
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e Start only after EC's or authorities’

7.1 General endorsement, if needed

VA elo ] o]l [ [SS8 © Compare Principal investigator
of sponsor responsibilities in 5.5.2 (CPSP)

/.3 Study site

monitoring e Focus of next slide

AL =Rl lva S © Keep privacy and confidentiality
oNlils[=liEI"AMN o See 4.5: de-identify specimens
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« CPSP
«ISO 20916
e Ethical &

* Regulatory
requirements



Auditing — —

anhex I Audit E——
« Written |
Auditors procedures
i * Qualified « Specific plans
 No direct
» Separate from responsibility —
monitoring for site or study

« If deficiencies,
re-audit

®
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Adverse Event or
device effect

Adverse Adverse
Event Device Effect

e In context + Related to e Differently
of the study use of IVD defined in
IVDR

IVDR mentions IVD must be
made
abnormal available
laboratory

finding

®
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AE categorization
Annex G

®
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Serious

/

Anti-
cipated

Adverse
Event

AN

Device-
related
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Study close-out

8.1 Close-out e Complete records
activities e notify relevant parties

8.2 Clinical
performance
study report

e IVDR within 1 year and
e Publically available in EUDAMED

8.3 Document e According to regulatory and QMS
retention requirements

8.4 Suspension or
premature
termination

®
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e Inform relevant parties
e IVDR: Study report within 3 months
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Summary

ISO 20916

»Details Good Study Practice

> Takes into account the specifics of IVD
»Has a modular structure

»Helps in addressing requirements or IVDR

..making excellence a habit’
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www.bsigroup.com/IVDR \2/ 0 .
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» Brochures and Free Webinars...

Standards
eg. IS0 9001

Medical Devices

| Marketaccess
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Performance Evaluation under the In Vitro Diagnostic
Regulation (IVDR) — Part 1

»

Watchlater ~ Share

’
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valuation

PART 1

0 Diagnostic Regulation

GO = - IVDR Documentation
o . = Submissions

Best Practices Guidelines

¢ Our services Dr Elizabeth Harrison °
Technical Team Manager - IVD ql
25020 5 b _

How ready are you for the In Vitro Diagnostic Regulation? Download the presentation >
The In-Vitro Diagnostic (VD) industry is undergoing significant change The IVD CE Marking: MDR & IVDR
Regulation (2017/746), which replaces the IVD Directive (98/79/EC), entered Certification Process .

bSl. making excellence a habit™

into force on 25 May 2017. This started the transition period of five years for
Download our latest guide to

manufacturers selling IVD devices into Europe: learn how you can become
certified-to MDR or IVDR

Manufacturers have the duration of the transition period to update their

technical documentation and processes to meet the nsw requirements. BSl is pi:Bowiiontolly glioe
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Questions?

http://medicaldevices.bsigroup.com/
www.bsigroup.com/IVDR

Contact us
Email: eu.medicaldevices@bsigroup.com

By Royal Charter




Thank you for joining today.

Marco.Rost@bsigroup.com




