Pre-Market Medical

Device Studies and
(GCP strategies for Success

| B -
Jon |. Bergsteinsson
= | Co-Founder

Pus ¥

Maria Nyadkern

Medical Device Executive and ISO
14155:2020 Expert

LIVE

Webinar May 30th 2023 | 15.00 CEST / 9.00 am EST

Etienne Nichols
Medical Device Guru

SMART-TRIAL

by greenlight guru



Housekeeping

7 © @-

Questions Recording Answers

SMART-TRIAL
by greenlight guru



Solutions and Support to Help You Achieve MedTech
Lifecycle Excellence

¥ #1Modern QMS and EDC
B +1000 clients

® End-to-End Traceability
® Scalable & Cloud-Based

¥ Medical Device Gurus

¥ Dedicated Customer
Success Team

v Greenlight Guru
Academy

I .
¥ Global Partner Ecosystem v Industry Community

Industry Training

. v Industry Content —
& Education

Podcasts, Events, Virtual
Summits

greenlight guru




SMART-TRIAL
by greenlight guru

The Bridge Between
MedTech

The leading cloud-based platform
to manage and collect clinical
data throughout the lifecycle

acquired by Greenlight Guru Q2 2022



Greenlight
Guru eQMS

Design Controls

User Needs | i Design Inputs ’__ Design Outputs D Design Verifications ’__ Design Validations

)
A2

@ VALIDATION1
@ DESIGN INPUT1

End user simulated
Needle hub shall be stin

testing
pink to indicate

18-gauge.

USER NEED 2 @ DESIGN OUTPUT 2

The #1 modern eQMS used by over o e ey
1000 MedTech companies to deliver
Innovations to market, streamline

Polypropyline material

compliance, and focus on quality.




greenlight guru

We help MedTech companies produce high-quality devices for
global markets while saving resources and mitigating risk.
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Requirements for clinical evidence are increasing
worldwide.

ISO 14155:2020 introduces new requirements for
medical device clinical studies.
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What Is The Role
of Good Clinical Practice?

What does GCP mean, why is it essential, and
when is it relevant?

Jon |. Bergsteinsson
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G C P

An international ethical and scientific quality standard for

designing, recording and reporting trials that involve the
participation of human subjects.

Consistent with principles set out in the "Declaration of

Helsinki" adopted by the by the World Medical Association
In Helsinki, Finland, June 1964.
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G C P

Compliance with this standard provides public assurance
that the rights, safety and wellbeing of trial subjects are
protected and that clinical-trial data are credible.

4

SMART-TRIAL
by greenlight guru




INTERNATIONAL ISO
STANDARD 14155

ISO 14155:2020

Third edition
2020-07

Applicable for:

Clinical Investigation

Clinical Study o - _
Clinical Trial Clinical investigation of medical

devices for human subjects — Good
clinical practice

of medical devices

Investigation clinique des dispositifs médicaux pour sujets humains —
Bonne pratique clinique

for human subjects
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Replacing Existing Standard

EU MDR

64) The rules on clinical investigations should be in line with well-established international guidance in this field, such as the
international standard ISO 14155:2011 on good clinical practice for clinical investigations of medical devices for human
subjects, so as to make it easier for the results of clinical investigations conducted in the Union to be accepted as
documentation outside the Union and to make it easier for the results of clinical investigations conducted outside the Union in
accordance with international guidelines to be accepted within the Union. In addition, the rules should be in line with the most
recent version of the World Medical Association Declaration of Helsinki on Ethical Principles for Medical Research Involving
Human Subjects.

This third edition cancels and replaces the second edition (ISO 14155:2011), which has been technically
revised. The main changes to the previous edition are as follows:
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Major Changes

Overall Risk
® Summary of GCP ® Clinical QMS ® Management
principles
Registration of the . Application of ISO
@® Clina public O Stat'?’tlcal : ® 14155 pre and
considerations
database post-market
Risk-based Guidance for Ethical Guidance on CI
O o O : O ]
monitoring Committees audits
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PRE-MARKET POST-MARKET

Clinical
Development Pre-Clinical Pilot Pivotal Post-Market Surveillance (PMS)
Stage
Exploratory & _ _
Type Exploratory _ Confirmatory Observational
Confirmatory
w ) ¢ S
OO
A
First-in-Human - Post-Market Cl/Study
In-Vit " Pilot Stug Post-market Cl/Stud - PMCF Study
- In-Vitro - Pilot Stu - Post-marke u
. y - Pre-Market Cl/Study , . y - Investigator Initiated*
Descriptors - In-Vivo - Safety Study . - Investigator Initiated® X
Bench-test Exploratorv Stud - Pivotal Cl/Study S Gt - Registry
- Bench-tes - Exploratory Stu - u
p y‘ i . - PMA CI/Study , Y‘ - Survey
- Early/Traditional - Post-Authorization .
i - Phase Il Study - Case Series
Feasibility Study Study (PAS) Cohort
- Proof-of-C t - Validation Stud
I rn: c:: ?Tef d* S - Post-Authorization
- Investigator Initiate
9 Study (PAS)

Burden to

Human Subject None I nterventiona I Non-Interventional

*Investigator-Initiated Studies can be interventional and non-interventional. Investigator-initiated Studies don't have to be sponsored by investigators. © Jon L. Bergsteinsson



How is GCP related to legal

requirements?

® Integral part of @ An integral part of 21 @ Anintegral part of
the EU MDR CFR (for IDE) local EC requirements
® Requirement of ® Requirements by IRBs
Local legal
local ECs and CAs . O :
@ SO 14155:2020 is adoptations

consensus standard
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Major requirements of GCP

for a Clinical Investigation
per ISO 14155
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Summary of GCP principles

Ethical
Principles

]

Anticipated
Benefits must
justify the risk

f.A

"People over
Science and
Society”

‘ “
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Summary of GCP principles

Adequate
previous
preclinical data

Detailed CIP
' o™

L

EC and CA
approval
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Summary of GCP principles

Best Medical Qualified Informed
Care Professionals Consent
9
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Summary of GCP principles

Accurate data Subject privacy
recording and and

storing

confidentiality

N

=

Appropriate
device use

13. QUALITY SYSTEM WITH PROCEDURES
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How do you ensure GCP
compliance in your
organisation?
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Key Stakeholders

iy o b B

SPONSOR Investigator Ethics Committee Regulatory
Authority

[1 SMART-TRIAL



Who Ensures Compliance?

Sponsor

Principal Investigator

Ethics Committees

Competent Authorities
Resedarch Nurses

Clinical Research Coordinators

Data Entry Coordinator

Contract Research Organization (CRO)

Monitors and Clinical Research
Associates (CRA)

Medical Safety Monitor

Data Managers & Biostatisticians

Quality Assurance Personnel
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Takeaways

Pre & Post
Market

Obligations are the same.
But individual requirements
can differ. You must justify

compliance with ISO 14155.

What if | Change
Something?

"I am CE marked, but | am
changing something."

Do | need to generate new
clinical evidence?

Clinical
Evidence Is
Everywhere

Clinical Investigation is just a
small part of your lifecycle.
But clinical evidence is
everywhere.
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Time for

Q&A
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Maria Nyakern

Introduction to Clinical
Investigation for Medical

Devices and ISO 14155

Learn how to optimise the planning and
conduct of clinical investigations for medical
devices during this self-paced, interactive
online course. Enroll here:

SMART-TRIAL
by greenlight guru

The Bridge Between Medical
Devices and Clinical Data

Get a personalized demo of SMART-TRIAL by
Greenlight Guru today
greenlight.guru/clinical-demo



https://www.greenlight.guru/clinical-electronic-data-capture-software-demo
https://shorturl.at/eMP35
https://shorturl.at/eMP35

