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Requirements for clinical evidence are increasing
worldwide.

ISO 14155:2020 introduces new requirements for
medical device clinical studies.

Why This Topic?



What Is The Role
of Good Clinical Practice?
What does GCP mean, why is it essential, and
when is it relevant?

Jon I. Bergsteinsson



Good Clinical Practice
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.



Good Clinical Practice
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.



ISO 14155:2020

Applicable for:

Clinical Investigation
Clinical Study
Clinical Trial

of medical devices

for human subjects



Replacing Existing Standard

EU MDR



Major Changes

Summary of GCP
principles

Registration of the
CI in a public
database

Risk-based
monitoring

Clinical QMS

Statistical
considerations

Guidance for Ethical
Committees

Overall Risk
Management 

Application of ISO
14155 pre and
post-market

Guidance on CI
audits





Europe US FDA

How is GCP related to legal
requirements?

Integral part of
the EU MDR
Requirement of
local ECs and CAs

An integral part of 21
CFR (for IDE)

Requirements by IRBs

ISO 14155:2020 is
consensus standard

Elsewhere

An integral part of
local EC requirements

Local legal
adoptations



Major requirements of GCP
for a Clinical Investigation 
per ISO 14155

Maria Nyåkern



Ethical
Principles

Anticipated
Benefits must
justify the risk

"People over
Science and

Society"

Summary of GCP principles



Adequate
previous

preclinical data
Detailed CIP EC and CA

approval

Summary of GCP principles
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Best Medical
Care

Qualified
Professionals

Informed
Consent

Summary of GCP principles



13. QUALITY SYSTEM WITH PROCEDURES

Accurate data
recording and

storing

Subject privacy
and

confidentiality

Appropriate
device use

Summary of GCP principles



How do you ensure GCP
compliance in your
organisation?



Key Stakeholders

SPONSOR Investigator Ethics Committee Regulatory 
Authority



Who Ensures Compliance?

Sponsor

Principal Investigator

Ethics Committees

 Competent Authorities

Research 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



 Takeaways

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

compliance with ISO 14155.

Pre & Post
Market

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

 
Do I need to generate new

clinical evidence?

What if I Change
Something?

 
Clinical Investigation is just a
small part of your lifecycle.

But clinical evidence is
everywhere.

Clinical
Evidence is
Everywhere



Time for

Q&A



Maria Nyåkern

Get a personalized demo of SMART-TRIAL by
Greenlight Guru today 

 greenlight.guru/clinical-demo

The Bridge Between Medical
Devices and Clinical Data

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:

academy.greenlight.guru/iso14155

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

