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Meeting - discussion on action points for ISO 14155
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Meeting / 2022-03-24 INFO by 2022-07-21
Announcement

Description

the meeting will be by conference call

Date: 22™ of March 2022

ISOITC 194/WG 4 Clinical investigations of medical devices in humans

Subject: Continuous improvement of ISO 14155
Dear Colleagues,

| hope this message finds you all well after a long period of inactivity in our WG. | can see we
have quite some new members who | welcome warmly.

Even though we have not reached our 3-year deadline for update yet, there are some important
matters we need to discuss and summarized below in short bullet points.

1. Risk Management

Although we have worked extensively on risk management in meetings leading up to the

current version, feedback received points out to some areas for improvement still.

- Difference in approach between benefit risk assessment of the device according to
ISO 14971 vs benefit risk assessments of risks related to elements of the protocol
that are outside standard of care. It seems many people are trying to strictly apply
1SO 14971 to the latter process which is like putting a ‘square tube in a round hole’.
We could be clearer in our wording and this seems an easy fix.

- 1SO 14971 process and how to link with the ISO 14155 requirements in a more prac-
tical manner i.e. it seems in practice there is still a lot of struggle in the industry inter-
preting 1SO 14971 risk management results and making them useful for implement-
ing benefit risk assessment of the investigational device in the protocol and investi-
gator brochure. We may need some links with the ISO 14971 people.

2. Clinical Evaluation

This is a topic that is mainly focused on Europe but could benefit for the rest of the world

too. As you may know the MEDDEV documents are no longer applicable in Europe.

MEDDEV 2.7.1 rev 4 is still considered useful but does not point to the new regulations.

An initiative from the UK is bringing a basis for new guidance to light and considerations

are brought forward to incorporate this in our document. At this point | still need some

further clarifications as to how this will link with future initiative for other EU guidance
documents, but we should discuss the format and acceptability within our working group.
3. Other small improvement areas in our standard to better align with MDR.

At this stage | would like to propose a conference call as | think the duration of this first meeting does not
justify extensive travel of the WG members. | want to target to hold this meeting on June 21st 2022 @
14:00 CET. Login details to follow.

With kind regards

Danielle Giroud
Convener ISO/TC 194/WG 4




