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The Evolution of Part 1)

A Table A1 now with E | E
Iso “E for Evaluate”.
- v -4

Evaluation Evaluation
and testing and testing
within a risk within a risk
management management
process process

Guidance on
selection of
tests

Evaluation Evaluation
and Testing and Testing
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Target date: 36 months.
Project leader: Arthur Brandwood. = HZAEIAY MISERIEE
B 8H : IME4EER : Q.1: "Do you agree to start a revision of ISO 10993-1?"
22 x Yes. 2 xNo (Germany .US) .7 x Abstain
Q.2: "Do you have comments on the document (N 1187)?"
10 x Yes

Q.3 : "We nominate the following expert(s)."
7 x Yes. 3 x New experts . 9 x Already nominated.
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Why the
revision?

* Better alignment with
ISO 14971

* Fundamental review of
some key parts

« ISO14971LDIDEVES
- BEE/N-hOEARMLEI-

Table A1l/Evaluation process
* Definitions

* Annexes

* Specific Technical Issues

GERMAN COMMENTS ON RATIONALE
FOR REVISION

DISAPPROVAL (only most relevant comments are mentioned)

» The actual working draft is not traceable why the number of categories is reduced to
two groups. The reduction to two classes (not invasive and invasive medical device)
will not increase the patient safety and will increase animal testing without additional
evidence of risk, which is not in compliance with 3R.

The nature of body contact (e.g. blood versus tissue) of the medical device is excluded
in the update. There is no explanation provided, regarding the different risk of contact
sites or their special risk.
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US FDA Negative Vote Summar KAnita Sawyer 5 DE D 5 Comment Number(s)

The following proposals are inconsistent with US FDA regulatory requirements, and we are
concerned this may cause confusion/inefficiencies for regulated industry and regulators:
1) Table 2: removal of device type clarification (i.e., not all devices in the new “invasive”
categories will result in the same types of potential harms)

2) No requirements to start with a standardized approach, when TRA or testing is indicated

US-007, US-230, US-259,

US-260, US-279, US-282,

US-266, US-301, US-323,
US-352, US-358

Emphasis on “materials” instead of “medical devices” and/or “medical device components” US-101, US-105, US-119,
excludes impact of processing which can introduce toxicities. In addition, descriptions of US-121, US-196, US-202,
“equivalence” and “partial equivalence” are not consistent with US FDA regulatory policy, and US-204, US-212, US-215,
we are concerned will create confusion for regulated industry and regulators. US-348
Improved text is needed on use of physical, chemical, and biological information to support risk | US-165, US-336, US-373,
assessment (not always a stepwise approach). Us-376
Clarification needed on determination of cumulative/repeat exposure for endpoint assessment. uUs-242
Clarification needed on in vitro alternatives (including editorial comments that are not US-047, US-189, US-211,
substantiated with device-relevant data) to include consideration of relevance of information. Us-322

Emphasis on chemistry/TRA, and biological testing as only options if potential harm is
identified, is inconsistent with use of rationales and endpoints where geometry impacts on AEs uUs-044
(e.g., implantation, thrombogenicity) cannot be addressed by chemistry/TRA.
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Comparison of WD to Current 10993-1

(from PDF conversions to WORD and WORD Compare Tool on ISO 10993-1 2018 and
ISO WD 10993-1 2021) S T
by Michael F Wolf KAnita Sawyer > DE R H 5
Foreword ---- Comparisons to previous editions are deleted; statement of major changes made to
existing standard not done

Introduction ---- Substantial rewording
1. Scope ---- Substantial rewording
2. Normative references ---- Appropriate updating

3. Terms and definitions ----

1 out 0of 26 -- NO CHANGE
8 out of 26 -- CHANGED
17 out of 26 -- DELETED

6 new terms added

4. General principles applying to biological evaluation of medical devices ----

Substantial revision with emphasis on applying a risk management framework according to ISO
14971 (also emphasized in new Table 1). Additional new material on Biological Evaluation Plan,
Product Life Cycle, Biological Equivalence, Animal Welfare (the 3 Rs)
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Original Figure 1 on the Biological Evaluation process
has been deleted:

Taenty relevant harms for
evaluation and
t acceptance criteria

Instead, a Risk Assessment flow chart, Figure 1,
has been added

150 10993-1
does not apply
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Figure 1 — Summary of the systematic approach to a biological evaluation of medical devices as
part of a risk management process - % . .
Along with a new Table 1 that includes

original Figure B1 from ISO14971

5.3 Categorization by duration of contact ----Major revisions: addition of new
Table 2: Biological harms requiring evaluation according to device categorization

Table 2. Biological harms requiring evaluation according to device categorization }KAn ita Sawyer 'O 0) ﬁ
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The above new Table 2 was simplified
from the original Table A1
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