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FDARM 7 X FENZF TN ERX A

FDAR T RAT T —1 e FLE W22 PN RS B S (Use of International Standard 1S0-10993, ’Biological Evaluation of

Medical Devices Part 1: Evaluation and Testing’ ; Draft Guidance for Industry and Food and Drug Administration Staff;
Availability ) , Z3CfFEH TFDALISO 1099314k 2R iFaF A Al A PEAN 4L IS0 1099312647, (HAAMEESK B N
TJLEBAIIVEAL, FDA 151S0 10993~ 1A HR 22 1 R Bt A R B:

FDA agrees with the framework established in ISO 109931, FDA has made several modifications to the testing identified

in that standard for the reasons outlined below.

1132 Table 1 — Initial Evaluation Tests for Consideration
1133
Device categorization by Biologic effect
nature of body contact
(see 5.2) =
Contact duration % > 2o 2
eesd) a8 582 |85\ 2|5 |2
A - limited L ® e 8o | *8| = = 8
Category Contact (<24 h) g N |93 |% E ‘é‘ ° E E £
g |2 |E2|Es|ed|2 |2 |9
B- prolonged S| 5S |ER| @ sa|le [ B |2
(>24 h to 30 d) © lw |58 | 85|00 | = |E
g w =ik o
C - permanent k “ T
(>30d) =
A X X X
Intact skin B X X X
C X X X
A X X X
Surface device | Mucosal membrane B X | % X [e] 0 0
C X X X 0 X X 8]
Breached or A X X X 8]
compromised B X X X O o o
surface C X X X O X X 0
A X X X X X
Blood path, indirect B X X X X O X
C X X O X X X 0] X
External A X X X O
communicating | Tissue/bone/dentin® B %X X X X X | X
device C X | X X B X X | X
A X X X X or X
Circulating blood B X X X X X X X X
C X X X X X X X X
A X X X @]
Tissue/bone B X X X X X X X
C X X X X X X X
Implant device A X X X X X X X
Blood B X X X X X X X X
[ X | K X X X X | X[ X

X = ISO Evaluation Tests for Consideration (ISO 10993-1 HZi3K)
0 = These additional evaluation tests should be addressed in the submission, either by inclusion of the testing

or a rationale for its omission. (FDARYFINELSK)



Table 2 — Supplementary Evaluation Tests for Consideration

Device categorization by Biologic effect
nature of body contact =
(see 5.2) t
@
Contact duration > = E. @
(see 5.3) S |8 s | =
Category Contact B b o o § E
(s24h) 2|2 |8 |8
o [T = B,
B- prolonged B [ T |2
(>24 h to 30 d) o | o § -
C - permanent &
(> 30 d) @
A
Intact skin B
C
A
Surface device | Mucosal membrane B
C 0
Breached or A
compromised B
surface C o
A
Blood path, indirect B
C 0 0
External A
communicating | Tissue/bone/dentin” B
device C 0 0
A
Circulating blood B
C 0 0
A
Tissue/bone B
C 0 0
Implant device A
Blood B
C 0 0

X = ISO Evaluation Tests for Consideration (ISO 10993-1 HZE3K)
0 = These additional evaluation tests should be addressed in the submission, either by inclusion of the testing

or a rationale for its omission. (FDARYFINELSK)



Attachment C Biocompatibility Flow Chart for the Selection of Toxicity Tests

Does the device No _f BIOCOMPATIBILITY
Icontacl the pOdy r\REQUIREI‘\;‘IENTS MET
directly or indirectly? i
Yes
h 4 Yes
Is material Yes Same Yes Same Yes [ Same |Yes Same
same in » manufacturing » chemical ¥  body ¥ sterilization >
device? 1 2 mpositi 2 2
No No No
No
No cceptable Yes
< justification or > ves
v onsult
- - : toxicologist
. . Is material metal, Does it contain any
Is d:wz? m:l:)rlal pNo > metal alloy bil » toxic substances L wr??th ?‘r
polymert or ic? e.g.. Pb, Ni, Cr, Zr)? t‘;ea ;ﬁ;ggl
” standard is
Yes ° Yes fficie

Consult modified ISO

matrix for <

h 4

No

suggested tests.

Consult
toxicologist
for appropriate
tests, if
necessary

Master File, when referenced,
has acceptable biocompatibility
data applicable to the device?

or
y
Submission contains acceptable
biocompatibility data and/or
Justification or risk assessment
for not conducting appropriate tests

v No
BIOCOMPATIBILITY
DATA REQUIRED

Toxicologist
oncurrence, as

Yes

necessary

BIOCOMPATIBILITY
REQUIREMENTS MET

Attachment C includes a flow chart which outlines how FDA reviewers historically have assessed whether any

biocompatibility testing is needed, and how information provided by the sponsor may support the biocompatibility

of the final, sterilized device.

“Use of International Standard ISO-10993, 'Biological Evaluation of Medical Devices Part 1: Evaluation and Testing'; Draft Guidance for
Industry and Food and Drug Administration Staff; Availability 7 3555 SCF- 554

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM348890.pdf




13

FDA B= ¥y 2t ZE sk & FHL A

MedWatcher Mobile App

MedWatcher is a mobile application (app) that allows individuals to submit voluntary reports of serious medical
device problems to the FDA using a smart phone or tablet. The app makes it easier and faster for healthcare
professionals, patients and caregivers to send voluntary reports of medical device problems to the FDA, compared

to the traditional reporting methods — mail, phone or online

MedWatcher B—A AW AT BeT-HLHFDA BB ™ BET SHMEFRN BIINARME.

MedWatcher Mobile App I #ibiil:

e iTunes Store: MedWatcher App Download®

e Google Play Store: MedWatcher App Download
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