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“How long it takes the US FDA to clear medical devices via the 510(k) process: An examination of 15,000 medical device applications cleared
by the US Food and Drug Administration between 2012 and 2016,” a report by The Emergo Group, March 2017. Web. 15 November 2017.

https://www.emergogroup.com/sites/default/files/emergo-fda-510k-data-analysis-2017.pdf
6

U|_ Solutions

e


https://www.emergogroup.com/sites/default/files/emergo-fda-510k-data-analysis-2017.pdf

®

1. TEH - #EORFSIR (Fm)

EU Medical Device Regulation (MDR) 201745858 %4T7(5A258F%h). 20214E5A26 8 &Y#EH

(EU) 2017/745 CHAPTER II

REQUIREMENTS REGARDING DESIGN AND MANUFACTURE

10. Chemical, physical and biological properties

~~~ Omissoin ~~~

10.3. Devices shall be designed and manufactured in such a way that they can be used safely with the materials and substances,
including gases, with which they enter into contact during their intended use;

https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=0J:L:2017:117:FULL&from=EN

RETEBLEICEI T HER

10. {8, VER. RUEYFRRFE

e B~

10.3 FRAR(E, BRSh-FERICEVTEMTIMHESIUNE. HRZED . LRLIERATESLS
IZEEt- RIS L, TNAANERRERETHLEERTHEE . EXRREEE I HIRES LUH
BRICHEST, BETSERMBEDEENHY ., ERRET NAADUENENRELOBEREERABMICHL
THEFFShDESIC, REH-REShSIE,

Solutions

7


https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=OJ:L:2017:117:FULL&from=EN

1. X E2E - g ORFBR (ERN)

SH2E1H6H EAHERO0106 F15 - EEHEE

(https://www.mhlw.go.jp/hourei/doc/tsuchi/T20012810010.pdf)

#£1 EBEETEFHHEA

TRATFMA R SN D EHFOELUEFHAALRLELOTHY , 4T L bRBRERZERT 5
bO TV, BRI,/ SBIEDE R & OF S CBFLENROR LI R > ORE S
120 A7 AT, FETE L HET A B A OmE 2T A - LALECHS, IS T
7 ) DERWE & L CHIARVEE ChoTh. ) A2 Bl ESE LB LIS - BA I R EE
LMT X THD

TR I i

el A2 4 IR B
A —REEEE | g

W (24 B | B Wt | E | E | 4

L) ¥, P *ﬁ P A o[ | |M | &
B:i- M | #0 | | f2 | 4)__ | E e | | | % e
mm 4 | - (BOIRE |2\ RE e |2 1 E W g B | & |2
Wm0\ 8 e (KOG g | & (% 5 |7 |8 |k & |8 (N
joRpe) | E T e s w L BN B
c: gtz | o A e R R :
MOGOR%E | O - T

B25)

e Pl [ R B AR

. A = B E E E E E
F?':J::;:;; B | ® E E E E E E E
ﬁﬂ{]m C = E E E E E E E E E E E E
| A et Rl Bl B B Bl L SRR FLEBICE D5, MIENEM DA
N e e e EHE5H ZEBIFLDERMB ORI DL
A — TlE. FDHBIZEH DMK (SO 18562-1)%
fi ff?: B|® | E|E|E E | E|E E | E | E ;%,.“T%)-_t

it C| m [ E E I § E E I I E E E °



https://www.mhlw.go.jp/hourei/doc/tsuchi/T200128I0010.pdf

1. X EH - thiB ORGSR (PE)

FREAA )L YYIT 1778.1-2021
v HERERXFRS

v 2021F9H6 B &R (issued). 202249 A 1H H%h (implemented)
v MZAIZISO 18562-1&F— (IDT)

v 1SO 18562-2, -3. -4 IZE¥ 2hERKIIRE S TESLN TV



2.

@ Solutions

Ol

ISO
10993

=)
T

7

ISO
18562

NILRT T &
128115

FEOR AT RAZER D
ERE A T

5 . BRATRABERZFOERME

R
® [S010993: 2018
® [S0O18562: 2020

v EEEIREI1SO10993IZEDE EMEMR LM MET S
v IR EREREF DEEMIRE. 1ISO 18562I&E D& ARARROFTHEET S

SRR
v 2D DR OEREN D HYIZL0
vV IEE2DDBEHLHLED M. FLLISO 18562h\Eon A ?

BE R IE D EF
20D DEBRMEZIEAL TV =1KZEIZEHT
SHDOE LR TEHIBMICIToTIK ETOSEFEREL TV =1L



3.1SO 18562 HEE

ISO 18562-1, Introduction &b 4%

In general, the ISO 10993 series is intended to cover the biological evaluation of medical devices.

However, the SO 10993 series does not sufficiently address

the biological evaluation of the gas pathways of - ISO 10993(%., FEIR T R $RRR D 4 Y2 B0 RT4lh
medical devices. 2+ 5 2R RS L TULVELY

Before this document was developed, some authorities having jurisdiction interpreted the ISO 10993-

1:2009, Table A.1 to mean that MAterials in the gas pathway form
“indirect contact” with the patient, and should be
subjected to tests equivalent to those required for tissue
contact parts of medical devices. This interpretation can lead to tests with

questionable benefit and also to pOSSible hazards not being detected.

ISO 10993-1:20009 states that it is not intended to provide a rigid set of test methods as this might result
in an unnecessary constraint on the development and use of novel medical devices. ISO 10993-1:2009
also states where a particular application warrants it, experts in the product or in the area of application
concerned can choose to establish specific tests and criteria, described in a product-specific vertical

standard. THiS New series of standards is intended to
address the specific needs for the evaluation of gas
pathways that are not adequately covered by ISO 10993-1:2009.
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3.1SO 18562 HEE

ISO 18562-1, Introduction &Yk #%

In general, the ISO 10993 series is intended to cover the biological evaluation of medical devices.
However, the ISO 10993 series does not sufficiently address
the biological evaluation of the gas pathways of - ISO 109933, FEIRH R &R D £ W RO

medical devices. S+ IR LTULVELY
Before this document was developed, some authorities having jurisdiction interpreted the ISO 10993-

12009, Table A1 1o mean that MNAterials in the gas pathway form I 1 ~ I\ 72
“indirect contact” with the patient, and should be éom 3?323?5?%2@; A'Z:F_éﬂlii:%i‘

subjected to tests equivalent to those required for tissue
contact pal‘ts Of medical deViceS This interpretation can lead to tests with > *ﬁ¥ﬁ%ﬂ

. . > VOCs
stionable benefit and also 10 POSSible hazards not being detected.
questionable benefit and also to |9 g Leachables (iﬁl:l:l-%) i£.1SO 109930)%&&%
ISO 10993-1:20009 states that it is not intended to provide a rigid set of test methods as this might result 'G*%iFﬁlﬁE]'

in an unnecessary constraint on the development and use of novel medical devices. ISO 10993-1:2009
also states where a particular application warrants it, experts in the product or in the area of application
concerned can choose to establish specific tests and criteria, described in a product-specific vertical

standard. ThiS Nnew series of standards is intended to
address the specific needs for the evaluation of gas
pathways that are not adequately covered by ISO 10993-1:2009.
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In general, the ISO 10993 series is intended to cover the biological evaluation of medical devices.
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Before this document was developed, some authorities having jurisdiction interpreted the ISO 10993-

1:2009, Table A.1 to mean that materials in the gaS pathway fOI’m ISO 10993
“indirect contact” with the patient, and should be ' #ﬁ.‘:ljéh?'atl?/ﬁg

subjected to tests equivalent to those required for tissue L

Contact parts Of medical deVices. This interpretation can lead to tests with ’ tﬂ;&%ﬁ
) i » S

questionable benefit and also to pOSSIbIe hazards not belng deteCted. - Leachables (G&

CEEA

TOFHETIL,
"HNBATS

[%. 1SO 109930 #B itk 1

ISO 10993-1:20009 states that it is not intended to provide a rigid set of test methods as this might result
in an unnecessary constraint on the development and use of novel medical devices. ISO 10993-1:2009
also states where a particular application warrants it, experts in the product or in the area of application
concerned can choose to establish specific tests and criteria, described in a product-specific vertical
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9. Biological Evaluation Plan (BEP) & Biological
Evaluation Report (BER)
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9. Biological Evaluation Plan (BEP) & Biological
Evaluation Report (BER)
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