2018(E)

ISO 10993-1

q q q q q q q q q q q q X J
q q q q q q q q q X q pooiq Sure[naar)
(4 q q q q q q X \
q q q q q q q q q q q X J unuap 921A9D [BIIpaW
q q q q | 1 | q X d /auoq Sunesrunwwiod
q 1 q 1 q X v JELESINN Aj[eunxy
q q q q q q q q q q q q X J
1 q q qd q qd q X d
q q q q q q X v 10aa1put ‘yied poorg
q q q q q q q q q q q X ) aoejIns
q q q q q q q X q pastwoadwod
q q q q q X A 10 payoealg
q q q q q q q q q X J
d d d qd qd q X q aue.IquaW [BSOIN ERVET)
q q q X 1 [eJIpawW ddeyIng
q q q X J
q q q X d urys joejup
q q ud 8X A
ophd ) oA Anan (pog<)
-PIX03 | phu | o An .mwm& |38 S | | quad Jeal uon uL1d) 3uom - )
juony | [ejuawr | oru wu. nqn s ﬁ”xo.u IX0} | IX0} | IX0} oaAd snoau A0 | -euriojur (P 0£ 03 4 $2<)
epea | dofaaap | 980 | " edw 3 : ol | 9 o1 pa1 emd 1X0} | [ea1wayDd P k! 10B1U0) A10891e)
9o X010 | o590 | WON |OIUO £ 5 paSuojoad - g
a /oA | up usy e |1 0Iyd | noe | 33sAs | eipawx eIuI 014)| J10/pue
-onp Je) WoH - q qns | qnS | 9Indy | [eLId) | JO UOI} [earsAyd U #zs)
oxday BN BJLLI] payul] -y
uorje.Inp }9e3U0) 10e3U0D Apoq Jo d.anjeN

uonenyeaa [esrdojoiq jo syurodpugy

£q uoriezr108a1ed 331A3p [EIIPIN

JUDWISSISSE YSLI [BJ1S0[0Iq € Ul passa.Ippe 3q 03 syutodpuyg — 'y 3[qeL

21

Copyright International Org@iz!ﬁo@f;g;ngarazéuw I'ightS reserved

Provided by IHS Markit under license with ANSI

Not for Resale, 08/20/2018 20:10:24 MDT

No reproduction or networking permitted without license from IHS



2018(E)

ISO 10993-1

'S3INOIID [B2.10d.I00BIIXS UT PASN SAJIASD [BJIPAW [[B 10 (

*S9O1AIP [BIIPAW 3S3Y) 0] JUBAS[DI
uoneurIojur £3171qriedwooolq 10j sparepuels 21j109ds 901A9p 89S }0BIUO0D SNSSII J03.IIPUT A[UO Y3Im sjusuoduwiod 1o sad1aap Aemyied sed 10, 'seoeds snoauenogns pue SpInN[j aNss1} SOPN[OUI dNSSI], |

‘pasedtpul
uey) syutodpua Jomaj 10 [euonyippe apnpout 03 ajeridordde aq [[1m 31 1Y) A)71IqIssod e ST 21913 ‘Sad1ASP [edIpawl Je[nollred 10, "PaIapIsu0d aq p[noys a[qel SIy} ur 3, pasjlew asoy} puokaq syurodpua
[eUON}IPPE ‘©1N3e19}1] 93 Ul SISIXa elep £80]001x0) ou pue ‘suoryesrjdde ad1aap [edIpaw Ul pasn A[snoraa.ad Jou ‘S[eLI9JEW [9AOU WO.1J Pa.INJIEJNUBW ST IDIAP [EIIPAW E J] (39S BIep [eUONIIPPE Uk ddInbal
J0u s90p Juiodpus a3 JO JUSWISSISSE AYM 10J d[eUOIIEL B 10 ‘Sur}sa) oj1ads-quiodpus [euonippe ‘e1ep Sunsixa Jo asn ay) Y3no.ay) I9y3la) JUSUISSISSE YSLI 9 Ul Pjen[eAa aq 03 syutodpua sueaw q y

"JUSWISSISSE HSLI ©.10J papaau uonjeuriojul ajisinbataad sueaw ¥ 3
‘uonyepeadap 10y [ennuajod ay3 aaey 1ey) quaried ay3 uryym Sururewa. S[eLIdIRW 10 SJUaU0dWod 92149 [BIIPAUL ‘SIIIADP [eIIpawl AUk 10j papiao.ld aq p[noys uoneuriojur uonjepersaqg

'sued.10 aa1onpo.ada. ay) Ul S[ELI9JRUW 921A3P JO dduasa.ld [ed0].10] [e13ualod a3 SI 9.19Y3) 319U M SII1AIP [BIIpaW .10/pue ‘(uswom yueugda.ad -8-9)
suone[ndod 195181 JUBAJ[.1 YIIM SIIIAIP [BIIPOW ‘A1101X0] [EIUSWAO[9ASP 10 9A130NPO.Ida.l UMOUY B (IIM S[BLI9IBU ‘S[BLI9JBW [9A0U 10J PASSaIppe aq p[noys A1101x0) [eyuswdo[aaap pue aanonpoaday »

*JUSUSSISSE YSLI 9] Ul PaIapIsSuo0d aq p[noys s1y3 ‘uorjonpo.ada.l 0] 21x0) 10/pue dluadeinu ‘O1uadourdIed aq 03 UMOUY SAIUB]SNS UTBIUOD UBD 9I1AP [BIIPaW 93 J p

‘SouUBIqUW
[ESOONW 30B3UT Y3IM }OBIUOD UI PAI3PISU0D /paIpnis aq A[[apl P[NOYS SOUEBIUSW [ESOOINW 30BIUT YIIM }OBIUOD UI SIIIAP [EIIPIW 3IUB)ISUI 0, "PIISPISU0D 8¢ P[NOYS Sa3Is uorjejue[dwl JueAd[dy -

*£3101X0) DIUOIYD PUE ‘DIUOIYICNS ‘DINOBANS ‘DINIE 10J SaIpN3s djededas wioy1od 03 A1eSS900U SABM[E JOU S1]] "PISSISSE PUE papn[dul a.1e sjutodawil} pue sfewiue Juald
-13ns j1 ajeridoadde aq Aewr £3151X03 O1UO.IYD 10/pUk A1191X0] D1UOIYICNS ‘A}1D1X0) 9IN2BQNS ‘AIDIX0] DIWDISAS 91NIE SPN[IUI JBY] SIUdWSSISSEe uorjejue[dul 9AIsuUaya.1duiod wo.y paureiqo UONLULIOJU] q

‘g xauuy 210Z:11-£660T OS1 03 19J9Y e

q q q q q q q q q q q q X J
q 1 Kl q q d q d 1 X q pooig
q q q q q q q q X 4 901A9p
q q q | q q q q q q q X J [ed1pau Juefdu]
q q 1 q 1 q 1 | 4 X d 19uoq/onssy,
q q q q q X v
ophl ) oA Anan (p0g<)
-101X0) | pAl < An .muue £ qA110 | gA30 | qAI1D JUEY] Jeal uorn} wad) uot -)
uon | eyuaw | omu | P 1 iqny | S99 jadN IX0} | IX0} | IX0} oxAd snoau A0 | -euriojur
] -1 o | 1x01 (pog 01y $z<)
epea | dofaaap | 980 | edw : ol | 93 o1 pa1 emno 1X0} | [ea1wayDd 10B1U0) £10891e)
X010 uor} |Jruo paSuojoad - g
8aq /aAny | um s 050 e | a 0IYd | nde | 31sAs | eipawt eIul 014)| J1o/pue
-onp Ie) 9 | wey . ME 1 qns | qnS | 9NdYy | [eLId)} | Jouon [earsAyd Y %zs)
oxday 1w -eN BJLLI] payul] -y
uone.Inp }2e3uU0) 3081U0D Apoq Jo 3.1njeN
uornenjeaa [esigojoiq jo syurodpuy Aq uoryezrio§ayed 9d1A3P [EIIPIN

(panunjuod) 1V d[qelL

© ISO 2018 - All rights reserved

Copyright I%%tional Organization for Standardization

Provided by IHS Markit under license with ANSI

Not for Resale, 08/20/2018 20:10:24 MDT

No reproduction or networking permitted without license from IHS



	Foreword
	Introduction
	1 Scope
	2  Normative references
	3 Terms and definitions
	4 General principles applying to biological evaluation of medical devices
	5 Categorization of medical devices
	5.1 General
	5.2 Categorization by nature of body contact
	5.2.1 Non-contacting medical devices
	5.2.2 Surface-contacting medical devices
	5.2.3 Externally communicating medical devices
	5.2.4 Implant medical devices
	5.3 Categorization by duration of contact
	5.3.1 Contact duration categories
	5.3.2 Transitory-contacting medical devices
	5.3.3 Medical devices with multiple contact duration categories
	6 Biological evaluation process
	6.1 Physical and chemical information for biological risk analysis
	6.2 Gap analysis and selection of biological endpoints for assessment
	6.3 Biological testing
	6.3.1 General
	6.3.2 Testing for evaluation
	7 Interpretation of biological evaluation data and overall biological risk assessment
	Annex€A (informative)  Endpoints to be addressed in a biological risk assessment
	Annex€B (informative)  Guidance on the conduct of biological evaluation within a risk management process
	Annex€C (informative)  Suggested procedure for literature review
	Bibliography

