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Dockets Management, Food and Drug Administration, 5630 Fishers Lane, rm 1061, (HFA-305),
Rockville, MD, 20852 (22 L T 728V, BTO I A MI, HEMARIZE R S - FLAm @
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FIARTA X ZAGEOBEM2 B —%, FfZ X 575K % Center for Biologics Evaluation and
Research (CBER), Office of Communication, Outreach and Development (OCOD) (HFM-40), 1401
Rockville Pike, Suite 200N, Rockville, MD 20852-1448 |ZH259" 5 >, il C 1-800-835-4709 F 7=
1% 301-827-1800, E X —/L C ocod@fda.hhs.gov (255K, £7/-4 v X —F% > N TELTFDYA b
BDAFTHZIELTEET,

http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/default.htm

148


http://www.regulations.gov/
mailto:またEメールでdsmica@fda.hhs.gov
mailto:Eメールでocod@fda.hhs.gov
http://www.fda.gov/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInformation/default.htm

SERGHIFE T D2 V) 8 G

T - — PR STRTOTR 4
P = -1 - [T 5
3. UAYVYLRERBIBIORE. B, FRHICET AR EE .o 5
2. TATLRT T 70— DRI TLUMEBE oottt ee e 7
b. UAYLRA ZFVT A TH=EZ (QO0S) oo 8
LY e P N =¥ X L OSSOSO SRS OU USSP 9
d AV LA EEBIRUA Y L AT = F OB 2 U T A oo 10
€0 TATL AT T I 0D EMOC oo s s s seseeens 11
£ B IER B TR KL OEEIZBI T D BT e 12
g ARSI BI T D AR EEIE oo 12

4, RF DAY VAT ny—rlRAE N0 mReEH CEICEd 5
o= TSR RRPPRPT 14
A BT et e ettt e e et et e e e e e et et e e e e e et eetenraeeeseareaaaneas 14
b. RV T4 r—2arBIOR)TFT—2 g0~ A7 2SS T 7o —F 14
G BRI R T 2 DD 0 U ettt 15
Ao T AL R R T XU L oot ee e 16
BE A: UL VP L RERBET - B AT AT A B .o, 18
FHBE B : Bl RIS LB B B oot e et n et 21
3

149



SERGHIFE T D2 V) 8 G

ERERRICB T 2 ERERR VA Y LRAT 7 /) nd—

E2BRBIOBRLEXRLBAZ v 7RITHAF R
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FDA 1%, ¥R B L O FDA A ¥ v 7 BNEFR R~ DO HELRE 4 (radio frequency-RF) U A ¥
VAT 7 ) u Y —Of AR L O—MEICEE T 2 [EA OMGTEHE 2 FE L, @ olio x4 %
ETCENIDE NI DOTA X ALEEER LT, RF VA YL AT ) a Y —&AAlTE
EEEGIL. 2077 /Y —0RRBRICLY 2l EEZZ T2, RF VA ¥ L AEEEGD
FHOWEKR, VAL AT 7 ) ao—ORMRRSE &R, d X ONRMEDH K35 RF BB/
EIZED, 2o DEREROZ RN ORI b6 X9 12357tV 1YL
AT 7 aV—IlElT AMFFEEEZETRETh DL, KA X AL, EFEEROREND
ZHRB RN~ EDNRELEL DL IRRFUA VL AT 7 ) u P —IClT DRt FEE
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Bt 2 ZEIERFIA YL AT 7 ) o v —EflRA E N EEER D22 L OEMED
BHRRAEE 7o 6T ECERN G E- 2 OMBESRE R O T A X ARTA KT A & fli
THLDERS,

KRIA L A G b FDA DOHA K v ZASCETENER O 6 5 E6 2 MET D b O TR
W, BLAENA XL ATH DT —~IZBT 5 FDA ORHFDOEZ ZBR_ZHDTHY | FFE
OB B IFERNEERS SR TWARWVWERD . < £ THEFEE (%
-recommendations) & AR INDHXEXTH D, FDA DHA XL ATHAEZ S “should (X
X) 7T EWIHEER, MERE (suggest) B L IIHELE (recommend) T75 Z & A EM L,
FHEAT TS (require) D TIEARW,
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T LD XD I B IRNEIEE OB AR DT DIZRF TR VX =2 HT 5 S DIIART A 4 A
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RFUAYVAT 7 ) nP—BIOUA ¥ L AR EET 2 BEMFREIC OV TR,
IEC 60050-161 International Electrotechnical Vocabulary ([EBSEEHEE S HFEE —IEV) ZOMofE
WEND LD ANTZMEE A ZZROZ &,

3. UA YV AERBSORE, AR, HAICET RINEEHE

U A Y L REFEIR OB E B L ORUEEH 1L, ZOMOREF VA YL AT 7 )0 P—hN#
B &N TN D ATREVEDS iV MVl R BE O Y SRR S IE IO RE T X DB 2 AT & Th 5,
T A Y L AEFHERORG, B, EHICBW T, EBET —¥ - [FHROMBEIE SRR TR a7
fRIED, r—T NATE BRI - VAT AL > THIA VLU AEREER - VAT AL 5T
HRENONROIERHDO T DICEE L 70D, 20O Z LI EMMEREEESCIEMEE D L 5 ey
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ANZHES R = e — VBRI E T 5, 21 CFR 820.30(g)
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—Application of risk management to medical devices |V XA 7 3l LN R 7 <~ A v MZE
FHEWRY =N HBY REIAYLAL AT AIBEET LY 227 035570, LD
PROBBEZ U A Y L AL L, EOBEROBBRICH B A EH T & h 2 EEICHRNT 2 &
ZHERT D,

FDA |3 B3R ORGHB L OB T ZADORMICRF U A YL AT 7 /v o —{Zf b o 8Em
DERVEORBIC KT 5 Z & 2 HSET 5, ZetEOBENERE - BT 7 X TRA S,
ZHUZONT Y A7 ORBIHR LSV EHRT D720 ) 27 EFEERNE L 72500
LAv7evy, F72 FDA 13V A 7 PR EHEZ Yk L O o H I3 2 g ESun
THERRT 5 2 L A HEET 2, Z OMFMRICITE A, SREN TV L5 EFFHHE, 35 X0
LEER CORBR ENEENDD, TNHIZRESN DI TIERw, FlxiE, VA7 5o
—ER & U CRAEMRZHEN T 2212 EMI BEHES S L O OMBIES 5 RBROWmE L W5
Z L& FDA MRS 5, B, VA VLAY LI ENLTEROT 7 — 2 EEROE DD
e L7 IIBAR AT DTHAAEN TV HE LDV A VLAV AT ANDT 72 ADE
FERL . B L OZDTA Y L AT 7 /vy —EROMRRICEE T 2B a2 & RiF5Z &
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21 CFR 820.30(g)IZ &N T Y A ¥ L ABEF AR OiXat /N ) 77— 3 &AT 9 BRIE, RF U A
YlrArala=r—var-ary hu— OV A7 &SGR ) 7 —varyo—RE L
TEDRITIUER D, ERIE (EMD) 2 [EFEMR O BB B 8% LIE 4 THE
PEDR D D728 —E Y A 7 ORRFIFEE D BEIREEE 12 & o TR 7RI 2 785k L#E 28T 2
HiEE & D ETRSIDZEND D, BIZITRRFANY T — 3 T AR Lo TUEHEIH
IED XD 72RF U A ¥ L AR & ML T D AT » 7 INREMEE 87 O ATREMEN & 5 Z & 31
DI DG LI,

FLBLZONDABET U NI LEBET LRI, ZOTA YLV AER TTFYESITH, b L
TR ERD2BNOH L ZOMOBIRBLOEBRE~D Y 27 L BFEITRETHDH, IHIT,

2 IS0 14971 |Z FDA @ Recognized Consensus Standards GREAEMKE) U A MIEEHENTEY . ZHIZUT

DY A FINBAFTE D,
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/detail.cfm?standard _identification no=30268
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OHEBLOERABMIZZO A YL AT 7 ) uP—0RENE L OIS h oM
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S EEECE R X OME IS A BEMERIC OV T FOY A FEBBLTLE S0,

http://www.fcc.gov/encyclopedia/accessing-spectrum 33 J TN http:/www.fcc.gov/encyclopedia/rules-regulations-title-47
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DFRTIE, TOUA YL RAEFREIR VAT DMTGEHET LI ENRTRISND ZOMO
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T ¥ XD

ZDRF U A YL RAEFEZRD RF U A Y L AFRN (T2bbR—F720% mej
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(S A BTN D Z E bRETT & TH D (fil, Bluetooth ™ ilIFICH D L 5727 1 A
AN —F—=F), VA Y L AEREROIEIC L > TL, ZOMEDOT 4 AW —F—
RIIZ2MEB L OEIEICIREZ L7267 2 R 5, Flxi, BEREES BRSO
BXLARW)E—bhay ha— L& T5L 205 THD,

U A Y L R EFEGIT T ORISR U 27 TOMEMERE, £ OBSG»ZT 5
VR OFEFEZ: O NIEBMHESRE, BIOEX2 VT BXICL2BE~DEZ LN Y
A Z\ )78 LoLT U A Y L ABGH#ER (], SRS B, 7 — 4 T 7k Rar ba—
Ny A=V RHETLOIEAT D “keys” OEEENE) #TEHT 52 L % FDA I
HEBET %, DAUT OB 2 Ui O - B OBRICBEE T 2 2 L2+ 2,

s HWET B bR ~DOEFF RO T A Y VAT I ATKT DR
R, ZhiZiXH7 e ha—v (f5], Wired Equivalent Privacy-WEP (ffi#
fRIZR T DM 5ALEAR) ) OO KKz kET S>>, BEOEx2UT 1%
HEFF T 270 ha— A REENLRETHD,

¢« TUAYVLAT—HEEOIL b — B OREFTOT 7 & AT D 5H#
DI=HDY 7 T =T RHER

B SEun O AR SO M S D, 2 T ORTERIREIT Yz téar O H H B
O Y A7 O R, FIREU RGO T 4 = a rBRLUANY
T—a VEBUTCHLTRETH S,

ZOT—<IZETHFELWERIZ. FDA OH A X AFZ “Content of Premarket
Submissions for Management of Cybersecurity in Medical Devices (EERERRIZIIT 501
N—=tFx =27 4 OFHITET 2 HIREHRESCEONE) 7 22D L,

(' http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/uc
m356186.htm) FDA DA A X v AHRIZZ DT —~< |2 LT FDA BMERT 57 V' r—F
ZRLTWND,

ORI A X ADFATHESE T, ZHUTIF IEEE 802.11 @ 7 7 v ¥— 1T WiFi Protected Access (WPA2) 7235
FhTW5sb,
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e. VAYVLRTZ /) uaP—0DEMC

FDA (3. EMC % RF UA ¥ LV AEREKG O, &xat, ikl LOMEREO AR X 72
LT 22 LR 5, ZHUTITEN SN 5 ERBERE RS CNTHAL, 3 X UM
DEFHE L EMI ZE 2N & 58450 RF = X w2 5 O A[RENEICBI T 2 Mat HE )
EENDHRETHDH, EHIT, RF UL YL AT ) no—3 (FRHEER L OERE
%L OBEHT) FCC OMMAE M AL TCNWD 2L b B LD, VARV AL
TEENZIX, EMC (SRS 2 ENRBE AR ET 27202 A7 a4+ 52 &
BLOZEOHEBL XOZOMEHBEICEAL T, PHIS 553 H . BREEA) EMD J8A4R (1,
IR, IV Ea2a—F—ORF VA YL AZRE) | BLOMOMSRICEREL KIF
T RF = v g Ol EOFRICESS Y AVHFRAEEZRET L2 L, 25
WLHLRETH D,

EMC flBRIZIZEFBEFEDO VA YL AR LNV A YL AT 7 /) oy —2EA L
R Z A5 NE Th b, FDA BE A B IEC60601-1-2 “Medical Electrical Equipment
— Part 1-2: General requirements for safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests” (%, FEHHEZRD RF UV A ¥ L A %(5
ENTHERDENET D TERAMETI (passband) | (2B T DEMA I 2 =7 4 BLED
WAGREZ I L TWD, LR T, 20X 9 2BUKITHINAN EMD 23 M7 ET 5 T

(B, HEEREIRO T A ¥ L A5 L0 &0 5 8o & B 5o RF
TIvyvay) TUATLVRABENEECEETS1E D DICHOWTEYNI L L T
RN, TN ZOBEFEARO T A ¥ L AWE TIERTO EMC A 2 2=7 1 BREBRDBS
WEZMEIZDOWTT A R LTWAHH, 58X E2T7 77 4 7L TR RNE TH D,

EMC IZBT DT FEIIRF UV A Y L AT 7 /b ¥ —ZfHAGA F 7o R TS
DEEDLNLZDMOBETHE I A= TND, Bl 2L, REEIRIRE 2 ALY E R AR
D EMC (23 2 a5 ISO 14708-1 Btk (fffEE B 2#ZM) L LOLEHETH S —
INTND,

Z OFEZRD R B R £ 7 XS R OBREL T SO TREMED D V. FTAKRIC
ZOBEN O LD REETIIEMT 2EENRIZERWE S GG, @R FEH.
A—P—ZE o TRHINCEHETH 5, Bl OMERIZZ RN OF RN RMEN 2 RS 2
72012, FDA [Z2—F =\ FRICLL T D2 Ra a5 2 & 2 #ET 5,

«  IEC 60601-1-2 Hik& F 72132 OO Y B ~ D A
«  EMC RBATIZH L SN B ME, 36 K OMOBE: £ 7213 EMD FE4AEJHD
b OHETEREERRRE 2 & O E

IEC 60601-1-2 #lk%iE EMC RABRICEK S —EDIE#RZ [HfTEE (accompanying
documents) | IZEHDHZ EZHEL TWD, ZOFHRITITRBRT RO~V —B L OE
TRIX 5% L OMEH SF72 & EMC BE#E O BINESRNE b,

" FDA FREA B DR Y A M oW T, L FDOH A b D Recognized Consensus Standards 7 — & <X — A
ROz L,
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm
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f. BEZRFRRRERL L UBECET 5 F®

U A Y b AER A O IE el E, MBS KOMEREZ R TE 2L 01295720
(2, EIERE WA 2 — PR TRETH S, DITFICZOEHO—BRE L THRET~
SHHAZRET D,

RFUA Y VAT Y 7 —0REOFSA (. IEEE 802.11b) | ZFH%HE,

B L ONRF OFEWE

% RF AR5 MR E 72 3B e & QNSRRI U 7= B e E 7 138

ok GEUT2858) O, BIOMEHIRICBIT 220 gy
AT B DZAZH O IR D FRE

%95 FCC DT RY

DEE CISPR* O v ¥ g VCHT 2 EFHICHEA L TV LThH, 4

EERER E T IR U AT AT T A RNR S D L o L
FTDUIAVYVAT I )a P —IRBRIF VT 4 AT —EABL VX
U7 4 \ZBT 5 1E

T HABRES) L. BL T =2 A T VT 4 ETA Y L AT —
H IRk ORER L OWERE

B DL AT DA R — a VICHEREEL I TRAOH 5, T

M2 EHANOMOREHEDOEE, B, FaEEREOHIRICET 5

15

2—HP—NEZDORFIATYVLVAT Y /) —ORENEZEFEL FEEL O HME
R LA TE L LI 570D, BEINDEHGHINEGR

RF A VL ABRENTHY , BEOT A ¥ L A8 CHRERE S D HEH I D0

TIE, ZOIHFMIC, Z ORI DOEERRZ ZOUILTO RF VA ¥ L AE[GF
HwEIPRENLDOHEHIZHONWTOFHEB L WEHEZHLHXETH D,

2—H%—3 RF UA VYL ZAT 7 ) ao—0KENTOMEHOEER L OHIR

FIHZ BT D720 OWH, KENTIETEN Y TE I OHM T A —H—

WEIRY | FORERORSREIZ BB % MIET RN & 5,

g BRSFICET DRETFER

DT A 7Y A V)L—FDA 1L, bR U A YL AT 7 ) ao—DfEHICEET 5 X

7%5#%%@747%45wém%Lufﬁﬁbﬁfé*k%%ﬁﬁé RIE - TB5
HE 2 2179 5 TRt & (IR, FRICREAF B L OWIE. Fl 2 132 OEFREISR D R 7|
iti?&éﬂﬁwé%ﬂaiﬂfwéioﬁKEA%DE\;kwT%x%né%v
¥ RO 2 & D 72T T B 7RV, DD 3Bopcid, HCEE 0" n 75 3

8 Comité Internationale Spécial des Perturbations Radioelectrotechnique (CISPR) (International Special Committee on
Radio Interference), CISPR DT I v = > OB IEC 60601-1-2 HIKIZFIH STV 2, MEE B &5

% 21 CFR 820.100(a)
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7. awy Rg—FE3ARv—T v N—harbun—J—lkba~vr FoiE
R, TEAR L T OFIATERWAEES BT 7—2RETT 7—AMEFEEHT
RN LR EDRDH D,

BT X vy a B X OIRE TG, MEtOEY, BXUWEO RF U A ¥ L 2
BUIZE D KRIBICEBT L5 035720, FEED ML Y RFFTICEB T, RESIT.
2—P—DT7 IV r— g MRS OREHEABEGREOBRERFNT L%
FDA [3HE5E3 %, WERREZ LI FICRT,

o TIMBESNEMI 7213V A VL AT 7 ) u P —0RELAH X, RiEtlE -
IIARERZWE 7213 AE L2567,

o fHINBEENRZ OB LSS

o ZOFEGEROTZAEENEN B D BB

o [AHEER F 7 1A O HIBRAYSEIR C R S DR O R EA

il 5770 RF ¥ — B AEREO R A F I EEEZ /€ LA RN EZRE L, <
DOEZRIE LEREAZ LT B L & 5220 R 60", A - Eidgs Lo
ZOMMOET — 4 FE D L CREAOFRIN 2 HE LTz bien's L ohik
REHES IO THHEEZRIEL, NV T— LT, D025 ENEHTH O, T8N
DOBEPRC L MF S RN L RER LT IR S 202, S50, Elo#E %
AT d, B LKIERICREEZZITAEET A U EFHMEL T, 26 OLIZRIE -
TR BN LENE N EHET H 2 L % FDA I3HELE T 2,

M — X —BREE) & T L EFEEROMNHET— A Z21T556. RF VA YL X
BEREDSE2IER L O EMC Z Rt 2 B ORRGFHEFE 2 R5FT 5 2 & % FDA 13H#ERE 5,
EMI BAIESR2MiE S, BAF72RBICRTEN T D XY EETRETH D, 220D EMI
B 1SR A — B A i P B D S ARG, B2 E Y — L R RS R —
7274 =X KRR, 3V, T—Af, AT v TR EDEEND, EHIT, FDA
1% RE kOGO T-DICHEH LI E FI0R > TV A ERBRERICEBEZB 52 &
HERET 2, B E ORI O EMLESZMEZIRIT 272012, Bk L T\ 52800
D axy X —OEME RGBT 2 2 &2 MRS 5, 2w DR U 7Bl 1o g A
ELTHET DR HLHTEDOTHD,

1021 CFR 820.100(a)
' 21 CFR 820.100(a)
12 21 CFR 820.100(a)
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4. RF UAYVRAT Y ) ual—HSAE - mIRE]
T SCEPICET B #EREIE

RFUA YL RT 7 ) uv—&flAiAE e o miaite it SCEZ2 ER 3 2 B2, FDA X
BAIS C T T OB M A R E D ERIRIR D= DI EH 5 = & iR 5,

a. HHaiiA

FHLEOREELMIFICT D200, A Y L AEFRBISOMIHICIZT A L2
T T —BLORUA YL AEREEGOLU FTOEREEDLHIETH D,

o ZOEBHWIROIATLATZ )av—Ro5WNNITA L AR, BIOYE
A HB R S NS EEARE O, 2T OBMRICHAAETN L T A
YLRAT 7 /) Y—0RABLOFED X A7 (f], IEEE 802.11b, IEEE
802.15 Bluetooth™) | RF A%k L OB A/, A, BLOT0UA
YLRT Y ) —% AT &G LR,

o ZTOMEOUAY LU ABREORF N DO L HIC LU TR TREECE, Ehf
INOLRIT —Z B L RT A ¥ U AFREBEZLRGE L T2 BT % ik,
ZHIZIETA YLV A QoS DMLEMEB L O X = VT 4 xR EEND,

s UATYVLRATZ ) uT—N07 7—LMEFIIHDLEE, G E IR
AENDEE, DT F7—LMES. ZOELIEN DR, BLXORFUA YL
ABED Y 27 OFEFE, 24T 556 T OBEMGIE,

o ZTOBBIMOU A YL AR EI ISR E VA Y L AR TE S0 E D 0
R T D, B T A5AE. FORBELITHERR O NICEN L OB
BE. B L OV LIE R S ORERE DM D B 7 13 RR A~ D D BRI L D
HEREENPOEOLIIKEIN T DR ELZR D Z &,

b. RYUT 44— arBIORNYF—var~DYRZZEIKTT
a—F

1. VAP VRIFI T4 ZTTH—ER (TA ¥ LR QOS) — i LHEITITZEDE
FRAESROM A BB L O ABREEICE > TRERT A YL R QoS il HIE#H
EEHOHRETHDH, ZHIClTE 7 v a v 3b TR L DT — XEEHE, 74
LM, B8 X OMEEEEEICBEET 2 U A7 3 X OWERE L OBIEA R~ % L3
aEND,

BRI A Z o ALEIEBROLT OFIRAHEH CEICEA S, TabbrlalEE (510(k) . denovo
GHR) F5RE. HARTAEBE (PMA) . RGP Y 2 h=—/L (PDP) . NE#EsIZBd 25 A5k (HDE)
Mg, BLOEMRFIAGERGE (BLA) Thd, FHMEEFIIARTA X AR THRFEEZLGAIZIS U T
TRERFEEHIC B 2 Hebr (IDE) HFER L O BLA Has (BT~ 2 Frif R iBrBita/a (IND) ofEH St
WHT A ELMETE 5,
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2. RILTEME - IUE EERERETIC B 2 O ICBET S U A 7 B X OMERE
FOBENRBEIC, VA ¥ L AEEES OB EEARRICRE S ND Z ENTHIS
NDHMOT A L 2B E 7213808 & ORI L O 2 U Tl & Th
HoEr v a v 3c BB IFHEICED LB RICIIU TOREZED LI TH D,

o MRV~ U — BBRERE. TR KOV

o HHEMRBRCHEALZTVA Y LRARE (T  BXOELLDOT A ¥
L A RF JEJEE, KT, B8 L0 OMERH O OIREEEER A

o ZORBRER OGS RE LY

s ZEOBBmBIOUVAYLAEELHRBRTIZEDOLIITE=FY T LTI
M, ETEDLDICER S AEKEHIE LD,

o BEEEEOYUFEREIRSE UM T L THEA SN D Z ENAH
RSN D56, ZOERTITHGHOBEIE L O X 2 U 7 1 2R
FLOREET-DIZED L ITHEL SN, RTFSNTWDEE ED E
FTHRETh D,

3. VA¥YLABERBIOTIAFYLARAT—FDEX2) T 4 —HLETITV R
7, MRE EOBTERNRE, BLOST 856, Y—EvxeX=2 74 LBEOD
LY ATRERMREZ AT RETH D, ZOHERICITZFOERKSEa bo—LF
T IIIR T — 2 ~DEF A DT A YLV AT 7B 2L #E L, ARSI L 023
SNTERBIOT =2 BT ZOMEIHTHL LT H-DICHEREAD
FEREGLRETHD, T4 AN —F— FERITHEUORREBMNERT— 2 b
DUAFYVLVAT Y ) av—TiX EDOT 4 AHNY —F— R& L) EF7EHEOF
Wk L O — =R OEE A A S L <IT 2T 5 0 &Pk
LHHEEGEDLHRETHD, B ar3-dasl,

4, TAXYVRTZ )Y —0D EMC—ZDOHIRBLUOETOUA ¥ L AEIEDT-
WIZEMC N ED X DT EN TV AN AR A TRTRETH D, Lol
v a v 3e TRz BY | IRHEH I TV D IEC 60601-1-2 & B HIEEILEL
£, VA Y VAT 7 7 ay—@ EMC IIZHEYNIZRE L THW2RWY, LiERn-T, 74
Y L R EREHEER 0O EMC (2 REE 5 PERE L o B E RO RIS @ YN/ 5 72 1213,
B, FENTE X ONE D) AR E S LB L e D ATREME RN B B, R~ DT
EMC #BRICEHT H7-DIATONT-SE 1R, TOEHE ORI L OF OB
EEbHI L,

c. REBRT—FDYV~<)—

FDA I35 HEBIRF U A ¥ L A3BR I L VEMC ﬁfﬁﬁm%i@‘?ﬁﬁ%ﬁ%ﬁ?ﬁ&ﬁﬁ%ﬂjjg
CERT D 2 L EHIET S, CHICIIU FOR#REED 5 R&EThH D,

RS HRRER & TR — BB (R LTS LR B A ST
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Fhts L7-ikBR (fl, RFUA VYL AMRE, EMCA R 2 =T 1 BLOPT=I v 3
V. RB LUV EITRME) BEOEA L7 e b a— ok

AT HEBREES, RF A YL AT 7 ny— 3R EBRHO EMC k%
D51 H

BRI U 72 FEHEDS D OIS T Z DR

B OEERIT— RN, BIOZINLOE— ROEFROHHA

RERE A OB REKERE, IR L2557 3 AT — RERIETA
A AKEFED 720 DRSS BIT A EA O AU, — NS ORMEILI T DA%
ETEHEINTNDHERETH D,

o fKTFLTUIRLRWEFEDT A AHE (B, CPU DHkkE)

o KTFLTHLHEDRWT A R B, T4 AT LA DDHX)

o HERBIKTD DT SA AU B NY — (f, FHEXKLE (ESD) fi#kr#%)
RERICAKT 272 DICEREBSRICE T TONGAE, ETOEERETO
BASHAEPEL = MIHAIA TN D &9 PR,

d TAYXYVRAEREROTIY) T

U A ¥ L AEGHEIR O LA O R I 2 ST B 720l BT BTN
I RE U A ¥ L AT 5 U 2 7 BB R L O — P — 3485 L A i
THEGDDHRE Th S, EihR LT v 7 OBRIEICT S5 b LARVE, U 2
U BRI £ 12132 OMOFE = > b — WEBIORDY L725 bOTERL, @,
HEERAOBILCTEY TN 2 HETREXTh S,

FDA |ZLL FOIEBAEREERED TR U 712585 = L A |t 5,

EEHE DT A Y L AEER L O DEFEMKE « AT ATHAGA T T
LREDTA XY VAT Juay—0%~— &EFHIEVAT LOMHHEE
728 (#, #ik% IEEE 802.11 b/g. IEEE 802.15.4. Bluetooth™ class II)

TA XY VAT 7 ) ao—OEREO Y~ U — S0 RF H 3 K O E
HipH, 2. ZEE O
BRIV ENEICLE R T A 7 LA QoS DO 72 Frilk
HAIRINDTA VL RAEX2 VT o kBROMHE ARG, ], IEEE 802.11 £1i7
F D WPA2 R 2-1

U A L AT 2 MBI LT 2 15 HEs L ORBERRAE LG aIc T &
&

HERRIETFEIE B3 2 B L ORI EIC OV TOF#R, 2o v A
Y LA & OESTICET 2 EEFIHE, B LU0 28506 ORREEEREEC
B3 2 [EA OHEEFHEN G £ 5,

Y75 EMC B X OERGEGEHSE~OHE G LR RO~V —
FCC HANZ L VW EREN TV D K 5 sk 7 5 RF BHLAF G H

Z ORI T D RE AN D DE 2 LN LB O N TOEE (f, &
Mt X= )7 0 VAT A BV FABENERE. RFID £ 7213% OO
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[t

i

E{E4R)

E 5T, 4T 55K (. IEC 60601-1-2) THRRTWVWHETDIFERE T
TZEHDH T &L FDA 1IHERET 5, 72T XY 0 ZICBT 2 MNHE RIC OV T 4%
KPR SN D F D44+ 2 FDA HA X AE713450 e ay ba—Lro A
Ko A4 v bt <& Th o,
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MEE A: VAP LRAEREMES - BBESR T AT AICET 2 HE
£

PLF @ E# 1L IEC60050-161 International Electrotechnical Vocabulary (IEV), IEEE Standard
802.15.2™.-2003, the IEEE Standard 11073-00101™-2008, 35 & O OO FHHIE 2 HEA L7z,

T—=EA T 7 VT 4 (582t) (Dataintegrity) —i55 7 7 A VBB SN D Z & 72 < BB,
WA, BE, FidmEINTWRNE W I RGE

B MME (EMC - Electromagnetic compatibility) — & 2##57% (a) € OAEEERIREEN T
W IEITBERE L. 220 (b) MOBEEIC T2 X O B O Bl Fe fiHbidAERNE V) LD
Hss DRES)

'%ﬁiﬁ)i'i’ (EMD - Electromagnetic disturbance) — E#HES £ 7213 E 1H%% 72& L. HLHEAED

REER T2 L REHAS, ZOFICITEER T L OB, ERAmE b7 >
VI/“<HW> Mﬁ(ﬂﬁﬂ&ﬁ%%ix //a/)\ﬁ$*m$ B & MR
Ly va L RERBS,

ERETH (EMI - Electromagnetic interference) — &R EICEIKT S5 1 DR E., (BETF ¥
b, ETITT AT A (], EREEESE) OMREDOIR T, 1EEC : 4 (isturbance) I LN
(interference) 135K & FERTH 5,

#HEXXE (ESD - Electrostatic discharge) —JEiA KK (ZEHAE) £ IXEB (Bl
E) IZBITS, BMART LY VORI D RT 4 OB D 2R 7 8

ziyyay(mmmm)—@é% SR AET A BT RV — T, W, (8L S
HD2O0OHT IV —ITHEIND, EOBRORERIZ L > TEWM AT IV —DO=I viray
ﬁﬁﬁm%é?%:kwkéo

fEMT I v g (Conducted emissions) — & HHE MBI, A &7 X v A
XX N H L ADNT N KV RERZE U TRET BT VX —, [REKIC
X AC Eia— K, 7V RAT7 L08R/ n—Vy | EIET T VAT AL
FIFAE L TORLEMAESEGT 25— VR RS D, [mEET I vy g 2T
BIREFNE, —, BIXOEEE T 3 LX — FRCE AR 150 kHz~80 kHz 2%
aEND,

!5 [F48JR : Federal Standard 1037C Telecommunications: Glossary of Telecommunications Terms
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BORMET I v ¥ 3 > (Radiated emissions) — & 2 DAL, ZEH E 7213 d 2 BEK
(_ IEEORRES KOV BT 22 L3 H D) i LT@%?% G T Y

o WHET I v g AT WA ESERREDO LD ICEM=I vy ra &,
%*&“\%ﬁ\3/51“5*3/$“Z/F@i9ﬁ$@ﬁAk%$@%é XL
RWT v a OmEND 5,

AJ=2=74 (Immunity) —EELZFNFAEL THOMREMET T2 Z L R<EREB Y ICH)
ECE 2B I TEF R ORE

FHRE (Latency) — 1 DOERBEMDBTIA YL ADY 7 ElidRry NIV —T7 axr g
EES TREENOZEE 1T < £ TICTET 5 IRFH

2%V T 4 47— R (Quality of service -QoS) —H 5T —HBE T AT L FE2ITZE DD
P—ERTBWTRERMERE L~V T, lE, EEOMERE T A —F — Fl2ITT — 2 5iED
(SHEME, B, =T —R AR XA LT VT L WIVEBED A =X LB L OEEIEN 2 L
e,

ﬁﬁﬁﬁ#(RF#ﬁ@ﬂmwmw)—“M&XA7FW% TOJEBEEL T, AT Ed &R
SR ORICH Y | BERMAEITA 8728, EE . 9 kHz~100 GHz O JEHR & B g Tl
Aans,

AR E BT (RFI - Radio frequency interference) — 1 -> % 72 134855 o> MERG ) I J50 i
T vvaynbRET S EMI O 1H, Ziudd 2 BEHENO ZRACEIY FLT D5
BEROZGERTEH0T,

EREEE (RF) A ¥ L 2AERBEL (Radio frequency (RF) wireless medical device) —RF
UA¥ LV RABEZANTEITINIEEL DR LS 1 2B ERER, VA VL ATETS
NAKBEDOHNITT — sk, TA Aaryba—, Tar7s307, k&, VE—LrEv
T e '=F Y7 BILOWER (identification) 72 E03H D,

X2 U7 4 (Security) —HEFFATORBRENFFED T AT LAY Y —RZT 7 BA, BIEL L
SEHFHTDZEEHIRT L EICEVIEROBERFEF. A T 7V T 4 BLOTXATEY
TAELELTY—E A, Jigh, A= BL0ar bu—LOEL, ?%;U%4%~E
AWK oTUEIT— 2R, T4 AT 7 VT4 DF =v 7, 2—HP—BIL ORI
BLOERM IR ENEEND,

HURINER (SAR - Specific absorption rate) —RF TERIAUICIRE S V-, AR L - TR E
2T HF —ROREM, ZAUTHEMHRE RS2 RIS DE EHE S, 1ked T

VDT MEEBA LT 5, SARITEF 2 OFEEELITVEOY T VvE GBF, 1gF
1% 10 g ORERR) DOFBE L D,
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R M (Susceptibility) —#3E (BRI &) WML ARG T DIETENE, AL ZD AT
HETFT, O, BREFL VAT ANMREEZRECE RV &, Tl AT I 2
=7 ORIMNE ST,

MR IETEME (Wireless coexistence) —& 25 7 A YL AV AT ARG 2 b -G 8REN T,

DY AT LN (FOBRENT) BHDOX A7 2T TEDLHEIL. DA AT #F[TTX HHE
NESL, FUC—HOBAIZ N TWDnEna b,
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fHEE B : 5IABRBER LS RER

FDA [ZLL FOH A kT FDA #B7E & E s (FDA Recognized Consensus Standards) 7 — 4 X —
A http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm &M L. TR H
LETHEMT 5720112 FDA BREL TWDH EMC IO TH A MV OKRHET

“electromagnetic compatibility” & AJJ 95 Z & ZH#ELET 5, REAERKICET 2 HHIZ OV
TlX, LFOY A N THA X2 ALE “Frequently Asked Questions on Recognition of Consensus
Standards (A EHKOREIZEAL TL< HDHEMEMIE) 7 25H,
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm074973.
htm

TRO U A ME EMC, EFHEZRO EMC 3 L OEKEEICET 2 ENE L OEBRNEGER
B LU OMOBIM, CEL LOEHRZRT, FDA [FHHIY m~DRHCETINA L DR
KON ONEFERTL2ZL2BOTNL, LML .ZOY A MNIBZEETIIRTHOTH Y,
FFE DRI FIEEZRATH L IZRT 720D B O TR, FDA I % O A S
WD FDA O A X v AL T 3FBl s ay ba— VBT 204 X A SBT 5 2 L &2 HilR
T2,

Association for the Advancement of Medical Instrumentation-AAMI CKE EEEMRIERTS)

AAMI TIR No. 18-2010, Guidance on electromagnetic compatibility of medical devices in healthcare
facilities

ANSI/AAMI PC69:2007, Active implantable medical devices - Electromagnetic compatibility - EMC
test protocols for implantable cardiac pacemakers and implantable carioverter defibrillators

ANSIVTAAMI/IEC 60601-1-2: 2007/(R) 2012, Medical Electrical Equipment-Part 1-2:
General requirements for basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests. Z #Ui% IEC 60601-1-2 F#& D KE K T &H

% (LLFOIEC 2BM) .
American National Standards Institute (ANSI) Accredited Standards Committee C63 (ASC C63)

(ANSI ZHAZHEHKEZE S C63)

ANSI C63.4: 2009, American National Standard for Methods of Measurement of Radio-Noise
Emissions from Low-Voltage Electrical and Electronic Equipment in the Range of 9 kHz to 40 GHz

ANSI C63.10: 2009, American National Standard for Methods for Testing Unlicensed Wireless
Devices
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ANSI C63.18: 1997, American National Standard Recommended Practice for On-site, Ad Hoc Test
Method for Estimating Radiated Electromagnetic Immunity of Medical Devices to Specific
Radio-Frequency Transmitters

ANSI C63.19: 2007, American National Standard Methods of Measurement of Compatibility between
Wireless Communications Devices and Hearing Aids

Electrostatic Discharge Association (ESD Association) (ESD %)

ANSI/ESD S20.20-2007, ESD Association Standard for the Development of an Electrostatic Discharge
Control Program for Protection of Electrical and Electronic Parts, Assemblies and Equipment
(Excluding Electrically Initiated Explosive Devices)

Federal Communications Commissions®® GEIFEEEE L)

Code of Federal Regulations, Title 47 - Telecommunications, Chapter I - Federal Communication
Commission, Subchapter A - General
e Part 2 - Frequency Allocations and Radio Treaty Matters; General Rules and Regulations
e Part 15 - Radiofrequency Devices
*  Part 18 - Industrial, Scientific, and Medical Equipment
Subchapter D - Safety and Special Radio Services
e Part 95 - Personal Radio Services

International Electrotechnical Commission— IEC (ERESEHSE)

IEC 60601 >V — XX [EHEXE L DZE M2 AT LT\ 5, EMC (% IEC 60601-1-2 THLY
EF S5 TEY, F721EC 60601-2-X TITFFE X A 7 DEHELXESHOFKEZHEL TWD,

IEC 60601-1-2: 2007, Medical Electrical Equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral standard: Electromagnetic compatibility - Requirements and
tests. Z 4L13 IEC60601-1 55 3 WU AT 742 Blk% TdH %, IEC60601-1-2 5 3 iRl 2007 I FEAT

. IEC60601-1 JRFEES 3 ICHE-> T 7 +—~ v WA T Ih7= IEC60601-1-2: 2001 B LW
Amendment 1: 2004 |2 & 5 1F# & FARMIZE Ul A & A TUWvb, IEC60601-1 % 3 iz H 5 —
v v aryBIOS 2= 4 1ZBT 2 EMHD Clause 17 IZHHFEE S LTV 5,

IEC 60601-2-X BIITHFE S A 7 DEHESEISRH TH 5, IEC 60601-2-X HEOE:IL IEC
60601-1 35 X TVIEC 60601-2 O ELRIE T 5, —H#8D IEC 60601-2-X H#1E EMC (2B LT &

' FCC O Z N b OFEMRE LOZFOMOBLHZ O TR, BLTFEZZB LT EEW,

http://www.fcc.gov/encyclopedia/rules-regulations-title-47
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DEWLNLDA I a=7 4 RRE IR 2R ELfREL TS, —#IXEL IEC
60601-1-2 %5 3 il Z 51 H L7 EIENMTh T\, FEIHMEZSIH L T2 afgErEn S
%, EMC B9 % IEC 60601-1 DZEH 513 IEC 60601-1-2: 2007 il Clause 17 3 X VAR D
Clause 36 I[CHARE SN TW 5, (R : IEC 60601-1-2:2007 OFALIIEESIED Subclause 2 514
ARRDEHD & Fln s, )

IEC 61326-1: 2005, Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 1: General requirements. 2.0 fiit/d 2012 423817 S L7,

IEC 61326-1: 2005, Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 2-1: Particular requirements — Test configurations, operational conditions and
performance criteria for sensitive test and measurement equipment for EMC unprotected applications.

2.0 il 2012 2 HIT ST,

IEC 61326-2-6: 2005, Electrical equipment for measurement, control and laboratory use - EMC
requirements - Part 2-6: Particular requirements — In vitro diagnostic (IVD) medical equipment. 2.0 it

132012 FEICRIT ST,

IEC 60050-161: 1990, Interanational Electrotechnical Vocabulary - Chapter 161: Electromagnetic
compatibility. Amendment 2 7% 1998 4F(Z3$1T S 72, IEV AT A > ¢
http://www.electropedia.org/

IEC TR 80001-2-3: 2012, Application of Risk Management for IT-Networks Incorporating Medical
Devices — Part 2-3: Guidance for wireless networks

Institute of Electrical and Electronic Engineers (IEEE) (CKEEZEXEFFS)

P11073-00101™ 2008 - Guide for Health Informatics - Point-of-Care Medical Device
Communication — Guidelines for the Use of RF Wireless Technology. IEEE 11073 >V — X|Z}%
ERIGHROZRBIG IR T D EREHREOBEZ LV LT W< O R H 0 | A2 1E
Wzt L T\ o,

IEEE Std 802.1.5.2™ -2003 IEEE Recommended Practice for Information Technology —
Telecommunications and Information Exchange between Systems — Local and Metropolitan Area

Networks — Specific Requirements Part 15.2: Coexistence of Wireless Personal Area Networks with
Other Wireless Devices Operating in Unlicensed Frequency Bands.
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International Organization for Standardization (1SO)  (EBEA=#e{L i)

B A EER T BE 95 K45 D 1SO #i#41E Clause 17 (IH Clause 36)% & IEC 60601-1 35 X
OVIEC 60601-1-2 251 I L T\ 5,

ISO/TR 16056-1, Health informatics — Interoperability of telehealth systems and networks — Part 1:
Introduction and definitions

ISO/TR 16056-2, Health informatics — Interoperability of telehealth systems and networks — Part 2:
Real- time systems

ISO/TR 18307, Health informatics — Interoperability and compatibility in messaging and
communication standards — Key characteristics

ISO 14708-1, Implants for surgery — Active implantable medical devices — Part 1: General
requirements for safety, marking, and for information to be provided by the manufacturer

ISO 14708-2, Implants for surgery — Active implantable medical devices — Part 2: Cardiac pacemakers

ISO 14708-3, Implants for surgery — Active implantable medical devices — Part 3: Implantable
neurostimulators

ISO 14708-4, Implants for surgery — Active implantable medical devices — Part 4: Implantable infusion
pumps

ISO 14971 Second edition 2007-03-1 Medical Devices — Application of risk management to medical

devices

ISO 14117, Active implantable medical devices — Electromagnetic compatibility — EMC test protocols
for implantable cardiac pacemakers, implantable cardioverter defibrillators, and cardiac
resynchronization devices

ISO technical report TR 21730, Health Informatics — Use of mobile wireless communications and
computing technology in healthcare facilities — Recommendations for the management of unintentional

electromagnetic interference with medical devices (ISO/TR 21730: 2007 (E))

RTCA Inc.
RTCA/DO-160G, Environmental Conditions and Test Procedures for Airborne Equipment
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SCERITH : 20134E9H 25H

ARITA X ZADERIT2011ETA2IBIZRITEN T,

AR BB RIS T, Bakul Patel (F575301-796-5528. E A — /L Bakul.Patel@fda.hhs.gov)

(2 T < T2 S, ACEICET 5 E M TCBER (W RAIRHlAIIE & o 2 —) O#i 252 1) 5 1

2B 9 5 b ik, Office of Communication, Outreach and Development (OCOD) (2 FE L T
(1-800-835-4709 % 7= 1%301-827-1800) (ZBRIWAHHEHL FZ &V,

U.S. Department of Health and Human Services CkE{REE/LE)
Food and Drug Administration (£ 5 E 5% /&)
en\el fo,o
¢ o,
Cpe..: C|B
DRH e Center for Devices and Radiological Health
a
]
w, o DEIR
"0y 10200

(RS - R v 7 —)

Center for Biologics Evaluation and Research

(EMBFIFHENT7EE > & —)
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PEHGHITE T D720 LR IR 3 508
N
Bij 3C

N7V y7arsk

FMIZL D3 A FBIOIREIT. FDADKRT 572020 D TH U T OSBRI 5
Z &3 T& £, Division of Dockets Management, Food and Drug Administration, 5630 Fishers
Lane, rm. 1061 (HFA-305), Rockville, MD, 20852, #& 1= &"— % http://www.regulations.gov{Z #& H}
T5HZ &,

A TOa A MIFederal Register (FEASE#£) (23 S 405 oA AT REE AN Rl S L7 3C
£3%5 (docket number) Z 11 CiAITEX A LI L TLEEW, FDAIZL 2K a A h~D
Khin, ALEORELLETS L IEHEFE TITOILRWAEEERH D 37,

Bin= e —

CDRH (E&R#aR - BuhirEE L & —)

Bav—3A A ¥ —%y hCAFTTEET, FITEA —/L & dsmica@fda.hhs.goviZi%{5 L T
DA X ADBE S —%Z TS ), Fi-1EFax (301-847-8149) TihsRkR L CT/h— RKab'—
IS EHTEET, LEFS (1741 2 HWVTEHRTIHA X ABRHEL T E &,

CBER (EWMRAFHEAIFE L & —)

B = B — X Em I L D EEK TCenter for Biologics Evaluation and Research (CBER) @ Office of
Communication, Outreach and Development (OCOD) (HFM-40), 1401 Rockville Pike, Suite 200N,
Rockville, MD 20852-14487%, F 721375 (1-800-835-4709,7301-827-1800) & L < IZEA —/b

(ocod@fda.hhs.gov) T, E72idA Z—Fy FTUTOH A B AFTEET,
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ERANVAT L INT T r—g v

£ ABIOCEREELFAEZ vy 7niT
HAHF R
B4 XTI BABIERL G (FDA) DZ D7 —~IZT B3BEDESL FHFET LD THSB, =

FUITAINCHf L TE DD RSHEFIEECS S LSIZNFT S 6D TIdA<. FEFDAEZIZE
BE2HRT S ZDIZHEET S b D TIZRN, B/ I SEHBIEL L B & 72T b D

Thhid, BT 7 0 —F & F TPV, BT 7 0 —FIZo0 T L 7= 0V BE,
KA 55 2 DT E# 2T BFDAR K ZICERE S, %2 T BFDAX K 2 7 B FBID
BENE, VA L X DRI GEH SIS T BB IZ BRIz

AMEREMLE (FDA) X, EAA AT 7Y OEBEOKAER L ONBTEN ZeEED ZEME, £
NTTIVIZBTOENANR=ADA /) X—=var ZLTIN6DOT 7Y NRHT 6T EROMEE~
DR T 4 NV A7 235 LT\ 5D, FDABKT A X 0 ALEZFHITT 2 B,
WL, MBEEBIOCZEOMOFEEKRIIH L, EAAMNLVT Ty T+ —LTOMHZBRE T
L7 02T TN (FANANT T r—varEiid =AM AT77Y) ZERT 5720
2. FDARZOHHMERZ EOXIICHEM L LI L LT DA EEADLDZETHDL, ENALT
T NEHRIZE R L, IS OEN AW, FDAIZZOHEREZEH L LS 354 LT 7Y
OV 7Ty NERAET LD, RKRUA XU AERITT 5,

ZEDENANT T VITEFEEER TR (DDA VT 77U (Td H A 5 3K SR
1% [FD&CE] D201 (h) HIZ X AMERDOERICEH G L TWRNWZ L2 EWKT %) 72, FDAIX
B ZEHHIL TR, EREROERICHEGT D AREOHLENM AT T L1, I
SITERICKIET Y A7 BNHEAVR V72D, FDAIZZ S ORI L Cldssd T B A 1T
LEMTHD (T2 HFDAIXFD&CIEICE S ERFHAGEH LW 2 L2 EW T 2) . BifE
TSN TWDEANL AT U OKEIEL EFLO220 07 T —IZHEND,

7Ty N7+ — L X Ve EE T AFDADEEFEDORRE T 7 u—F 2> T, FDAIZZ DO HLH
BB % RIS LEDENA AT 7Y OBENEX EB 0 ITHEE L2 T IUXBFE R L
WV R EELLDBNNHLENANT T OHRTEHTHER THDLH, ZOENSNANALT TIOD
BTy FEFDAIZENRAIVAT 4 IV T 7V EFRT,

FDAIZART A X A% BENANAT 4 ANT 7 ) ORGEREE T3 LIRS KO0 T Redt
iRt 5 BRTRITT S, FDAIFR B, KU A X ZADOTHZH TG MICIRE L TERE
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X THD EHW L% E. 21CFR 1011512 &% 5 FDAD 5 A # o A{ERkH:#E (Good Guidance
Practices—GGP) DOIHANZI > TRT Y w7 A4 T FOMEZEED, ATt A5,

RHA L A G OFDAD A X o ASLETIEMNBIT 2 RH CTE 2 EB 2N T 5 H O T
R, BLAKHA XL ALDH DT =<k T HFDAOBIEDE 2 # ik DTHY | FFED
BRI F 7B BRI SN TR WIRD | < ETHIRFHH L AR INHERETH D,
FDADH A X Ao 5 Tshould (THHDET D) | L0 SEIXMMODRE, HIEXHTWD
D, BESTOENTVWDEDOTIZRNWD L2 E®RT 5,
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1. HFE

ENRANT Ty N7 — A FETEFT2—F—T L RN —¢R), avta—FELTOH
BEAEEY, BiERLDO LR, 4 ) X—F—[XTENANVT Ty N7+ —LRH =T
M EERAT DI ETETEMEREAM AT TV ERAET DL IR >TNDE, ZALDOH
LWENRA AT U OHFITIE, FRCEANCLE2BHO/EFEE V2 VX ADEREZ IR THZ L%
HELT2H00, BFICBITOINELZLGELINFICT 27200y — L& U CIEFEE 25—
Ty T HHDRERDH D,

1989412, FDAIZH D a2 B a—H RXR—ZADHEEY 7 F 7 = 7 R_R— 2083 (T34
R) THOIMNEIDEEDL DI L THErT 252, FloaTh D LT UL ED L 5 ITH
THEMMNCE LT FHFEIHELEMR L=, “FDA Policy for the Regulation of Computer
Products (=2 > &= —# B OGBS 2FDAD S #) 7 &9 Z 0 CEL “Draft Software Policy
(Y7 o= T H#HE) 7 ELTHLND X )ITkoTe, L LI9BIFELIE, arv Ba—X B X
OV 7 by =T G OEFRES & U COERAITREOICHO, "B FE L, 9 F7
BHEL ool (LB IO LY FiEFfR L) o ZORREK, FDAIZZOLG#RITY 7 b =T
WY 52 TOEFRKESRORN 2D <22 TOMBEIZLT UMY RHL L TV 72 &l L
Foo ZZT2005EICZDY 7 MY =7 FEHRIIME St

FDAIX ZAVE TIZEAENR Y 7 MU = 7 H#AEFE L TORWA,| HEROERICHEEG T 55
DEATDY 7 v =27 T 7V HERICT FAGZFHL, 7T AGFEZBLTINLDTNA AE
F O ORGEEFITHEMA SN A REOHBIEMZRFE LTz, TNHDY 7 h T =77 /3 AITiFL
LU EDOY 7 o x2T7ayiR—xx b, N=2 FE7 780 288 E T 580 DLEBIO
T=H ) AT D LER (ECG) HEEARLY] | BV 7 hv=T7OATHERESNL TN
AA(FART MUIHFREB L AT L5E) 2 ERH 5, 20114F2A 150, FDAILEREELGT —% 0=
VB a—FIZXDHRE, BRIE. BoR, TA—~y MEBHOMERHZBNE TS5 -Hoa o —
BR—=AETNEY 7 b7 2T _X—AOH# = BT 282 5%E Lz, ThiXERERT —#
v A7 2 (Medical Device Data Systems : MDDS) — 27 7 A1l (U A7) b7 F A1 (KU A7)
FT— LTSS

AR RT a7 N 2T NEREERDT — X 20T 2 7-OIEH SN 856, BT
ZHUTEREEROT 7YY (B CEIRERERO Y 7 h =7 e LTCHBI AT CE T,
CFDAIZ - E CHB L Cxm,

1 Annual Comprehensive List of Guidance Documents at the Food and Drug Administration (70 FR 824 at 890) (20054£1
H5H)

2 Medical Devices; Medical Device Data Systems Final Rule (76 FR 8637) (20114527 15H)

1213510 (k) DUUTONEEBM,
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissions/Pr
emarketNotification510k/ucm142651.htm ( [ 7 7 23S N7z 0T 723 Vi T8 Bt RL 7 7 A8
T2, Y7 hv=TOEIRT 78V TEHEOHEBNLOA 7y NEZITHLOTER, kbml A7 T
HD TH R, T72bb®E Y A7 D7 F AIZ A5, | ) Final Rule, Medical Devices, Medical Device Data Systems,
76 FR 8637 at 8643-8644— Comment 16 and FDA’s Response (20114527 15H) H &M Z &,
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AAMI
ANSI
IEC
IEEE
ISO

10.

11.

12.

= Association for the Advancement of Medical Instrumentation

= American National Standards Institute (K [E[E PNEEYERIAL 17 22)
= International Electrotechnical Commission

= Institute of Electrical and Electronics Engineers (EB5E 7 F2)
= International Organization for standardization (| EIFHS HE L AAE)

Guidance for Industry and FDA Staff - Implementation of Medical Device Establishment
Registration and Device Listing Requirements Established by the Food and Drug Administration
Amendments Act of 2007 (http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/ucm185871.htm).

ISO/IEC 90003:2004, Software engineering -- Guidelines for the application of 1ISO 9001:2000 to
computer software, 2004.

1ISO 9001:2008, Quality management systems — Requirements, 2008.

ISO 13485:2003, Medical devices - Quality management systems - Requirements for regulatory
purposes., 2003. Note: This has also been adopted in the U.S. as ANSI/AAMI/ISO 13485:2003,
Medical devices - Quality management systems - Requirements for regulatory purposes, 2003
(identical adoption).

1SO 9000:2005 Quality management systems — Fundamentals and vocabulary, , 2005.

ISO 14971:2007, Medical Devices - Risk Management - Part 1: Application of Risk Analysis, 2007.
Note: This has also been adopted in the U.S. as ANSI/AAMI/ISO 14971:2007, Medical devices -
Application of risk management to medical devices, 2007 (identical adoption).

Guidance for Industry - Cybersecurity for Networked Medical Devices Containing Off-the-Shelf
(OTS) Software (http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance
Documents/ucm077812.htm).

Information for Healthcare Organizations about FDA's "Guidance for Industry: Cybersecurity for
Networked Medical Devices Containing Off-The-Shelf (OTS) Software" -- http://www.fda.gov/
MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm070634.htm

IEC 62304:2006, Medical device software — Software life cycle processes, 2006. Note: This is also
adopted in the U.S as ANSI/AAMI/IEC 62304:2006, Medical device software - Software life cycle
processes, 2006 (identical adoption).

IEEE Std 1012-2004, IEEE Standard for Software Verification and Validation, 2004.
IEEE 1012-2012, IEEE Standard for System and Software Verification and Validation, 2012.

IEEE Standards Collection, Software Engineering, 1994. ISBN 1-55937-442-X.
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13.

14.

15.

16.

17.

18.

19.

20.

21.
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ISO/IEC 25051:2006, Software engineering -- Software product Quality Requirements and
Evaluation (SQuaRE) -- Requirements for quality of Commercial Off-The-Shelf (COTS) software
product and instructions for testing, 2006.

ISO/IEC 12207:2008, Systems and software engineering — Software life cycle processes, 2008 and
IEEE Std 12207-2008, Systems and software engineering — Software life cycle processes, 2008.

ISO/IEC 14598:1999, Information technology - Software product evaluation, 1999.
AAMI TIR32:2004, Medical device software risk management, 2004.
AAMI TIR36:2007, Validation of software for regulated processes, 2007.

ANSI/AAMI/IEC TIR80002-1:2009, Medical device software - Part 1: Guidance on the application
of 1SO 14971 to medical device software, 2009. (Identical adoption of IEC/TR 80002-1:2009)

Guidance for the Submission of Premarket Notifications for Medical Image Management Devices
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucmQ737
20.htm)

Clause 14 of IEC 60601-1:2005, Medical electrical equipment, Part 1: General requirements for
basic safety and essential performance, 2005 OR Clause 14 of ANSI/AAMI ES60601-1:2005,
Medical electrical equipment, Part 1: General requirements for basic safety and essential
performance, 2005 (adoption with national deviations of IEC 60601-1:2005).

IEC 61508-2:2010, Functional safety of electrical/electronic/programmable electronic safety-related
systems, 2010.
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o BEHEGRY T MU T ERRLN—RNUT - T Ty P —AIIRHET L R
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ARLEIL, "= FU =7 EREGEZEE 23T 5 Y 7 b =T 2o T D
DI TR,
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U T &GO DIESERE R L BT S 55 5 5,

o FAEDEFEFHETENL T Y =27 0L SaMD E &R T,
32 HB/BREShIZHH
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IMDRF SaMD WG N10 / Software as a Medical Device: Key Definitions
GHTF/SG1/N70:2011 “Label and Instructions for Use for Medical Devices”

GHTF/SG1/N71:2012 “Definition of the Terms ‘Medical Device’ and ‘In Vitro Diagnostic (IVD)
Medical Device”

IEC 62304:2006 - Medical device software -- Software life cycle processes
ISO/IEC 14764:2006 Software Engineering — Software Life Cycle Processes — Maintenance
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Bourque, Robert Dupuis, James W. Moore, Leonard L. Tripp
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Leveson, N. ‘Engineering a Safer World: Systems Thinking Applied to Safety, MIT, USA (2011)
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FILIEVD THIIE, ETA 5 ADEFELZE ThHhS FDA X5 ZIZHNHEPES S
Eo HEDFDA X5 ZPINERVBENCIE, B A 5 X DEEEN— Il S
T B LFDEFEBHIZEGT S5 Z L,

1. X

TAXY VA, A F—Fy hBLOR Y MU — 7 Bt EEA ORI H M U, =R R
DORERENE % B 7 IR TR T DB N 2 72 728 | RS DRERENE & M2 Rt T 572
DOENZYAN—tFX2 VT 4 OLEENETETHEREHIND L D12 o72, FDA 2K
TELTEART A Z o 0%, BUESEFR ) B EREG OG- BARICB W TERE L., Y%ERES
DOHIRATHFEEFRZ AR T DERIC OB T NEV A N —kF 2 U 7 ¢ BH OGRS Z R E
THZEILESTEREIETHZLEEZBEMNE L TWD AT A X ALEICTHIH I TWND
BiEix, FDA o _[EEEERICEFINS Y 7 by = 7 OHRATHGENEICET 2 H A XA
“Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices” |
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm08954
3.htm) BIOV_TER MG H o Z R BERLE (Off-the-Shelf : OTS) Y7 by =T 2 &ie R v
b U — 7 B R (St S A N~k %2 U T ¢ “Guidance to Industry: Cybersecurity for
Networked Medical Devices Containing Off-the-Shelf (OTS) Software” |
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm07781
2.htm) ZHisET 52 EEEH LTS,
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Contains Nonbinding Recommendations

(EHIHIF T D 72 v LR EIR)

FDA J1 A X AT, RAA X A% AERTRE O & 28G5 EH D b D TIER,
teLA, AKX AT D RMCET 5 Y RO fH RN T STl Y | FeE ORI 2
RIEEEMEDRSIHENTWRWED | BFEHRTICEEDLONREE L, YROHA &
AWZHR N Tshould (~7 5= 2L) &0 LEMEH SN TOWDEAITIE, L F I3 HELEHIE
EEWLTEY, ZEREZEHRLTWDLDO TRV,

2. WA

KRITA L ZNF R L TV EE LW REB LA R A N —tF 2 VT o EFBICEL T
FDA [Efefses i ni i as S ICRE 0 AT R 2 It b0 TH L, ARy A "=t F=
U7 4 BEIUL, A =% 2 U T 4 ORFIZ L o TERBEG ORENE B £ 7213 EEN
HINCHRZR DN D ATREMZ D SEL ZEICL Y BE~DY A7 2 {HSEL 2 2T LT
WD,

AHA X ALEL, VY7 bo=T (Zr—bu=T k&) Fhid7w s I~ Vinfle s
ToERREIR 7 O ONCERMERICH Y T5 Y 7 MY = 7 2 5 oI B 5 LU T O i kBT H 25
R CEA S NS !

o kAT (510(k)) . TERHFE, FEBIHFEI L OMENE &2 &,
e  Denovo HI5f

o TRATAGRHFE (PMA)

o HIHBHF Y1 Fh=—/1 (PDP)

o NiEHEwswE bR (HDE) HIFE

3. EH

EPE (Asset) P—EAFE7-IZFEKIC L - THIED & 5 & D,

FORE (Authentication) —H#ERR. BEERT — X, THRETZIZT AT LA~DT 7B A Z3F o] T D45
Kb LT, =Y, Yo RAERIIMEOT T EMRT 51T 4.

HERRAT 5. (Authorization) —HE#RY Y —ZA~DT 7 & A ZFF S AR E 721377,

VO ACiE, BEEE IR A F AR EN TS YA S = ¥ 2 U T A IR R

FEERIT A3 F Sal%  (Investigational Device Exemption) H 36 L OSSO i ATR A BRI A9 2
EHOBELTH LV,

2 |ISO/ICE 27032:2012(E) Information technology — Security techniques — Guidelines for cybersecurity
(ISO/ICE 27032:2012(E) A > 7 A A—vav 7 v/ uv— — X2 U7 4 HilF — A 3 —kF =
VT 4 DODIA X A) DERITHED,
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(EHIHIF T D 72 v LR EIR)

A ATREYE (Availability) —HIFF S 412 FIETHERHCT 7 & AATRENOFIH FIREZR T — & | 1F
WMBLOER AT L (T MEREESITEREFIATE L ZEMRIES N TND Z L),

% AFF (Confidentiality) —F7 —# | fEH E 72133 AT DERRDBHETRGT 5 S 72 AR IR D
T 7 ' AFFRI S, HERRA G- S AU R U CHERRAT G- S e FIEIC Ko TR S LD Z &1
X0, T RAT LR VT 4 BRGET DB ET D52 L, BRI L - T, HER
DIRNZ—YNT —H AFRETNI VAT DHERICT 78 AT 252 LR 0K O RET 5 (F
bbb, [EHHTE b2 —Y (trusted user) DHT 7B ATE D),

P A N—tX=U T 1 (Cybersecurity) —fRIFSINTWDIER, 77 BRAINTHEREILE
TR DM ZEH T SN RA~DORIET 7 B A ANEEEE | BASCHHES £ 721X
RIEEAZIET 572007 1k A,

51k (Encryption) —F — X ZIFSEH L CTT — X OAROEWRZFE LU, B E 72136 H
TERWEIITTHZ L,

5 (Harm) °— b b ORBSRIBICKTT 2GR0 A — VL ITFTEWLBREEICRT 5 4 A —
VEERIND,

et (Integrity) —ASCEICEIT 528N (Integrity) 1%, T—#, HFRBIRXY 7 by =T
DIEMENDOTEETH Y, REYREELRE M THON TN L2 BT 5,

A4 7% A 7 v (Life-cycle) 2—FHIREAED & B AKRI IR BEIEAL 3 & C, R HFm A 429
THETORT 2 —X,

<~/ =7 (Malware) —IEFHEEEDMEE, HEHFHRONE, TOMOET L AT L~DT 7
tAEZHME LT, BEEZ Lo CENMICRHEINZY 7 by =T,

Kb — (Privileged User) 3— —fi¥ = —WFIZIXEITFFAIR G2 6Tt x= Y7 (B8
HOWELZ BITTEXHMHRE G 25N TS (LEER-T, EETE5=2—Y (trusted user)
IZHRESNTWD) 22—,

U227 (Risk) 2—HEORAEMR LHEOHKMEOMAG D,

U 27 gt (Risk Analysis) 2—fElR R A HFE L, U A7 ZHEET H 72O AFARER IR E
R T 52 &,

® ANSI/AAMI/ISO 14971:2007 Medical devices — Application of risk management to medical devices
(ANSI/AAMI/ISO 14971:2007 [EJ#tas — RIS ~D U X7 = XA > FOEM) OEFRITHE D,
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(EHIHIF T D 72 v LR EIR)

4. —eIRRI

REEF T HEOY A NRN—tF 2 VT {27 L2 L ERESROT A =X
T A ZRAET D & & bIT, EFRERROMREN: & Latt 2 R D 2 L,

RO X2 ) 7 A 1ZAT — 7 ANZ— (ERER, 8%, EREREL ST & ERE
IR RE L OB CHRRAIEMLEZAI bOTH D E FDA [TR#H L WD, A —EF 2
T4 BHERFCE WA, EEBISOREME N B b, (EREEIXMEN) T —& OF|H
FIREME F 71X RO R 1IN OFEFHEGR R Yy NI — I B EX 2 VT A OFBICSH I
DI ENZORNDLAEENS D, 2NN I HIZEEORERE|, ZEE-ITECE F AlHE
MrdH 5,

OB T, BB OBRGB L OBREE T A N— X2 U T 4 ICBRV iz &, Zhic
L0, BEOV R ZEBENOHRET HZ LN TE D, BEEFRIL, A —kF=a
VT ¢ BEMESSICRE T %G1 > 7 > b (design inputs) Z#fEN. T 5 & L B2, 21 CFR
820.30(9). ICHESNTWVWE Y 7 b =T RN F— g L U RZFFO—BE LT, ¥4
Nt X7 ¢ Offggstk L EBICIY T T e —F T2 L, 207 7 a—F Tl
LU T OERITHEIN LT 52 L

o EPE, BRMIFIER X OMWETIEDFFE,

o EEMTEAE & M ED RS DRERENE & = R — W B 125 2 D BB O FEAM,
o EEWTE & METIMENEN S5 B ORI,

o URT LYL LA REFNERRG DR E

o EIEV R L X7 FRIEREDOTALR,

5. YA N—F=2V T 1 HEE

ERS G EENT A N— X2 VT DT L —L T — 7 2T DL T D 2 7 HERE 2 i
AL, P A NN—tX 2T 4 [HFEIORE &35 X5 Y/IFHLET 5, F5E (Identify) . {Ri&
(Protect) . # !l (Detect). i (Respond). [l (Recover) °,

* 21 CFR Part 820 — Quality Systems Regulations: 21 CFR 820.30 Subpart C — Design Controls of the Quality
System Regulation (21 CFR Part 820 - /& A2 7 A Hifi : 21 CFR 820.30 Subpart C - & A2 7 L5 D
At )

S Sk [E [E 37 AE HES AT 42 AT (National Institute of Standards and Technology) , Framework for Improving Critical
Infrastructure Cybersecurity (%4 > 7 7 A N7 7 F ¥ —L LTOHA RN~ X 2 VT 4 2% ETHD
DOFA) . LTFOY A N TAFATHE :
http://www.nist.gov/cyberframework/upload/cybersecurity-framework-021214-final.pdf.
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(EHIHIF T D 72 v LR IR

¥7E (ldentify) B L OMR# (Protect)

ENOER, A X —Fy hZEOMOR Y NU—2 13K —2 7V AT 17 (USB X CD
RE) I (VAVUVAEITI A= RUA VERRIZE D) S rTRE R BRI, & 20
FEEHI LR T A N— X =2 VT 4 OBBICKI T DM ERm W X2V T rar br—L
BT HREEIL, EROHR, BT — A A VA —T 2 AOFELEKX, BRI T A
MR EET oA NN—t X2 VT ¢ Ot # 4 7 (B EITFEERBZMHT)
MEFaMENEH SN A LEB IO A NN—t X2 T 4 DREFICL > TREDEELZWWDOHETE
UAZIZG U TERR B,

PEERIT T ANN—EF 2 T 1 REL BRI TV A HEE (G A2 THEHAT D0,
B D UVNIEEMEB CTHEH T2 00) I8 2 a0 —HF e 7 4 L ONT U R EHEIC
Bt X2V T rary ha—A 3 Ra—WFIcl > CGEbIR LD THD X IR+ 5 2 &,
o 2R BAFREDRAE LG AIERT 2 Z Lo TV DI ~DOT /A 22X 2 U
T4 3 b= U o TARHEITHHIT 5 & TIEZRW,

PRI AR B EE R X B AL EERER DT IR Lo X = U 7 ¢ BRI DWW CL iR G &
I 2 M2 DT DRI A TR T 2 K O HRIFHEDE T 5,

ERIS AR R T DT ORI R&E X 2 U 7 A EED BARH| 2 LI FIZZ T 508, 2 b 1T
[BEIND DT TIEZARU,

B T& 52— (Trusted User) IZDHT 7 & RHIRT 5

o —HOIE B : 2—H IDNAY—RK, A=w— R I—K, XA F AR U w7
[AARFREE]) IC L VSR ~DT 7 B A EHIRT 5,

o  FIHBREEICBWTHEARBRAIZIL, VAT LAHNOE vy g VAR TIEL L9 HE)
A IRFETRIIR 2 5% T 5,

o WUIRGAITIZ, 22—V ORE (B NEEE. VAT LEHE R E) IO
BENZES S FEEZXBIT 2 Z &2 X v, BEEb LR 527 V2T 5,

o  HUIRERAFFREMEMT D B 0 AT LEHE . — v A E ., RTEEE O
BEaR ~DFFHERN T 7 B A 7P T 5 L BRI R72 L),

. [N—Ra— K| SN AT— RIS T — K (B L CRl— /3 &
J—RFBERHINTEY, EEARETHY . A3 L THESsER ATV —R) %
BET TR — RRFEZ 8L L, Bas ~ORER T 7 B AT 23 AT — R~
DORT VN 7T v RAEHIRET 5,

o  WYUIRGAITIE, MR LTI a=r—va ViR— FEYEBIZIE Yy 7 L, & &
A/ NRIZIZ D,

o VI NUTERET LU =T OFEFHEF AT AN —PFRIEZT DD L
HREay ba— R R EAERT S, ZORMNIIE, A= a VAT AT
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(EHIHIF T D 20 HESEEIE)
TN r—2arBLORLT 2T HEICOPDA DL EEND,
B T& 5 a7 Y (Trusted Content) %FRIET %

e VI NYTERIZT LU =T OREFEBIET— NICRET 5, REEE B
FLTHEOWEWERGEFAD 1oL LT, 22— RBARIENZET N5,

o A a—TRELEEENLAN—T g VERBIAERY 7 b =T BLOT 7 — A
VT AR — RTATDORGEH e FEEHWS,

o HERLOMTEX2 VT 4 RET — X Z WM THERE TE D L HITRIEL, Y72
BEIE, B OO0 FEEZRWD

B (Detect). % (Respond). [EfE (Recover)

o EWEMRHIMH, R, Rk, BHHIRBLOEITSNDEF 2V T A REEE
& L7 EREZ SRIE 5,

o YAN—TXa2 )T (HEOFERPBHSNIGEICH L UL EICET S
HHmERE L, = Fa—PIFaRid 5,

o BWBOFAN—TX2UT 4 NRESNHAETH TH, BERLHGEMEZR#E T
& DRRRE T IR IC I T D,

o GRESNHFHEL— VPG RELZMRIRB LORE SO0 FEZ I 5,

A MEE DT DEYRIRILD & 556 WERZ IO FEST e —F 2t §25 2 LI
L/"C?l:)cl:[/\o

6. A N—kF=VUT 4 IZBT B CEER

TIRATH BB W TY R T 2 L OHR L TV A LEOX A T2 Rty v a VZEHT
Lo b @?E%%IE . X EHEHEL (Design Control) % 5 7= dn'E o A 7 281 (Quality System
Regulation) % 85F L72 & > AT LOANRFET L EHEN AT & 72D,

HARATHFE IRV T G 1T A HEREER OV A N—t =2 U T 4 1T 5 LU FOF#®
%TIE{/\#%) — k .

1. BEAERESRICH S BB LOEERN A NN—tx 2 U7 4 U AZICET
BN — RIEHT, FEFRI KOG OB EFHEICIT, LTOHANREGEND,
o HALEFEHIMRAERGTOBIIBE L2V A RN—tX2 T 0 U RTZTO0
TRER L72 Y R K,
o HALEEHKIROTZDITHESL LT X TOY A "\—tX =2 U T ¢ f#IZONT
FER L72 U A b &Y A ST D AR,
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(EHIHIF T D 72 v LR IR

2. EEIATo VA NRN—F2 VT 4Gl EZSE LY A NN—tX2 VT U RS
CEREESIFA ML= YT 4~ MU T A,

3. WM LAMMEEIRGE LT D12 DIZEREGR DT A 7% A 7 )V 2ff il U T
HLWEINDZNVT—=MEHRY T U =7 OEFHBI Oy F 2Rt 2720 Dt
B ZE & OIEK, EE, FDA IV A \—k X2V 7 @b Arz HEYE LTIT
DNIZERES Y 7 b = T EE 2 F AL JUOEKRT 25230,

4, BHIAFF S DRSS NG E OF B A BN D F CEERES Y 7 b =2 T RE
DFEEMN (B <7 = TG LTV R VIRREDHERF /2 &) ZHEFFCEx 5 X o %
AETAEVW) ay hr— LA E LD IER,

5. BRSNIHEMEREEICSSDLWERSN Y A =X U7 fili#l (B : v A
WAKRRY 7 b =T T AT =04 —/L O L) ([ZBhET 5 Bk A
& & R,

AT x A= a7 7 7 aY— (Information Technology : IT) BLOEEKERE X2V T
o TD FDARRBEEREED Y A N ELUTICHNZET 2,

1. CLSI, AUTO11-A - IT Security of In Vitro Diagnostic Instruments and Software Systems;
Approved Standard. (CLSI, AUTO11-A - In Vitro ZWiss s L OV 7 by = 7 VAT
LOINT BF =2V T 4 ARSI HEHE)

2. IEC, TR 80001-2-2 Edition 1.0 2012-07 - Application of risk management for IT Networks
incorporating medical devices - Part 2-2: Guidance for the disclosure and communication
of medical device security needs, risks and controls. (IEC, TR 80001-2-2 Edition 1.0
2012-07 - IT R v bV — 7 A EFRER T2 U 2 7 EH O - Part 2-2: EHRHE
HwEXF 2V T4 DO=—X VRAIZBINay ha— VORREBEICETEHA R
T4 )

3.  AAMI/ANSI/IEC, TIR 80001-2-2:2012, - Application of risk management for IT Networks
incorporating medical devices - Part 2-2: Guidance for the disclosure and communication
of medical device security needs, risks and controls. ( AAMI/ANSI/IEC, TIR
80001-2-2:2012, - IT * v b U —7 G ERIEG T2 U A 7 B O - Part
222 EFRERtEX 2V T D=—X, VUAZBIUPay b —/LOBRREIREID
B 2504 K74 )
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(EHIHIF T D 72 v LR EIR)

4. |EC, /TS 62443-1-1 Edition 1.0 2009-07 - Industrial communication networks - Network
and system security - Part 1-1: Terminology, concepts and models. (IEC, /TS 62443-1-1
Edition 1.0 2009-07 -#RFHRIBER Y T —2-Ry N =7 LV AT AEFa
7 1 -Part1-1 : HFHIEE, MBI OET L)

5. IEC, 62443-2-1 Edition 1.0 2010-11 - Industrial communication networks - Network and
system security - Part 2-1: Establishing an industrial automation and control system
security program  (IEC, 62443-2-1 Edition 1.0 2010-11 - R EWInER v F U —7 -
2y NT—=7 b AT 2EX2 VT q-Part2-l: T¥ES—MA—varBlay
M=V AT LEeXa )T 47 0T LOMSL)

6. IEC, /TR 62443-3-1 Edition 1.0 2009-07 - Industrial communication networks - Network
and system security - Part 3-1: Security technologies for industrial automation and control

systems. (IEC, /TR 62443-3-1 Edition 1.0 2009-07 -3 E#MinER Y hU—27 -k v b
U—J L AT X2V T 4-Part3-1: T¥A— A= arBL0ar bar—
WA TADEODX2 VT 4T 7 /Jay—)

FDA AFBAEEMEDRF ) A MBI L T, FDA ARAEIUET — & ~— 2 _(FDA Recognized
Consensus Standards Database)
(http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfStandards/search.cfm) %2425 X 5 4 )F1%
BET 5, £, URARDOIT BLOEREESR X2 U7 4 SELEORH Y X M & EET
BT DHEAITIE, BB IC security” & X 4 T AN T 5, DNRABEEEICET HHERIT. HA
& 2303 [Frequently Asked Questions on Recognition of Consensus Standards (& & 5D AR
ZB34 % L<HDHHERM) |
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm07497
3.htm) ZZWDOZ &,
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— iR AR RIS s
Y R 7 EERICBETARY o—

(A BLIOBNEELB
S AACISE =k
oyt
AT, =2 A M EBHICESA SN TWHWET,

SCERITH : 20154E1H20H

W ERE N H 5 5 OB Federal Register GEINVE ) IZHEFINTHH90H LINIZ, K
FICHTDa A P RORRZRH L TZEWn, HFHEHICE D3 A MIDivision of Docke
ts Management (HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061,
Rockville, MD 20852{Z#ZH L T 72& VY, = A MEhttp://www. regulations. goviZHE
HLTLZEE W, BTOa Ay M, #ERARICE R S B @ GO CEE S (doc
ket number) ZHHZEL T &V,

ZOXFEICHETLEMP S 55613, B2 —Kk=E (301-796-5900) £ TRMWEDLELT
X,

U.S. Department of Health and Human Services CRE{REREMLE)
Food and Drug Administration (&SEIKLF)
Center for Devices and Radiological Health (EEREE - iR Z—)
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AL

Bin=e—

B E—i3Af ¥ —%y hCAFTEET, £7IFEA — /L& dsmica@fda. hhs. goviZi
FBLTZOHA X ADEF I —%ZTM D), F721dFax (301-847-8149) THhK L T/h—
Rabv—zZ s &b TEEd, LEES (1300013) ZHWTEERT DA X A& kf
ELTLESN,
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IR D700 LT FIE 2 7
HE - WirLee

— AR AR
KUY A7 T IR v—

ERBIOELEELE
R & 7 R aEt

AIEFF DOBRRIRIL, Bid[ERAGR (FDA) D D7 —~IZ T BRI DEZ #FT b D TH 3,
ZHUITAICSf L T DA SHEFIZLECS S LS IITET S bDTIdR<, F/LFDAEZIT
FREFHET B DICHERET B & D TILRY,, B XN BEHBELE - BB & ET DD

ThiiL, LB 7 70 —F2HHThEDLRL, BT 7 —FIZo THEZELENHS
Bd. KIE#DOHITEH2E T BFDARZ » ZIZERE I, 2T BFIAR S > 7 B3 FBID
BENE, KV A o XDERIT B I et T B BAEFIZ A Iz,

I. %

KEEMERENF (FDA) 1%, @ERAEEEEARET 2K 27 85 (—RAREERERESS)
\ZB8d A Center for Devices and Radiological Health (EJEHERS « U EREE L #—, C

Il

DRH) a7 74T ARY —IZONWT, ERBILOFDAR Y » 71T L+ 2 2 & &2 A
E LT, KA X ALFEERITT DN KIA X2 A%, FDADROE & — 3335 2 3
i (BEFESL, EMIA] SemliBh&dh, &ah, [EPEM 7R £) . E 2 IZCORIAN M| T~ 2 B2 a5
DEARICITEAE S e,

RITA Z o X% B DFDAD T A K A LFTIEN BT 2 A CE D2 HH LT 26D T
X720, B LAZIA X AEH LT =T HFDADBIEDEZEZ # IR RL b D TH Y | FF
TE OB E E T TENEER I H SV TOZRWRY b < ETHRFIR L AR SN H & T

Vool AR Y, FRCGEE ITEARMOBEGRNEDb s VR Sh D Z Lidhn, £, Zob
A XA L 5T, — RSN THEE MR L 2B (CPSC) OHERIZED < 1B R £ 72 13es C
%6#&9b_0wfPm#@%t%ﬁb&wafi@w FDAIZ. CPSC7 & D HIFIHEEE 3 JL O 2 Ryt
L CUBLEITRT T D HERR 2R E T D, B 2SFDRC ActiEDE 7 3 2 2201 (h) OFE TIZH D TH D54
EH (ﬁ%”% UinZe ik (16 U.S.Co § 2052(a) (5) (i) () OEFHTIZH S NHEHERS] (T4 5HCPSC
DORERRMNBERA S LD, 7272 L, CPSCE L UFDAAIN T4 &, CPSCONEFL T 2 fth DYERIMERR O EHL T2 &b B R iE
DEFBERIT DHREGET 25508 H 5,

2 (f ARG DS R RR DIEM ER Z T 723008 5 BT 2 HWHZ DWW CTid, Office of Combination Produ
cts (combination@fda. gov) IZFIWVEbE A Z &,
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PRI D 20 0 HELEF I 5 7
HFE - WITLR

b, FDADT A X A5 Tshould (THEDETE) ] L)
NTWADR, BEMMTONTHWAD TN L2 ERT 5,

BETI D3R, HEDE S

i

II. RV X7 O—RAMRREES BT 2R ) o—

CDRHIZ., 1%V 2 7 O — A EEEHEER SFD&C ActiED EFROFIAMNIC I 5 EREERS» L )

. ZOBROFEMARNICIIT D EREESICHE ST 258, FI&C Act 0B L O Y %
NMERR 72 B ONCIRGERTIEAI O EME (21 CFR Part 807), 7-~ULF/ROFEM: (21 CFR Part 801
L 021 CFR 809. 10) | AhEL 3 A7 A BN Gl S 7o BEE Filds L OV P BE - 5 AL i
(21 CFR Part 820), EWiH&#s B3 2 (MDR) &7 (21 CFR Part 803) 72 & fdTHiH
DHUH T & D R RR O AR A KX OVl OB B HEIL L TV 5008 9 D2 gl
THEOIZINE OGO Z B L TS DT TIEZRW,

ZOHA X AO AT, CORHIFZ—REVEEREERR~ (1) AT R A VITERS N
LERY RO Z BRI E LTORMEMT 5, (2) BB OZEMECKT 25U 270
fish TIRWERLEL & B89 5, —RAVBEERE R 11T, 2 B2 oD 4ME &l T EBhaR A 875,
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