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https://www.fda.gov/medical-devices/home-health-and-consumer-devices/home-use-devices

74



DEFAD B & LT, fEEEREGSOBUGIRTEER AT OG- PRI A F 2 R 8% 5T
LTHY, EMCIZBALTYH, £ 2-32 (TR & 0 ICEBEAMEHT o2& E< THEA S
HERBE2ME LICRBR 2 FEid 2 L o KROTn D,

# 2-33 BUEX— B AT OREE - BT A X AR D EMC IZEET 5 NE

FDA, Design Considerations for Devices Intended for Home Use

IEC 60601-1-2:2014-02 (Z351F B AR — L~ L A7 T B4 fE LR A175 2 &

R OFEMER GRBROEM 71k, WA 1T oBRESE — B MG /IRl A IUE, SRR,
HWEDEDIATSIeT A ADER, @7 XV o 7%) 2@E+52&

BEOA I 2=7 RPN A, EMAREICK T D U A7 ICES @Y LV OFRER % 3%
ETHZ L

EHEXBEGOI T, BRETWIRE LY 557134 2 (BRE—4, 7T~F 27 iRk
B, T4 TV G, v —&—, WP IES 2T A, AT LA R E—h—, #EHER. RFID
%) ERETDHIL

MR RE 2 R OB ERICBE LT, A UJRBER 2 R 3 2 ERUEE AR N i T S D B
B, BBOEREASEN SN REZE LRRE EiT 5 2 &

[ U< . Medical Device Home Use Initiative DEHO—8 & LT, BHE., Fhk, ik
FNFIC B IEBEFEROLZ 2R RICET 2 HEHRMEf SN T D, £ 2833 1IRT LD
2, (EEERESRZHEAT B0~ RNR2EEFHEE T =y 7 VA MO TEHALLY —
7Ly bR, EVaTELEH LZEEL, YouTube TOBNE DT A 42 2% i 0F
SO TRES TV D,

Bl IE, AR 7ICBT 5 ) —7 Ly ML, BERERCE L O B EE  (EMI)
BUIAR > 7 ORI B E RIZTAREMEN S 2 & LT, OBEMEER L 22 M4 8 L
THAL, N7 OEMARET . @FFMRERST RS 2T OW TR A — T2
KT D LR TV D,

38 FDA, Design Considerations for Devices Intended for Home Use Guidance for Industry and Food
and Drug Administration Staff
https://www.fda.gov/media/84830/download

75



# 2-34 FDA OBFE - i m T etk

R GORAEN= 2| TEEEFEMS 2T 20— RNREEFHEELT = v 7 U 2 O T,

[l 3 ) HAG) ETEFEGRO—F L LT, Mooz ms Z L
Frzv I UAR 39 —BEOHERER R &

— EACHEIROY T T VICEML T, AEEZWMH L

— SR RET 5 E O ER L OEERTH 2L (BER. A, Eif. PC%)
—FORENERICHE L CW D0 HRTLH 2L (BB, F7 . 1S, BRS)
— RO HAELZE 2 L

=TT AR T Ay E—UE I ERELTHERL - BffT L L
—HF A e D Z &

— AR OIIEIZ OV TEM TE RWEAIT RO 7 T4 YICEF T2 &

— AR TR E M EMCEGR OV 7T A YICHRET D2 L

W R > I 2 | AT OREFHSN YT U —OFEE - BB 2 NAEOM, b (0
U= 1L k40 WS, EHRARM SR o Y — 2 B L) SETRE O EMI
B (BRE—Z70L) IR TOMECE B ET etrbHss LT, O

A Jra S TR R L e o AR 2 LT L, AN T b

ZHETZ L @EMIERST RS A FRUE A —ITHHERT D 2 & A HELE,

MAEFHZ R4 5 IBERE &2 EREICAT O 720 OF AL, MHERF O 28 B fpEFHI B9 2 ERAm

=71y 4 KA =T ~ORE, MFFREDRA, REEOHEIE LI o0 TR,

SR Y 7 MCBT | MEA Y 7 b o, EHRESCERE, B EOEERACHELT, vV

AYU—T7 L 42 THAELZR LY p2bnh 03 L fEgii,

CPAP (ZB9 2 @i | CPAP O HICBIL T, EET & Sz 8l TE & ® YouTube TAR,

39 FDA, Home Healthcare Medical Devices: A Checklist (2012)

https://www.fda.gov/medical-devices/home-health-and-consumer-devices/brochure-home-healthcare-

medical-devices-checklist

40 FDA, Home Healthcare Medical Devices: Infusion Therapy - Getting the Most Out of Your Pump
(2004)

https://www.fda.gov/medical-devices/home-health-and-consumer-devices/brochure-home-healthcare-

medical-devices-infusion-therapy-getting-most-out-your-pump

41 FDA, Home Healthcare Medical Devices: Blood Glucose Meters - Getting the Most Out of Your

Meter (2003)

https://www.fda.gov/medical-devices/home-health-and-consumer-devices/home-healthcare-medical-

devices-blood-glucose-meters-getting-most-out-your-meter

42 FDA, Patient Lifts Safety Guide

https://www.fda.gov/media/88149/download
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43 FDA, CPAP Tips from FDA

https!//www.youtube.com/watch?v=B10ABypyGOo
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45 NHS, Home oxygen therapy

https://www.nhs.uk/conditions/home-oxygen-treatment/

46 Centrelink, Essential Medical Equipment Payment
https://www.humanservices.gov.au/individuals/services/centrelink/essential-medical-equipment-
payment
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47 National Diabetes Services Scheme

https://www.ndss.com.au/

48 Department of Health, Supplements for Home Care Packages
https://www.health.gov.au/initiatives-and-programs/home-care-packages-program/funding-for-home-
care-packages/supplements-for-home-care-packages
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