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Risk Assessment for Development of Home Medical Care Devices
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Kenji SAWALI and Toshiyasu KATO, Terumo Corporation

Abstract : Usually, medical devices are operated by medical professionals, like a nurse, in a hospital environment.
However, home medical care devices are operated by medical nonprofessionals, like a patient family, in their homes. In the
case of the home medical care device development, it is important to do the risk assessment not only at the point of safety
but also easy operation point of view. Further, in order to bring many functions of the home medical devices correctly to
the home users, it is essential to establish the good relation with the visiting nurses in the region. In this paper, I refer a
typical case regarding HPN (Home Parenteral Nutrition) system.
Key Words: Home medical device, Risk assessment, Easy operation, Visiting nurse

1. IFL®»IC

— R R ER AT ERBE 22 L EREFERIC X
DIBE OIRE - ERIGEA SN D, ERER A — P —1L,
ZOREFEBOP T, EFRHELEL T, ERIEEEICEL
HEFITANRERIETREICRt S s 2T 2 HE
Lonn | [EREBEERBAGE - AP - oET L ChtE T8
U 7o S B R FEIR S &2 50T 2

Lo L, fEBEFRESRT, SEOTTRABEHERNT
T 5 ERERTHY . WD BERERD T N REDLE
THEHEND, o TZOLALEHEE L-EMREIZ, B
\CEBERE IR AR O ZEM T Tl ZoM A2 HE
LIEVARTZTEAA L FEZBELTRINTWD, BEH
I, 29 W o T EIRHE R AR TE O F 45 i CRa i ig e
MEFICERTE S L9 BB E TH & O 20655 B R
HNEZ o TETWD,

ZOBBRIZONT, EEHLIREERIEICER IS
ERER A EE L TERET D,

2. PILEIRREER

(I V H: Intravenous Hyperalimentation)
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Fig.1 Infusion Pump used in Hospital
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Total Parenteral Nutrition Transfusion sets

Table 1 Reimbursement
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Fig.5 New HPN pump

Fig.4 Conventional HPN pump
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Table 2 Main function comparison
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Fig.6 HPN regional medical relation network system
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Fig.8 Solution

Fig.7 On-call

WOMREIRS ., WO LRI T,

EEEERO S L2583 BUEOMEN, Zetto
k)

EEM BRGNS 2 ~ 3 B £ TOMH ORI &
% B DOARE SO

BEARNZT T NMEREEEA~OME R )7L
ES i}

T3 — )V AHER O EEREES & o 3a i X 5 R
FiEokE

$E T R0 #n B OB & B 6D T R R~ O FRAR KL 6] -
ik DA a— st RRE o k

b— NEAZEZR ERRIR IS ERIT A I R SEEICE 2 2 E
SEER% BE O ot AL A i D HE A

_Qf\l\_L{

® ® ® 8 6 ©

5-3 HEERE X X St ARE #EMm

LHTZE, BMTF 2 — T DONWEIEEERIIN R, AR
ERLEWVATEEOERLE LTESELTWVDA, 1990
EROEEEFROL LI T RERTHY, HPND LD
WM T 2 — T OONWEEEEFRIIH THY ., Thitx
L2 LDOTELHMBEEMG DD o7,

200 14, ZAHEMXOKRE:, FHEEEH# & ko i
MEEMAEICL D, B, T o2 —7 % T TR,
EERETIRE - FEEAXZ DL E2BMELE T g
T EERHENRE ] DREE LT,

ZOWFRETIE, PR (FEEREE. A TRER) , %% (H
PN, &pE - B, WER). K. &R, Ex 0lE
HARC L ABE - FHEOTEARA Y ML BBEHOERIT
bLELY, TOREHERSNLEM - T2—TS0MlA
FIEICOWTOERN sz, BlAZERSLZ LT, B
FH R AT D JE B A3 2. EEERBIS O EEN R )
TANTRHEEICER - S TwoTl,

e



LIFE2012 2012411 A 2 H—4 B &8 & ERKY)

ERRREI A — T —DbiX, HPN®R 7, 888 « F2—
T O ITEORMIZT TR EBRICA Y 2 — TS
725 - FEOFREZRET L2 LT, BF - FEOXR
REWROTTZDDOTERA AL ML LT ORME%EIT - 72,

ZoEBEL T, HP NEHF OIS T IIEEER S 1,
HP NI TFHETERL, BFOEEBERKONE DL
LCEKLTWoT,

54 SEEMOHP NIRBIEDOE

O 104, OB T AWM AN e ST, FRiC
F v a— L AEHROERER & oA X DR
DYFEIZLY . BIAISONBE L Lo TE TV, LI
DOENEDEDO TR L DI [T 70 (ZEiRER M
RN S5 DEEIZOTEI LIzb LW &xil
HiEERODLNRFTHoT-, L TIE T h I 7 ABNEET
DT, ZOLITHRBL LT, BEFIERICERE LTWD
DAL Z T E Do T2DD] & EHYDBT 2 12472 DR
EWBHT-OOMEELH D,

T A — VN B ERE T LTRSS PSR R
ZEREHRA~DFHLTTIE R RE OREIZ 7 & Wb O T8
R RRREE & E RS A ER T A LItk o T
EBREIHECELIEDRRELEBELTVD, ZOZEITLEY
BE - FREBETIAZ 7L REGEBEXZ TR T T
BRI ED LI L LWV ENHRICIEE TS Z LN TE,
BE - FRORLITORBR->TNWDHLEEZS,

6. BHUYIC

BT O EFREAR L. EREEEDPBIET 2720%
EPEREE SN, BVIRLOFEHICEY . TOEAEMEA
OEEAF VITEE > TN, TR LT, EEHEHO
ERE T, BEEERINSEREANOBRE - MHEERYID T
BIETDZ2LEVWIBHETH LD, ZOMEERBIEICITHIR
FIMEHME OB Y REEIC/R>TL 5D, ZOBbY M
BEOLLIHLENR-TWVD,

HEHBREOENEZHERICT R X b U TIETERE
FARMBIZETHREIEI T 2 Z LIXREETH Y e LA, T
2T BTV v EEEOIES TEMEE K
52 LT, HxICER D AEEERE - Fhk & MG E
HERME OMIBREHICOWTOE#R EOX v » 70, [
RRICHER R 7 T AVED Y A7 2B U D Z LIZE R > T
HEEZRD,

A F T, R THERT 2 ERESEZ W IEE I
20, EVIOBRTOEEERHBGHENERTH -7,
StiE. WEbECHEM T 2 EFREERIINT L SRS T
TERWH, TEEB CHEM T X 2 EREHAITFHPE T LA
JATEL, LWOHBREICSE > EEMICRE SNV, I
Bt F R AR PR S & W ) WO R L TTL B TH A D,

23 3k
(1) JEFRER, M@ HPN 1 0 OflORBRI S %A
722 &, &AL IE, 25(Suppl4). pp. 515-518,
1998.
(2) FHAM, WARE  YrhicBiF o4y 2 — /L08R
LR, &b L, 29(Suppl.3), pp. 578-580,
2002.



