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2.4.2 ISO/IEC 14598 Alg|=
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(PSaTrr:iral Overview dubHel ALE wFal ol

Part2 Aw T2 54 AL F#r8 FAERE olvT} A+

Planning and management | 337} 7]%59 @& 93t AA A A &S oF1 9o}

Part3

E;c;ffssfor developers TARYI} FAS AT EYo]o] Mtat(developers), T

= . ] ZF(acquirers), ¥ 7}AHevaluators )& T-#3}o] o]&

process foracauirers 747kg Qg 2xEgol AF Wk HEL i Ak

Process for evaluators

B%gSmentation of evaluatio IS Hdl ABEH T Ameh 9l vEH Pt 3

modules Tﬂ"{cg A ohE

ISO/IEC 145960 w& J7bdabs= 29 2.29 o] {7F oAkt 1, 47}
FAlsl, F7EAAL Gkl dAR AASta o, 7F AdAlsl dA oA
ISO/IEC 912691 W& U ¢|F wjEY S &8sl EE sl Q). [5]

Establish purpose of evaluation (7.1)

Estahlish
Evaluation
Requirement

ldentify types of product(s) (7.2)

Specify quality model (7.3)

¥

Select metrics (3.1)

Specify

the Evaluation Establish rating levels for metrics (5.2

Estahblish criteria for assessment (8.3)

¥

Design

S Ah T Product evaluation plan (2.1) ]

" Take Measures (10.1)

ls e N e

Execute
the evaluation Compare with criteria (10.2) ]
HAgsess results (10.3) ]
Iy 2.2 ISO/IEC 14598 37}
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3.1 AHP 7|9

3.1.1 AHP 79 /e

AHP(Analytic Hierarchy Process; AlS%24 A2 A)E t42] dieta o
sto] oAl FHrrlEd vy FAlel ek A EAH S 9§l 1970d 0] =\ T

Q4
49 B Aus TSt} sk 7ol dnbAor A A A= AR A
o

AHP= WA ZAISA s 828 7IFo® sedSal v 4 8
TAE SAS WS Tk, AAATY 8a dhelA Z; e aart BE st
Qoo wjste] g AxE U Fo FAR FAEE Advagd
(Pairwise Comparison Matrix)& 248kl ©th. 12jal o] PHFEFE] X

W (Eigenvalue Method)& o]-&3to] AlSe 7t vty Atssgt shube] ¢4

(
=

THHEHE AFEn v gro R AT HAeldd fAg JAbAA Y] HAE @
A AeF dFs Ao dAl U= diekEe A SAHAEHE dE
W e AA ATl digk sk 59 49 (Priority Vector)E AFEstAl €
th.[10]
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3.1.2 AHPY H&

AA AHPS] H8-% s

& 4 979l Asiel £ [10]

(@A 1) G AREAS 45 B 9AaY s AFos BFdhe
oJAbA A Al=(Decision Hierarchy)S 3 shc},
SAbAA BAAE 4 gdde] i oel A ER ARES
AZsad. Ao A43ole Mg =24 oApage] 5ol
AA8H, 1 ge ATES AR 540 dEFE VA= v
g xER FAENY of 9452 9 AT de ALEFH
TAARD Aol HH, g AT el 7 245 AR val Jhsgt
Rolojof @tk AFel HAsFo Mue] o] ¥ ol oAad
s Fadn olge gAa A " 313 &2 554
Ql gz vekd & o
A1 SR me =
AE 2 SArEE = UArBE R4 2 | oo SARRE @ n
&3 2AEE H2a2 A SIAMREE MIRgdh | crmmmmmmeeees 2AAMEE N2
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S k S AFEE S| tHet | SIARRES [HBED | mmmsmmmmmmmmas SAtEEE| et m
a9 3.1 AHPO] %+ AT
(A 2) A2 d eas 3R] Advaz dadAss s
FAASO ol asgel HRE dAettd FRss A4 6
AAS = ass guvastel FHS AL Advas
E3lo] A9 Qaio] 7]odte ALE ®3.13 o] 93 HAEZ FQ
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5 o B o] ot 7 HEFo] T E &EE
(Strong Importance) | Bt} &t A5
7 w9 S8 B dte] osto] gk &Fo] the &%
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9 =3 a3 B B ot 7 HFo] T E &EE
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=0 = B el olsto] mlauglo] 9 el
2468 | A @S THE | 2ng0) aggol wuE Agol Asw
S 45 7t %]'%Joﬂ distel o] SAUS et T v 2% = 25 i
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(A 3) AFAYHE AFEste] JrAtAA AL oAl 7tEAE FH et
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wi/wi(i,j=1,...m=E FAT F At =, a;9F wAloldl= 2 (3.1)9]
A,
a; =w /w; , (j=1,..n) (3.1
o714, dde] e 9A4E YERW 4 (3.2)9F 2t}
4 1
D> a, W, E==n Gj=1..n) (3.2)
i W
2l (3.2)= & A 3.3 #or, o AYdsEaA aifiA A
o 2



n
D> a W, =nw |, (j=1....n) (3.3)
j
Q4 ay® TAEE 3E AS (3.9 o] vERd ),
w, [ wywg £ w,w /wg T,/ w,
A= w, [ ww, /W, W,/ w, (W, / w, (3.4)
RINNTT T

w, [ ww, [ w,w, [ w, (W, /w,

21 (3.5)0l A IF-ALH o]ste] wE T 7 Q)
Alw=nlw (3.5)
W=[wy, Wa, Wg, ..., Wit &E A9l 5 -FWE

N: & A a1+ 4

(@A 4) Brhabel Hi ol dksd o FReAs 27 Askel oAz

4 arEd A AEAE FHnad

ATl H3Aol = grraA e 548 dAety] ffste] st

FTRATLEE A 3.6)0% Fao T2 5
k
ClLK] = |‘J B (3.6)

ClLkl: A A A5l tg kdA AFere] TH7FEA
B F4E wHEE 748 A& 298 non 3E

Nit A ASo 24

o] T A 3y A 4= HE AZEYo] FH7]XQ Expert Choice =7%&
o] &3] Bt} HelsA AHPZIHS d& o 4= Q)
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o124} 7k Al af AAS A daudse vad 2o

(A 1) F7HAF F7s ™ A (S0 ALt
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Abstract

A Development in the Evaluation Method of Medical

Embedded Software using AHP

Though the development of medical device contained embedded software
implemented the various functions has been recently increased, the evaluation
for these does not exist. Moreover embedded software for medical device has
controlled medical devices considered as high risk product because of close
relation to life of human being, the specific management for quality is
positively necessary. Therefore I intended to develop a third party evaluation
criteria and procedure to guarantee safety and reliability for medical
embedded software.

Evaluation items of medical embedded software were selected based on
the international standard for software product quality ISO/IEC 9126 series.
The questionnaire survey of medical embedded software developer was
conducted to determine the weight of each evaluation items for more objective
evaluation and then AHP theory was applied to the questionnaire results. And
the detailed evaluation procedure was presented including the object of
evaluation, the requirements of laboratory and evaluator, the documentation
list necessary to submit and the criteria, based on the international standard
for software product evaluation ISO/IEC 14598 series.

Where the evaluation of electrical medical device, the evaluation criteria
and procedure proposed in this paper is applied together with the existing test
for hardware, they are expected to contribute to the safety and reliability of

medical device.
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