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B EHERETOTEDESE
T& (safety) | RITANGNGEWNIRINEN &

freedom from frisk which is not tolerable

* |ISO/IEC GuideS1I Z2 M - REERIEICEDHH-ODIEE]1 KUY
JRODNFELTH FBRSNBIARNIILTHNIEREEAL T EEREKRICEBFRRIENELN TS,

ERRHE RS Z AR T BT TR O R KM BNH S,

IECIXER - BFHIMDEHZ. ISOXEDMD TERMADHZETFHHEHELTLEON, ESDEL
LMEERERMTICEAL T, MEA R TRYBEA TS,

€ |EC(Internatinal Electotechnical Comission) . ERERRERE
€ [SO(International Organization for Standardization): EFRZ#E/LHEE

EAEXHADOEEFERBE LEDOTY D FICKYIECIZSTHRESN TS,

IECICTHE SN -EREXREBREEDEBERMWEARELERT 5LG<. BADERMERKISE
LTHIEL TS,

& JIS(Japanese Industrial Standards) : BRI EFRER
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TCE2EZELRIL. A DDHEETEREINIIRAIZSCE2B,SCE2CRENEEFHL LTS,

PaEE R *ﬁ’Mﬂ%@ ERZEEE A
SC 62A BRI OHLBEIR JEITA
SC 62B Eﬁﬁ{% M E JIRA
SC 62C AR B REE . REFZRUVRSHREST JIRA
SC 62D ERAEFHER JEITA

JEITA:Japan Electronics and Information Technology Industries Association
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IEC60601-1-2
IEC60601-1-3
IEC60601-1-6
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IEC60601-1-12

& (BRI
IEC60601-2-33
IEC60601-2-37
IEC60601-2-43
IEC60601-2-44
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B 1SO14971:2007 (Medical devices -Application of risk management to medical devices )
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(Strategic Business Plan: il RE SRR TSV) DERTHD, cNETOERAESRKEB/RUVER
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1)IEC62304 (Medical device software - Software life cycle processes)

VIR TFIN—FO 7 ERGYRMDFTERFFICFMZEIToTH, RELTLWDURIZRDIFHIE
[IBRZTIIELL AEEZEZR DT THEELRH#GEHEEN S, ECT VI 7 DR DL HE.

RFICW=BTMTHAINLDETOLRRIZEITEERFEEZENDH_LICLD. JVRELGLDHEYE
EELTHRESINT=, 2006F5 8 [CHIRNREITINA, BE. EREBEZANILAY IO 7 ANLIT

SE=HDBETEENEDHLN TS,

2)|EC82304-1 (Health Software - Part 1: General requirements for product safety)

ERVILIITOHRBREICEHIT S —MERFEHEZEDIHEBORAENEDHLON TS, WO D
ARIVRT7A—VOERAVILIZ7ORMICHITIERFIETHY . RmDEY (VI THHIREE.
SLE. FH@. BT RTF . BEFEFTHN—SNDIRAATHD,
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IEC 80001-1 (Application of risk management for IT-networks incorporating medical devices --
Part 1: Roles, responsibilities and activities) l EEHEIFRZHARAATZEITRYNT—IADI=H D) R
DRAXAVEDER 88 %3 T EFH

NETOERBBHERXRBANTOIIRIIRDAVRIGERLGY , A —F—THIAEBEKBRAN T
REGHT EREBREXFFOTIONAF LEBZLTITIVRIIRDAVMNRE TH S,

TEEMDTR(Technical Report) ARALEFHFESIN, SHITEIEIZERYBA TINS,

IEC/TR 80001-2-1 Step by step risk guidance
IEC/TR 80001-2-2 Security Guidance
IEC/TR 80001-2-3 Wireless guidance

\

IEC/TR 80001-2-4 HDO Guidance +

IEC/TR 80001-2-5 Alarm Guidance N EEEE B
IEC/TR 80001-2-6 Responsibility Agreements EEES EEEN EEES
IEC/TR 80001-2-7 Self-assessment T == T T
IEC/TR 80001-2-8 Security Capability Vel ﬁ S—
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EEREMTOEILIZEY ., EE#EZSD USE ERROR (BERIETICRAEL-SRE,. A—F—DEETES
=ERZLTLEIS—RADORA) OFLEOERNAEEY.,. I —FETAIoO 7)o ERBREEL
T IEC60601-1-6 (ERESREIFZIDI—HEYT4—) BFHIESNT=-, NAIL. IEC 62366 (EEHEZID

A—HE)T4—) *ERAERKBREFEABADLIHLTINS,

TR AHBEREIZHEEL TULVS,

- A—H—AR—D1—RIZBHTAHEEENDRE

FHOBFOURMEERDDIED TG, BREITTBE=OIZIEFHATHEVHECT BEEH 5B,
A—HEYT 4 (USABILITY) : BRI, DIELZSVICBEZDFBLOTEIRVERELHI T 5454,

BXNE (EFFECTIVENESS)  EENEESN-BEZER T AL TOEHESRUTEM,
$hE (EFFICIENCY ) 2EENBRZER TS L TOERSRUTEEICERLTELLEZER,

Fﬂuﬁii‘/’] DV }

TERD AT HEN il st
B TS ORRERET 98 AR EREANLR D SN S ¢ EMAFHNENETER E ﬁ No.75 2013%E2H
eyl oo S HEHR
HRFR/TEDORERRETIE.AEI AN - ° s,
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R e SRY—I7H0HVTLVEVVEETHD, RBLFERDETEEBUAMYFTHDBEAT
temaEE2 s omL 1imm| 2o7mL 267mim ANTIMETHOL, 1 BEE. BEOFRREIBEL. BHOU—BErLRRES
TR : NTUVSOERE UL RT3 Mt 7 ORBESEHS0mL /hDETS900mL/h
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¢ REOEFEMR T2008F2ANSERDERE(CEMULCT/\D 1 —>3 ARE T, BRIIGERSTMNMTHONT

WZZEMER U,

¢® TORE. BRONME THRUOBRIIBHEBFNHER SN, RKEAICHSITBIERFI (CHITDIEHNEEH

o/,

¢ FDA*CREERmEE@B)MERE -

FENER - RISEBFORMGREZED.

BRI R ERER L < FHNSFE

UERARZRABIT D EEBIC, %@iﬂ‘%’i’[ﬁ%bto
N PR TER SN B8
> KEFIECFAHE(CHINZ TLLF DONEMARRIg Z E3k . Dose Notification (RETE) Hibe

[ Dose CheckiaEmEst

[ seE G mE SR T S MEEDRE

J
)
J
)

[ DICOM SRigBED

(22 (CRT ZEBBRORM

J
~\
J

[ SERE & EIPMEEDE &6

- Dose Alert (fR2Z&) Hae

e
NEMA XR-25: CTdDDose Check

NEMA XR-26: CTO 77t X1> ~kO—)L
AFE. A>A0Ovo,. O

NEMA XR-27: {ER&(CKXDIVREEDmBEESE

NEMA XR-28: CTO#RE(CE I DIEREFIR & REKEEDIR
HEK

NEMA XR-29: fREDGE(L EEE(CE I DCTREDERKFE

m —#it@EA BARBBRERY AT LATES

NEMA : National Electrical Manufacturers Association
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CT@Dose Check

B (R T =G

¢ REITEHEIRENIIRGREZ BRI DiTDOREZHN ST D,

® EXRMANSHESNDIMEGTIRE ). NIE USIEREE S HRRE
1THICHER L. ZNZBI BN FEINDIBE(EEERTZITD,

& IERREEE. ZEESELANIDOMESEEEZSE E U T, w0l
MABICEZEREIT DENTED.

zoft Pt M

No bazs P8 ML pwenm | sTeE b — 51%%7%%1@‘3:%%#

IO BEORELLERT
1=, e &HD
EEBICEKRTET .

=5

S EEDETEGUL (i)
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CT@Dose Check

B REE SRS

& MREEZEHEEL. BREOLED(SGFEI IREREOBBZHIET D EZH
NETD,

| 4 1@@@5(;@?&@@?%%73\355 Ho. SR DIRIIREZRIE L. RDiE
R DHETERREZ MR ITHARE (HEEFRIRE )N RE UL ESREEZ B DR

. BEXRRTITO,

& ZEERSEER. REONRICIGUHKEEIC1DRET Do

EREEIIREDZFEE(THLTLERZER
T%T,&) BREOXMR(KA/NR, GEEP. (A5
ﬁl‘&t)ﬂk*ﬁé%ﬁk‘l’)f*”’ STET Do

Cumulative CTDORal

Adult Brain 120 ule Bady 100
Pediatric ~ Brain 90 ule Bady (0
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CT@Dose Check

B BHEARSIN TULVS Notification Values, Alert Values @)l

CT Scan Region CTDIvol Notification CTDIvol Alert
Value (mGy) *1 Value (mGy) *2

Adult Head 80

Adult Torso 50

Pediatric Head <2 years old 50
2 — 5 years old 60

Pediatric Torso 2000
<10 years old (16-cm phantom) a 25
<10 years old (32-cm phantom) b 10

Cardiac Retrospectively gated (spiral) 150
Prospectively gated (sequential) 50

a) As of January 2011, GE, Hitachi and Toshiba scanners use the 16-cm-diameter CTDI phantom
b) As of January 2011, Siemens and Philips scanners use the 32-cm-diameter CTDI phantom

*1 AAPM Dose Check Guidelines version 1.0 04/27/2011
*2 |[EC60601-2-44 Ed3.1 SEP/2012
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X$¥RBHEE D HE
B SARIELTODIEEE (JART)

X$R B g E<HAIKFS 12,2006 X#RCT BAHARFSAL> 2006

ﬁﬂﬂ.@ﬁﬁ“ﬁﬂﬂl%ﬁg‘lﬁﬁﬂl‘
3 mGy 5 mGy _ (MGy)
2 3 L 65
0.3 0.4 P 20
0.8 1.5 EHEESR HAES/> 2006
— 25 / %
- 1 CTDIw 120

http://www.jart.jp/activity/hibaku_guideline.html
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B RSHREE

XIRREDEANEIZREHEL, T—20ER. TR TXRMIEITL MR E ., TN

E17EDBBAORSHEEDRE{EZBIEL T,
S I—

7—h47, PACS, {RE(RE DB/
mEEE WS REBRLR—5—

|EC%E.*§ @5 ..:‘:..'-{- Y LX)
B XELRS | s \ s
B 3 5% m i = || IR B \

.3. ‘- . | ‘ 3
/\ . DIR Database
| W
L et
DICOM#R#& : | , HEAEAE
Eq 3

RDSRERH% ERLVIZAM (NRDR) | | .2emr profile
Radiation Dose e
Structured Report Radiation Expésure

Monitoring

: I I . [m=]
ENANEY
m —witE@EA BARABBERY AT LATES Feedback DIR Database
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B [ECIR¥&

MR E B ICRELEY DR

& Dose Documentation ¥7%&
[EC61910-1: X#RER - IR DEELLHR—k

& ERIFEIR
EX)T 4 {8 A 3R & REERE RDSROAE
(RDSR® (ICRU2 D
) A E) DICOM#iH# [ECH1E
CT IEC60601-2-44 CTDI DICOM Dose SR IEC60601-2-44
(CTDI) Sup 94
IVR, —fi&FE | |IEC60601-2-43 | H#Z&{H—< | DICOM Dose SR IEC 61910-1 ed.1
CBEEE IEC60601-2-54 (EHRRE, Sup 94, CP-1223 (2014-09-24FA1T)
(FtEH) ASFTRERE)
CR/DR IEC60601-2-54 | Exposure Index | DICOM Dose SR IEC62494-1
(BtE ) (AERE, CP-1077
ASTRERE)
I ERAXEEE | IEC60601-2-45 EHEREE | DICOM Dose SR IEC60601-2-45
(Bt E ) (EELRERE) | CP-687

m —#it@EA BARBBRERY AT LATES
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MR E B ICRELEY DR

B DICOMR#&

® ETOXEFEEZLET)EX)T4IZEHLT Dose SR TxHtIis
& Dose SRMFEZE context® BN RNAEDBRFEL - thiREA~ D 5%

2% Supp 94 Radiation Dose Report (2004)
Suppl50 Radiation Dose Related Information in Radiology Reports (2009)
CP226 Enhance C.4-16 Radiation Dose Module to meet Japan Requirements
CP469 Add Radiation Dose Comment inside sequence
CP902 Clarify dose SR relationships as by value only
CP963 Add DateTime Started to Dose SR Irradiation Event (TID 10003)
CP1070 Additional sources of information in radiation dose reports
CP1065 Device information in radiation dose reports
CP1024 Support IEC 62494 Exposure Index of Digital X-ray Systems (CR, XA)
CP1121 Dose Scope Indicator
CP1123 Add attributes and codes for dose reports generated during QA scans
CP1132 High Dose Technique Type Clarification
CP1206 Dose Summation Type Clarification
CP1223 Additional Items for Dose SR (by IEC PT 61910-1)

m —#it@EA BARBBRERY AT LATES
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MR E B ICRELEY DR

u DICOM%E#‘

CT

CR:
XA:

MG:

NM :

Suppl27 CT Radiation Dose Reporting CT Radiation Dose Reporting
CP258 Additional Radiation Dose Module Attributes

CP561 Add dose attributes to CT Image Module

CP764 CT Phantom for CTDI Dose Measurement

CP851 CT SR dose, extend for scan projection radiography (SPR)
CP867 Add ICRP Pub 130 to CT Dose SR

CP876 CT Radiation Dose move/add Aluminum equivalent

CP957 CT SR dose, extension for Exposure Modulation Type
CP1047 Dose Check support in DICOM CT Radiation Dose Report
CP1068 Scan location in CT dose reports

CP1075 CT dose permissible for constant angle acquisitions

CP1107 No human readable label for irradiation events in CT Dose SR
CP1170 Add AAPM 204 Size-Specific Dose Estimates to CT RDSR
CP1232 Add iterative reconstruction to CT RDSR

CP1077 Add CR report type to Dose SR and relax content conditions
CP360 Add higher precision X-ray Dose attributes to XA IOD

CP960 Dose Grid Scaling Attribute Type Dose Grid Scaling Attribute Type
CP687 Dose Reporting for Mammography

CP880 Add breast composition to Dose SR

CP1194 Clarify dose for breast X-Ray

CP1138 Average Beam Dose Parameter

Supp 159 Radiopharmaceutical Radiation Dose Reporting(2013)
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TR ESTHR B I D HEE

B KETCOEZFEEL A MY
ACRIF REM ZH AL T CTIREZZH ERIIFERZLURET IV IFZBEL. RIUTATeH5E
A—HDA)yb: BHEEEDHIEDEFER T
ACRD A yh: BMEMGIELEREZRHFDHRTE
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