USYINIVART T A A T4T1— R &1
ELSI-STHHE

Ve NOIESE RS #3N

MR RFREHR
FLE=

*x [E
EREBAFIZ XL 5iRF

BREICE T HERKRBRIZN T SR

Common Rule — @ DR E T NERE-IIHBITHHZEIH
LCEAINSIREH (FFEIERFTDEHE)

-FDA Regulations —#1EFDERRABROERGEITERIND
BMEZERRE (Food and Drug Administration) DR H (EZE H AP
EEHFFORTORDBETHETIEN, TORNWENESFD
F=OITITIARGEICERASIND)

-FDA Regulations ¥, 1970F K& F LIFE, AWAEMIZIE Common
Rule [ZEEIH AL IBEEIN TS =,

21st Century Cares Act (2016) § 3023(a) --the Secretary of Health and Human
Services *+:*- shall, to the extent practicable and consistent with other
statutory provisions, harmonize differences between the HHS Human
Subject Regulations and the FDA Human Subject Regulations.......

3

OFD-IL—ILD

OEMODETHER -FHENTIAEICSMT SAEREZICKLT,
JE - JL—ILBSFOIELIE (written assurance) DIRHEETF DT
BHIEICFOTHEREREDEMNMZHER BEG ERLEFLED
E#ZE (Federalwide Assurance, FWA) #%#KERERER (Office for Human
Research Protections, OHRP) [CIRHHL, ZDEBERFDHEMNRHLNTLNS),

QBMEMERICHL, BEXIER TITHONSEIRDE THEN - #HE)
THHRRICTONT, TORBZEFICEEL, M OEEDERIC
L1-BEER N EE E B £ (institutional review board, IRB) A& L]
[CEBENTWSILZHERTHEOIKRDDHEEDIZ, TDER B
BIOWTEH/ZRE,

QfE < DIHERE DREDNGEDIZHEEZEDELT, 12 T4—LF-O
>tz (informed consent, IC) D EHIZ DT D EFHEIRTE

4




FDAZAI

DHEW—DHHS : &> - JL—JL

WMA : ~NLy v T

il

1938

Food, Drug, and Cosmetic Act
(EERARFERI60BEH)

1962

Drug Amendments of 1962
(EERIRFEICFDAD KSR,
R DRIR)

1964

D. of Helsinki (consent)

1966

FDAREI (ZM@EIC, ICRBREH
DEEIEAL)

PHSEBRRET (REREE,
IC)

1971 | ARREBEEARICEERES

1972 XA F X —BEMRRE

1974 DHEWREI#IE (5)

1974 National Research Act(7)

1975 D. of Helsinki (B2}, £8%)
1978 The Belmont Report

1981 |FDAFRAIZKET DHHSHR B/ KTt E &

1991 Common Rule

2017 Common Rule2X:T (2019/E4T)

an

OV IL—ILDBE
@ Tuskegee Syphilis StudyD #{i& & Ad Hoc Panel¥jR &=

75 /\ M Tuskegee T1932F M5, 400 ADEAMEHFEE E200AD
BEAMBEAZBERELLT, BFOBEARBRBEHRETHHARIT
N, I9BEICHAENL RIS EETIC, HEREBEDIB28AMNIELL,
ZNLUSHZI00 N [ZEED R DERSIOHMM - FHEZTEEBSICE>T-,
COMEERZLI-#HE (N.Y.Times) [Zxt LT, DHEW [& Tuskegee
Syphilis Study Ad Hoc PanelZ&%[T1=. CO/NRILDREHREE
(1973F4A288) ¥, AZRRETHHAEDIE, D ELEFHDHH
MEZT5EDITRTUOWVWTHBITEERZELEOEZDOHEE R
BEYALOEMBRICEEL,

EtBROF @ - AREE

REZFRAE R OFIEDERE

19735, AeRMRETDIHAERICHTIRFARFHDAFHEERIET H1=HD
EEAVCONEFRBZRICRHESNT =,

ZERBIMEEZEZRE KR THo=Edward

Kennedy %8 [%, Tuskegee Panel DENEHIZHE> T GRHIMERZHFDIHIL
@) National Human Experimentation Board %X B9 SiEEZIRH LT
M, I DRAAITEMN O, ZHEELLT,
DHEW (Department of Health, Education and Welfare) —— AZ®HET D

MRICERASN DR DH E (BEI<HEEtEH 7).

EHEE S ——National Commission for the Protection of Human Subjects

of Biomedical and Behavioral ResearchZ (GR&IERE D 7x L iERY

= A
FER

LT EFET BHEFDRIL, —National Research Act of 1974 (19744

7H128)

BY

REHEREALRAGEDORE

¢ DHEW

1973108 . CNFETIEH DO TEH LN TV AZHRET HHAR
[Zxt 9 5 HIZEDHEW DR A & T 58 Bl =2 EFBAF B HRICIHE
L7=(38 Fed. Reg. 27,882, Oct. 9, 1973)

197445308 - FAEINHSN-ERZHEFATMED L, TF]
DENT=FRAIEL T2 % (39 Fed. Reg. 18,914)

——WEHERNDEE S (a committee of the organization) [ZLHEE
DEH (F=IC, AREFHHTIRGEHEHANEEDOEHNE
mEntz), A2 74—LK-2 2 FDORNR, DHEWRA|DESTD
BEHDEHENEESINT,




National Research Act & National Commission

1974%7 A 12 H——National Research Act of 1974M 3L,
(DNational CommissionMD EHE .
ZTOEHE—1DEYEZH - TEIFNHARTTOEARNGEREDORE,
QOMEBREBISHS>F-HARSAVDERE, QFRKESE, WA, HERINEHEH
BEEDEEDALIA—LR- OV rOEHDOERE, QOBEARS LY
BB OVWTORE - #E, GE,

@+ Bh @ FA & (ZFE L Tlnstitutional Review Boardi¥ B4 AN 5 DHE
HDIRHEHRFHE DTS (BHAIZ, “Institutional Review Board”d
BRI DEZEICTIBED)

QRs'REERIZDLVT, National CommissionD &) FE T, DHEWIZ X5
Eif - FEEZEL- (SR L),

National Commission&ENJLE R LR—k

National Commission(1974~ 1978 (M ITTHEAMIZEEL, BRI,
fRIRBIZE, WA, B R, KEREE, BHREEEZNRETHHR, IRBE
AV TA—LR a0t MIBETH1ITHROHEE (AppendixZ S L) [TFEED
bht=,

512, 197652 A, National Research Act /% National Commission|Z3K &
FTEYEZN-THENMRETHOERLLGINEEARAMBEREDR
RIBEDERZEITIEOICS, RAZVZTUOBEORILE AV TFLUR-
tUA—IZEWT4BEIZh=dREN M. TORBETDERDIRET
DERIENIVEDL-LR—kTFEEHLNT. NLEVMLR—FTRERE
MRAEZRANTDIEESIVOHEREREDOERMMIPEEA (respect for

persons, beneficence. justice) AVEHLHALT=, The Belmont Report: Ethical Principles

and Guidelines for the Protection of Human Subjects of Research, September 1978.
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REHZERAERNNASIES IL—ILA

1974 DHEW, Protection of Human Subjects (May 30, 1974)—— AZRRET HHHE
[ZE89" 5DHEW DR A D il F

1975 DHEW, Protection of Human Subjects, Technical Amendments (Mar. 13,
1975)——National Research Act [C@& S 5O DHEWHE Bl ZHET (“a
committee of the organization” A% “an Institutional Review Board” I[CEZ#: %)

1981 President’'s Commission for the Study of Ethical Problems in Medicine and
Biomedical and Behavioral Research, Protecting Human Subjects (Dec. 1981)——14"
NTDERETH, HWEREDRED-HDDHHSIRAZFIFIRT 5L581E

1986 Office of Science and Technology Policy (OSTP), Proposed Model Federal
Policy for Protection of Human Subject (June 3, 1986)——Bi{% & T A& EE L 1-E 31
HomfEstE

1988 OSTP, Federal Policy for the Protection of Human Subjects (Nov. 10,
1988)——Proposed Model Federal Policy[ZxfL THEN B RESE(ZHETSN T
Federal PolicyZ A, $AIFELL TIRRSN T (common ruleD EEAMFEHON 1)

1991 OSTP, Federal Policy for the Protection of Human Subjects; Notices and Rules

(June 18, 1991)——Federal Policyh\ 154 T D#RAIEL TR (IE - JL—ILALAL)
11

HHAEDEHITHTEIE - IL—ILDEE
@ Expedited review (§  .110)

*research involving no more than minimal risk

*minor changes
& 1LEEEF
7/ LR R R E (2013) 54 -10(5)
—BWGERE, £EME, R/IROBEKREEZ GRS
AEFZRMEMmEBHEE (2014) 56113
—HFEMRE, BYLGERE, BEREENAME, EMEREENTA
B3R
QO EFREBHICHEITDICOBIRIE (F12-7)& 8§ .116(d) TGE,
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OF-JL—ILDHRET FAERREE

2011.7.26——DHHS, Human Subjects Research Protections: Enhancing
Protections for Research Subjects and Reducing Burden, Delay, and

Ambiguity for Investigators (Advance notice of proposed rulemaking:
ANPRM), 76 Fed. Reg. 44,512, Jul. 26, 2011.

QED - L—ILEIER20ED2011FE7A, EFEAE A (Department of Health
& Human Services = DHHS) [XOSTPEE#EL T, 3F - IL—ILA, SHEERI
R EOEM, REY—EIAMROHEE-TERERE, T—323—X, 1
DR—FYb, WAF N OERVSHEDILKRGEE DEALITK G TEGRL G
TERELT, DB LD EREMBETICH H-fRBIH EBRAMEHL
T2 ZCTE, AERREOREOHRELLLIC, EHLGHRLHEL, X
EIxidd81E, ER BERAUEZELIELHYAICEALT, 2EV-L—ILD
MERZEBIT, HEEERRL, ThSICEALTEANLGERIZHT2ERN
KeHonT=,
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OFE - IL—ILDRET HA|ZE

2015.9.8——Department of Homeland Security 7% & 160 & T, Federal Policy for the
Protection of Human Subjects (Notice of proposed rulemaking: NPRM), 80 Fed. Reg. 53,933,
Sep. 8,2015.

ANPRMCIRTREN-FELGRERIE, LTDI105,

(1) HEAEIE (ERLIEROMAEFBAD I, 2R F AEZR, ERER 245/
L—HTIR, EQHEE) DEM, SREBDEREEICKBICHHRE,

Q) AMEABEEZRAWAHEL, ERIESNTEIEIIL—ILONR, FEREOZRH
HEFIABIZ T BICHEM, Broad consentDHFR, Skl - EELZIFHRDEE-FIFH
BRI 10 LT,

() EHR-HARRERE, ) ERRNFIRERIL.

(5) EBATERINIERNDEERDZHEEHEFERZEICOVTHE—IRBEEZHETIT,
HITIXERDIER,

6) TEBEXRHAREOT —FERHTOIBIRDH D EREEIZA>T=HZEIZ DL T DT
EEEHEIL,

(7) ERDEELEZ(THENDERDEERABEIEVIIL—ILDONRET S,

(8) Broad consent®ROFEIEE LTI RIEMHEC DL TICEH D RERERDHIELY,

) HREHEDER-SEZICHTICEHEDRELER,

(10) BEERERICEZED AT —IN—ZA~NDETR,
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V- IL—ILOBET—HRE
2017.1.19——Department of Homeland Security %£& 16D & FT, Federal Policy for the
Protection of Human Subjects (Final rule), 82 Fed. Reg. 7,149,Jan. 19, 2017.
ANPRM TR RSN - T BLGHE RIS T HEIRLE, LITDESY,
(1) ERPAEIE (EALFROMMEFIADAIEEN, EFFALZE, HERET £ /40
—YIVR, EQHE) DEN, FREABKIRTE (BEEICERFRGLE) [CKIICHRE.
) FELHFE-FHRORE - — REGHAZEFIAIZH TS broad consent DR, 5F4-3E

() ™FIR, ¢4 ERARNFHRESR,

(5) ENTEEINIENDMEED ZiEEHRHAEICDOVNVTEHE—IRBEEEHETT.
HEATIIERDIER,

6) DEBEXNZHAROT —F2ETOBID A D EEFE I A>T=HZRIZ DUV T DT
BEEHREL,

(7) FEIR, ) HHRGERXRNER)

9) HRIEFHEDFIR-FEFCHNVTUCEHDBERLL,

(10) EREREAERICED NRHT—EIN—R~DEEX,

%2020 1 A20 B B D E—IRBEEZHLSME, 2018F1 A 19B M LHEIT- B, s

WEJIEVIL—ILOEE

(a) ERBADERR-WRICEATIRATEDEMIZIDICHOHE,

@ ERBADEERR(S _ .116(a)(5))
ICOEEET, MEREHELAESMIZDONWTHIE T IEDEREERITS

BEELGEREBRICIRT TSI LN RO NI,

@ HAMFEAEBDEM(S  .116(b)9))

(9B AT EENERFEISERRBOINEEZETHERICONT, BAIF
giﬁﬂﬂ%éh, EBMMICHELICIHEROMERICFA-REShLAIGEEDE

@ BMRYEEBAIEB (§  .116(c)(7)-(9)) DB

(MHREDODHABNERFASNLAGENE, BLUHERENZIHSZHT
SMESH,

QEEMICEELGHELERE EANELDZEL) AFREBICHTSNDD,
SNBIEEICITFDEHE,

OFEHEHWAIAEICEALT, MELNEST /L —IIVREEATVSE
X ZDAEEE L HH N ESDH,

16




WIEJED-IL—ILDOBE

(b) 8k EER AL - B DIRE - — REGBAZEFI IS x3 9 Sbroad consent® FF
B(§_ .116(d))
(1 Broad consenthNHFABINBDIEE
(DA ED=HIZEITHAEE LN TIRESN D) I AT e E A
BHRELITERBHORES SV ZRMOAEF|HIZX I Sbroad consenthH’
HFRINt-,
@ [LTHE]

(c) ICEHDRER-EE(S _ .116()

@ ®ERICEALT, BAMEELER - ARORFEZRMAEFIAICHT S
broad consentZF RO LNF-ENZTNEFIEEEZLIZIGEIZIX, IRBIEX, D &S
BREFECRMMEIRICHTIREEZRRT HIEIETELGLIENETE
Sht=(s_ 116(D(1)).

Q@ BBR-ZEELNEHONDZEHLELT, AEMNHBAIATRELENEHR - AR
FOEREETIHESIC, AED, BRIFHR-HAHEHA ATEeIREETRHWS
CEHBLICERT HIED, EB L, RAugeThD &, NEMESNT=
(s 116(H(3)(ii).
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WEJIEIL—ILOEE

(d) MREFBEDBIR-ZEZICHEFTIICEHEDRER(S  .116(g))
HRED, ARIFFHEDER, &, BERUEHEDEMT, TOICKK, &
H]-HMEIRG I A LEBUMRIEZIRBAKE T HEMRBHoNT,
(e) ICXEDNIITHALTDRFE(S  .116(h))
ERDAETHEMR- MBI HERRARICEALTIL, WBEZT5EFFE
EHOAEFD, ICXEDOVLEHTIRBARZELE-LD1HEZARDERY T
THAMBHETEIENEFHF TN,
() —ERDOWAEICK T DT EEZHDEL(S _ .109(D)
CNETEBEMTONTEIRBIZEZE1E L EQ#FEEEH, DRE
EEORZLETELHZE, QREIRBOEEEZIT-HE, @@T —FfEHT
GRAFTRELB IR - A OEHEEL), FIEOXMREDEHEEERET —2
IREDEREIZASEMREIZDONTIX, RAIELTRELSMT,
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WEIE - IL—ILDOEE

(g) ZHEFXRMEICOVTHOE—IRBEEDEFFIT(S  114)

S HERMRICS NI S5 RENICAET HifEkIE, ERENTE
SN BT (DERS) DT, B—IRBICKD—{EBEFZ(F, &K
BEENEH M ToNT-, BEICH-BIRBIL, AREFHB-EHEIT S
EHETNEEL, FzlE, ELEHRMNREL, AREHETIHETH
AKRITBEDEEHONT=,

=120, QAP EHDIRBOBEZ RO IR L, QAR EHE-E
T ZEMETH, BRBFEDKRICIIE—IRBOFEALTEY THS
LHIERT HMEICONTIE, —EBEEEDOHNLRDHENS,

(d w |
O

WEJEIIL—ILDME
(hy ARMERDSATICIRESNAIRESENDOABDERIE
EHmEMNSEFIIRESNAHENICEAT2ESHAKIBICERIESN T,
@ @FEVIL—ILUSZEERIESTT D) HENFEEDSTHEHE DHIR
@ HEEHIMKHLT BIRBERTT HEHDHIR
@ IRBRE4LE FHRELEDRTEHDIRBOEHRE~NDEE
BE, EHRELBOEL (FWA) ZFHFDMHEERA, ZDEHALYT BIRBAOHRPIC
Z8kSh, IRBICEAT S8 1078KU 8 108DIMEICLIzA ST,
BUCBRSNTWAILERRTIEEEZESLEEDOLELY,
@ HMIEFZDIRBAAREER T IEEDEXDABICDONTERERT HE
BOHFE
A RELIZIRBOARZEIR T HIHEIC, AREMRERA HELER
[ZDWTEHEIRBIIKML T 52 &, BLUAEV IL—ILDEHESTDI=HIZ
MEEMEHEREIRBIR BN GIEZ(T5EEENETRIRT IENEH
Dotz (HEZRD S .1035%(e)) o

20




WEIEIIL—ILDOMEITH - BB DO ELER

@ Federal Policy for the Protection of Human Subjects: Delay of the
Revisions to the Federal Policy for the Protection of Human Subjects
(Interim final rule), 83 Fed. Reg. 2,885 (Jan. 22, 2018).

NRBRICH IS ERBERESZ S ELELERETRABELLT,
FORITERIV—BMERBZ2018FE 78198 IZEL T 2L EiRE|
MERIN-(SHIZEEFEEETHELTE) BB, SHEHRAE—
FEEEMD2020FE1 B20HBITIEEEINGEMNoT=,

@ Federal Policy for the Protection of Human Subjects: Six Month Delay of
the General Compliance Date of Revisions While Allowing the Use of
Three Burden-Reducing Provisions During the Delay Period, 83 Fed. Reg.
28,497 (June 19, 2018).

WEAEY - IL—ILDO—BHERAB%2019F1B21HEEH DL EER
EIHMAINERENT=,

21

Final NIH Policy on the Use of a Single Institutional Review
Board for Multi-Site Research NOT-OD-16-094, June 21, 2016)

The National Institutes of Health (NIH) Policy on the Use of a Single Institutional Review Board of
Record for Multi-Site Research establishes the expectation that all sites participating in multi—
site studies involving non—exempt human subjects research funded by the National Institutes of
Health (NIH) will use a single Institutional Review Board (sIRB) to conduct the ethical review
required by the Department of Health and Human Services regulations for the Protection of
Human Subjects at 45 CFR Part 46. This policy, which is consistent with 45 CFR Part 46.114, is
intended to enhance and streamline the process of IRB review and reduce inefficiencies so that

research can proceed as expeditiously as possible without compromising ethical principles and
protections for human research participants.

(2 MR B —IRB{E A ICRE I ANIHIE &1 1 (&, NIHAY#EN T 2 GE AR R R THEL) A
HNEMBTEFELEHEMEICSINTHIT N TODMEED, 45 CFR Part 46(DDHHSHERE R
ERANKRDIGEBEELTIOIZ, BE—IRBEAWVACELEEFTEIELEED D, KNG
#H1%, 45 CFR Part 46.114 [JEELTHY, IRBEBEFHERIL-FEICTREEDITERE
BASE, VLTI, MEBRBCHEBRERELIRGIZLGS, AR ATRELRY FBIZEST
TELFIEREIN-EDTHS,

[FEATIE, 2%, 201745 A25 LS TULMAY, RIS, 20185 1 A25BICEM SN ],

KX
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EURGRREABRIE

2001.5.EUBEEREXERFE S (Directive 2001/20/EC: Clinical Trials Directive) 2%
n

® FERAXE —AEREEZ A LLERRER GENT AERZ RO

® FEERERER—— A3t BB T, DFEREE (investigational medicinal
products) DERRHY, FEZH, EVMEBEMUNRZRER -RIET S
EEEMETDHLD, OHBREDRIMERZRIET HLEBMET D
LD, QL2 -AMEZHRE T LEMNTHEREDORIL, 7%, K5,
HEMZEME T HEEZEMETHED (2(a)
o HERE —EYMBKOEFEMEF XTS5 EART, BKRHARIC E}'Dl,\
Tutﬁﬁwﬂ%&&éitli*‘lﬂﬁtbfﬁﬁL\bh%fbo) BEARERE
ERBNOMRTERA-FAE-BEINLGID, KRB INT- ﬁﬁﬁiuﬂf

FERASINDZE, KEBSNEBKITOVWTEMERZFL-HICH
LWonBBEEZEET,
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EURGRPREAERE

3% BRRABREREDRE

FE2IE BRAREHRIILU T DHEIR>TERETED,

(a) FPRISNDURVERED, HERELSFIVHMORAFITFRDE
BICTHFINDFIREBESH, HEZE S = (Ethics Committee) §
FO/FEMEDLEN, HFSNDERME LIV ARE L
FRMNIRIZEE LT HEDMERICEET HIBZEICROTHIRT
=, COEHORRAKRGEMNIZE=SI—SNDGEICE > THRGET
BHIEMTED,
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EUERIREAERIER

Fok HEZES

F1IE MBEE BRABREEZENELT REZESORE-EEICVLER
BEFECLITNIEESAL,

$218 MERERIE, BRABRORBAENC, KOGNDIMRIZTOWVT, TOE
REHIBTNIEELEL,

F31E MEFERE TOERFZAETHICHI--T, &S, UTORZEHRETL
AR A=Y A A

(a) BRERABROERLTOABRT 1>

(b) FEIEFE2H()BTROONDFRISNLFEEVRIDE MM HRTE, £

DIER/RMELHESIND D THSH

(c) ZakaiL

(d) MRBERUMARXIERZYTDEEE

(e) [HEREDATOHERIEHRT SHABREDHR EBRT—42 I3 ARETO— v—

(H HMEDE [LUITH]
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EURRIRAERTE T
Fok HEEAS

F51E BEZFERFIEMNCHEFEZEDZEALL, BEESIUHEZMBEICE
TAAMELURICEHMEDERZHIETIC, ZROBNEZLNS,

F6lH MERERIL BERFROLIBFICOVTORITEMAIZ, BHEEMD
T CICIRHEIN - BEREZHE T S ERERDDIKELE1EIZR>TEDZEMNT
x5, FSETEHDIHAMIL, HRFEHRDZHEETETLALY,

E7E& FSETHETI0HDHBDIER(T, BT ABRTIXAMELARED
FHODEER, FHIEGEFREEYESOEERERNRLETEHBOIGES
RRUNT, BHLNEL, ...

B1%& B—ER
MBEIE BE—0mBEOHELRNICRESN-ZHHEEEERAERICRIL T, M
ZELOHIHIDHLT, UZNBEICE—DERDEIREEDIFHEEE
[FEFhIELE S,

B ICEHDOMBEEICEVWVTERSINDZHERFERABEDIFEICENTIE, &
EERARICEDLANEEGICE—DERNHEIN L TR ELSE,
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EURG REAER R Al

2014.4.16. EU issued Clinical Trial Regulation: Regulation (EU) No
536/2014 of the European Parliament and of the Council of 16
April 2014 on clinical trials on medicinal products for human use,
and repealing Directive 2001/20/EC.

€ 7L, 2016F5A28B LIBREDEIT. DB, [Z2018F 10 A ME1T
(ZIEHA, 201756 A 168, 20195 # 3 ITIEH,

IRE B The audit of the system will commence in December 2020.

o MBEEMNETHEZELLILERDDIERIDL, ERESTELT
DN AZEFEFDFRANIZ,

o EHEMERERRARICOWT, —ECLOBEEREND, EEH
FElE—A&1E,

o RREERRARIIH I HBRMEHDEA,
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EUER# 55 A
Europe Medical Device Regulation (MDR)

2017.4.5. EU issued Medical Device Regulation: Regulation (EU) 2017/745
of the European Parliament and of the Council of 5 April 2017 on
medical devices, amending Directive 2001/83/EC, Regulation (EC) No
178/2002 and Regulation (EC) No 1223/2009 and repealing Council
Directives 90/385/EEC and 93/42/EEC.

€2017F5A258 %%, 2020F5A26 AT (LY RLVERZ EH S48
Hdb, BRERPIRICEALTIEGLY) .

o MBEEDERNERTELTOAZE DA,

® HREICEH AR LERRMRICEEDIRFEED D,

® EHETEHEDEERMEICONT, BE— DKM RENTTEE
(78%) -
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S5 30K

& H EISETRONES (EU) ITH T AR R R I FRESEF27570
H(2012)

OERFTHRFIEUEBRIRABRIES &4 ) RER PR A BR#R BIl | & PR 571
31(2)351E (2004), RITEU (FRINESR) IZH T HERRARFIE DR E IR
42(2)%:486H (2014)

O GHEEL SR RICETIENDRHEENEOHELOLLE IEE
HBHEARERPSTRUFERIEATRESE

ST TERRARICE T HRRFER EHOAE DR - A FIE D LLE B
RIBEEFBREAREFNE TR BEE~20EEREMRREE-
BIEMRHRESE
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2% Rk

QNI A)NWEREIZE TLEEMERG IERES EF27T558~69E
(2012)

S9E41TE IRTD — EFMOATHERE-HBITS

m 6TH HE — xRT

QHITERRMREICH T ETA)HEREDORFIFHRESEF13551~68H
(1998)

S LHBELI-RTAREERMFERDPDFI7AILIE, HEZRHAB DI
http://www2.kobe—u.ac jp/ emaruyam/medical/Lecture/lecture.html

[THBHLFET,
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