USYINIVAT T AR T4T1a—MER ST
ELSI-STHHE

BRR D EF B ZERE T

MERPZREHRE
PARTIE:

* E
EREBAFIZ & ZEH

BREICH T HERRIFEI T DR

*Common Rule ——EFRDEE Fr HNEME = ILFHBIT BT Ixt

LTCERASNSRH (&R DEH)

*FDA Regulations —HEZDERRAREBOERELEICERAINS

BREREMBE (Food and Drug Administration) DR (BE 38 &0
EREBRZFORTORDEHETHED, TORWEHNERED
FOIATSMEREISERAIND)

*FDA Regulations %, 1970 F & LIE, ABKIZIE Common

2

Rule ICBEIERLSBESNTE =,

1st Century Cares Act (2016) § 3023(a) *-the Secretary of Health and Human
Services *+re:- 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—ILDEH

OEMDATHEE-HTEMEICSMT IHEMEERICTLT,
OE - IL—)LESFDFEFIZE (written assurance) DIEHEEHE DT
BIEICFHOTHREREORNUZHR REL ERLEFLHED
EHE (Federalwide Assurance, FWA) #1KkERE{R#ER (Office for Human
Research Protections, OHRP) IZIRHL, ZDERBEBDHZEMNRKRDLNTIND),

QBMEMERICKL, BREXTITHONLIERDOETHER- B
THRARIZOVNT, TORABEERIZEEL, M OEREDERIC
LM-2 iR N ZEEZE B £ (institutional review board, IRB) AS1E ]
ITBAEN TSI LEHERTDEIRODHEEDIC, TOHEA-H
BICOVWTEBERTE,

BEZDHEBREDREDONEDHIZHEELDELT, 12 T+—LE-0
>tz (informed consent, IC) DEHIZDWNVTOHFMIAIRE

FDA#E DHEW—DHHS : 3E€> - Lb—JL [WMA : NLY Y FE

l]HH

1938

Food, Drug, and Cosmetic Act
(EEZARFTAT608 & H)

1962

Drug Amendments of 1962
(EZE R ICFDADKR,
BWRE DRB)

1964

D. of Helsinki (consent)

1966

FDARRAI (FEIC, ICRMEM PHSEBRERIET (RESEE
DEHEL) 1)

1971 | Al 2 EEHRICEESEE

1972 ZAFF— fﬁﬁﬁnifii‘é

1974 DHEWRAIHIE (5)

1974 National Research Act(7)

1975 D. of Helsinki GE®, ZE8%)
1978 The Belmont Report

1981 | FDARRIKET DHHS#RRISIE /AR EER &

1991 Common Rule

2017 Common Rule®tz] (2019#67T)

g

JEV-IIL—ILDER

@ Tuskegee Syphilis StudyD#RiE&Ad Hoc PaneliR &5 E
T 5/37 I Tuskegee T1932FE M5, 400 NDEAHHEBE L200AD
EAMBEEZHBRELLT, BEOBARBBEZHETLIHALTD
n, I9DBFEITHEN RSN EETIC, WBREEODSIH28AMNIELEL,
ZTNLSMZI00 N EED R AZE RSO - FFHEZTEEIITE>T-,
COMEEREL-RE (N.Y.Times) IS LT, DHEW(iTuskegee
Syphilis Study Ad Hoc PanelZ&%(F7=. CD/NRILDHEHRE
(1973454 A288) &, AZRRLETIHAEDSS d‘?&(t%éﬂio)ﬁ
Bz 21153 DIT AT DWNTHRHN T HEREL DEHR DO Z R
BETALERBERICHELI,




REZFEULERAOFE DEE

1973, AERRETHIHARICH T HRFAFDORHEERET 5=HD
EEDSVONERMERITIRE SN,

tROFE A REEZERERBINIEERLRZTER THo-Edward
Kennedy i&B &, Tuskegee Panel DENE(ZHE>T GRFIMERZHF DOMIL
®)National Human Experimentation Board %R BT DiEAEFIRH LTz
W, BT BRAAILEN Tz, ZIFEELT,

DHEW (Department of Health, Education and Welfare) — AZ® &R LTS
MEISERSN DB OFIE (BECIEEtEHoT2) o

E S ——National Commission for the Protection of Human Subjects
of Biomedical and Behavioral Research% GR#ER DT LVEREE S &
LO FZET BiEE DI, —National Research Act of 1974 (19744
7R128)

REEHFRAL ARG EDREE

¢ DHEW

93FI0R : CHETHH DB TEDON TV ZAZHRET HHE
129 5 HEZDHEW DR AT HRAIELE BT ERICIEE
L7=(38 Fed. Reg. 27,882, Oct. 9, 1973) ,

1974F5A30R : FAEMNOHESN-BERERFATNEDN L, TE)
D ENFFHRAIEL T (39 Fed. Reg. 18,914)

—HAERHEHZDNDEES (a committee of the organization) [ZLEHEE
DEHF=IC, FREFDICHTIRGEHEHNEEOESMNE
mEhtz), 412 74—LE-a0 U bDORZE, DHEWRAIQEFD
BHOEEIRESNT-,

National Research Act & National Commission

197447 A 12H——National Research Act of 1974 3L,
(DNational CommissionDEFE .
ZOEHF——)DEMERM - THFENATTHOEANREREDORTE,
QHMBREISASFEAAIRSAVDERE, QFRKEE, NA, HERINEEH
BEEDBADALI+—LE -V FOBERORE, OBEFARLS LUV
BHARICOVTORE R, 4L,

@B D B EE(ZBE L Tlnstitutional Review BoardiRE T & D DI
FHDBHBEZRIEDT5 (H%HIZ, “Institutional Review Board”®
BIFEZOERICTIEDS),

QRLIREERIZDULVT, National CommissionDE)&EFE T, DHEWIZ KB
EiE-HBEZEELZ(ESMDL),

National Commission&ENJLE M- LAR—k

National Commission(d1974~1978EIZMIT TR AMIZEFEL, BREL,
BREHRE, BA, FHNE KEES, AHEEEEZRRETIHARE, IRBE
A2 TH+—LE-a U MIET517TMOREE (AppendixEEF L) [TFELED
DY (W i

X512, 197652 A, National Research Act A% National Commission|Z3K &
I EYEEN - THENAREHORBLLIRNETEANGEREDIR
RIBEDEEEITIRLDIC, RZVTUBREDOANILE OV TFLU R
TUA—ICEVWT4HBIChIZ3 BRI, TOREBLEZOHRDOBE
DERIENIVEVR-LIR—RIZEEDONTz. RLEVLIR—FTIEERLE
MEFZRFNTIEESIVHEBREREOERMMGEFE (respect for

persons, beneficence, justice) AVEHL STz, The Belmont Report: Ethical Principles

and Guidelines for the Protection of Human Subjects of Research, September 1978.
10

RigEEAERAUMIEL IL—ILA
1974 DHEW, Protection of Human Subjects (May 30, 1974)—— AZEXtRET HHHE
(SR8 9" 2DHEWDIRAI D Hil
1975 DHEW, Protection of Human Subjects, Technical Amendments (Mar. 13,
1975)——National Research Act [Z# & S 5 1-DHEWH Bl Z K ET (“a
committee of the organization” /% “an Institutional Review Board” [ZBEH#X )

1981 President's Commission for the Study of Ethical Problems in Medicine and

Biomedical and Behavioral Research, Protecting Human Subjects (Dec. 1981)——19~

RTOERAETH, #HE FEDT-HDDHHSFRAEFIRT HL58E

1986 Office of Science and Technology Policy (OSTP), Proposed Model Federal
Policy for Protection of Human Subject (June 3, 1986)——BS{& & FF AN KA L 1= 5
B

1988 OSTP, Federal Policy for the Protection of Human Subjects (Nov. 10,
1988)——Proposed Model Federal PolicylZxtL THiSh =B RESE(HETSN =
Federal PolicyZAY, #HAIFELL TIRARSN = (common ruleD EFELMFEHONTZ)

1991 OSTP, Federal Policy for the Protection of Human Subjects; Notices and Rules
(June 18, 1991)——Federal Policyh' 154 FF DFFBIEL THIL (A2 - JL—ILEKIT)

1

HHAEDEHITHTEIE - L—ILDEE
@ Expedited review (§ _ .110)
*research involving no more than minimal risk
*minor changes
& TEEE Tk
7/ LR G EEE (2013) 5 4-10(5)
—BWEERE, XRAWE, RPROBKREEZGORR
ABEFRMARMEIEE (2014)511-3
—éilﬁlﬁﬁ?%, BWLGEE, BEREENATR, BREEENA
51T

SEFRIEHICHITHICOEMIL (F12-7)E§  .116(d) &,




OFY - IL—ILDHRET FERESE

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.

JED - L—ILEIEZR20FED201145F7R, EFIELEAE (Department of Health
& Human Services = DHHS) [FOSTP&EHL T, IEL - IL—ILAY, SHEERH
FEFAROEM, REV—EXARAROHIZ - THREHR, T—93—X, 1
DE—=FIh, NAFNDDERVSHRDIERGE DRI IS TELRL >
TERELT, 2EL =)L O ERIHETICE T - RAIGIEETLEMZEHL
2o ZETE, AN REQREORELLLIC, BRUMAEHEL, BIR
Elcxd a1, B EAMEFHOIEIHYHCBEILT 3TV IL—ILO
MEREBT, HEEZRRL, ThoICBALTEANAERICE SRR
Rebont=,

13

AEV - L—IILORET—HRAIZE
2015.9.8——Department of Homeland Security % & 16D & FF, Federal Policy for the

Protection of Human Subjects (Notice of proposed rulemaking: NPRM), 80 Fed. Reg. 53,933,
Sep. 8,2015.
ANPRMTIRRENT-FELZIERIE, LITD105,

(1) ERBAZEIE (B LIEROMARAADIAE, EFIF AL, ERMAR £7/
LI—DIUR, ENHEE) DEM, SHEADEKEREICLICHORE.

) AMASEEERVSHEL, BELIESNTEIE IL—ILONE, RESRDZKHY
MEF AT BICHEY, Broad consentD R, ¥ - FEERIFHROBRE -FIA
HRIEI0EUT,

() 1EHR-HEHREEE, ¢ BERABRNFREERIL,

(5) EBNTEESNSENDOIERD LI EHAERIC DOV TE—IRBEERHE[T T,
MEATIZERD3ER,

6) TEBEERNEHEAOT —2EITOBID A D EEREIZ Ao =FEIZ DL T O
BEZEMHEL,

(7) EFHDELEZITIENDIERDERAREIT I —ILDOFRRET S,
(8) Broad consent®D3RHEETLI=RIRIHE I DLV TICEHDRBFE DD,
9) RMRFEHEDER-ZEZITHBITRICEHDER.,

(10) ERERERERICXED AT —IN—A~DEER,

2FEVL—ILOHET—HREI
2017.1.19——Department of Homeland Security #:& 16 & T, Federal Policy for the
Protection of Human Subjects (Final rule), 82 Fed. Reg. 7,149,Jan. 19, 2017.
ZANPRM CHRIRSNT=E BELHIE A3t DEURLME, LITFDESY,

(1) FRBAEIE (ERLIERDOMMEF A TEEN, BRFHALZE, HERET 245 /4
Y=Y R, EQFEE) DB, SRABKIRE (BHEICERFRLL) ICRHICOHHE.
(2) FELHF-FERORE - —REIFAZFIAICXE T S broad consent DEFE, 58Ft-JE

ERERORE - FIFALAMISERRET 5L,
(3) TR, @) ERBNFHRESR,
(5) BNTEESNSERNDIERD L MR E ROV TE—IRBEERHT T,
MEATIEERDIER,
(6) BEBEFRHRAOT BT ORI DA D ERRECAST-HRIC DT OHEAT
BEEMHREIL,
(7) THHR, 8) BHRGERMRAERE)
9) MEEHEEDORR-ZEEFICBNVTUCERHOBERLL.
(10) BRERFRERICXEDNBT—IN—R~DEER,
%20208 1 A20 B EADE—IRBEEZEHLISME, 201851 A 19BMLHEST-EA, !

WEIAEV - IL—ILDE

(a) ERFADER-NERICETIREDEMIZLDICOHE,

@ EREADEERR(S_ .116(a)(5))

ICOEEET, HEEHENAESMIZIONTHTIBRDOIEBEEZEITS

EELBERFERICIETT S LA ROONT,

@ EAMEBAEEOEM(S  .116(b)9)

(9B Al BE B AR E (FAERABDOINELTESTHREICDOLT, HHIF
DY EIBRSN, BIMICHELICHEEOMEICT A -RESN LA EEHEDE
&,

@ BMMMEBAER (§ _ .116(c)(7)-(9)) DiBHN

DR RBOABLNEFFASNDAEEN, BLURRENZTCHLZEHT
SMESH,

OBEEMNICEELHMEEE EANEGEDEET) ANREICHTSNSH

ENBBEICIFTEDEH,
OFRMEAVDHARICEALT, HELLT /L —YIVREBATNDE
I ZDRBEMENHEMNES M,

16

WEIEVIL—ILDBE

(b) EAIATRES K - BHDREE - — REHEFIFHIZX T Bbroad consent® EF
B(§_ .116(d)
@ Broad consentWHFBFSNBI5HE
(DA RDF=DICFE - (EFHAT B RILIS TIRESN D) F A AT RERE A
ERELIFERAHORES IV Z R AIZxF Dbroad consenth’
RSNt
@ [LATFEE]

() ICEHDGRR-ETE(S__ .116(1)

@ @BRICEALT, BAIAREER - A ORGFEEZRMHARFAICTH TS
broad consentZRDONI-FENETNEEBELIESICE, IRBIE, TD &S
BRELZRMARFAICHTIRELZRIRT HILIETERNIENRE
Eht=(s_ 116(0(1)).

@ RBR-LEEANRBOONDIEHELT, AR E ATREAEAER AKR
HOFEREELIHERIC, IR, BERHER-HABEHA TEEKETRHWS
CEBLIZERTHIEN, ERL, FAIGETHDHI L, NEMSNT:
(s 116(D(3)(ii)) o

17

WEIEVIL—ILDBE

(d) MEEHEOER-BEZICBFTIICEHDRER(S _ .116(g)

HRED, HREHEDER & BEEMHEDENT, ZOICHL, 1§
|-AMERGTHCLEEOMRIEZIRBOIRRB T HENBHONT-,
(e) ICXENIIIYALTHOAEKR(S  .116(h)

EIHOETHER -HBITSERARICBELTIE, MBEZT5EEIL
EROEFH, ICXEQOUVLEFTIRBAEZALI-ELD 182 ABDERY
THAMIBHETEIENEFH TN T,

(H —EBOMEICH T HMGEEEHOBEL(S_ .109(hH)

NETEHMITONTELIRBIZEDF 1R EQBMGEEN, DIE
BEDONRETEDLHE, QREIRBOBEEZIT-ME, Q@TF —2#E4
(BRI TR ER- A OBNEED), FEOXNEEDEBMEERKRT—4
IREDEEBEICAS=HARIZDONTIE, REIELTREELSNT-,




WEIEV - IL—ILOE

() ZHEFEXRHARICOVTOE—IRBEEDRFHEFMFIF(§_ .114)

ZEHRRRICSMT IERENICFES SIEEIE ERENTE
BEESNBME (DM IZDOVT, B—IRBIZKS—IEEEFZ(4, &R
BRIENEHF ToNT-, BEICH-ZIRBIE, FREMB-EHET S
ERAETHIEEL, F(F, EBMEHRMNREL, AREHBITIETH
AKRBTDLDEEDHLNTIZ

2L, QFESEHDOIRBOBFELRDDIMIT, QA RLEHE-X
BT 2BHEFA, LHEFEDRRICILE—IRBOFEANTEY THS
LHIERT AHMRISOVTIE, —FEEEOHNNROHEND,

WEAEV - IL—ILDE
(h) HIEMEENSEFTITIRESNEREENOABRDERL
FEERASEFICIRESNAHMNICET B4 KEIZE RSN,
@ (@EY IL—ILRUSMZEERAESTT S) HERREO ST DHIFR
@ MEEMMKILT HIRBER TS HEHDHI
@ IRBEELE, FHELEDRTEHDRBOEJRE~DHH
BE, EMHBOEN (FWA) EH DR, TDEIT HIRBHOHRPIZ
ZikSh, IRBICEET S8 1078KU s 108DMEICLI=AST,
BEUIHERINTWAILERBRTIETEZASILEEDLLAL,
@ MEZORBIAERZERT I5EOEEDNBICOVNTRET &
BOHE
fthiE AR ELT-IRBI AR ZEER T HHEIC, ARERBERI LRER
[SDOWTHEZIRBITIRILT B2 L, BLUIE - IL—ILDEHETFD=HIZ
R EMMEREIRBREERASIEZTIEEEXETRRTIENERS
Ditohfz(REZD S .1035(eE).
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WIEIETIL—ILDIEITH - E A EH O EE]

@ 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).

WRMEER I IS ERREMZ S Z SR ETERALTRBBELLT,
ZOMITASLIU—RMBERABZ2018F7A19RICIEL T 2 E EHRAI
MERINIZ(SOITHFFEHRTEIELTEH) AL, LHBHARHR—
EEEM20205F1 A20B BT FERESNGEMN o=,

@ 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).

WEIED - IL—ILO—MEABRZE2019F1 21 BEEHIEER
ETHRAINE RSN,
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Final NIH Policy on the Use of a Single Institutional Review
Board for Multi-Site Research NOT-0D-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.

I % iR Z0 B —IRBE A RS9 ANIHFE &1 11d, NHAVE BN S % GRS R THL) A
HEREEEL LHEMBICSNT 5T X TDNMEEEA, 45 CFR Part 46(DDHHSHHERE {R
FRANRODIBEEEF(TOEOIC, B—IRBEAWVSCLEFHFITIELEED D, K5
$ti%, 45 CFR Part 46.114 [ZEELTHY, IRBEEFHEMIL - FIBICT S ICHERE
BAEE, VLTI, MEBRACHKBRERETIBGSIILGL HARNAREGRY FBISET
TEDISERSNILDTH D,

[$Ef71&, 2140, 201745 A25H &S TOAY, KIS, 201851 A25AISESShr=. ],

2

e - E U
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=4 = A
EURGREAERIED
2001.5.EUBG R ER$E 4 (Directive 2001/20/EC: Clinical Trials Directive) 4%

® FEANR——AREL AL HERREER GEN ARERZRR

® FREREAER—— AICx9 5588 T, DiXERE (investigational medicinal
products) DEGIRHI, FEFH), EMERFMNREZRR -RIETHC
LEBEMETHLD, QRREDEIMERZRETHILEBMET S
L0, QREM- AWM EHERT HEMTHEREDORIY, 5%, K3
HEEHARTEEEZENET HED (2(a)

o HEBRE ——EMBIKOEENEF T TS5 ART, BRERIZEL
THEBOMRLELGDIFIEIHBELTRLLONDLD, BERBET,
ABENOBRTER-AEG-AESNDILD, REBSN-BL LN T
FRINZDEE, RBSNHBRIZOWTENEHREBS=0IZH
LWondIGEEET,

24




EUBRIREERIER

FE3E BRRABRBBREDRE

218 BRERHAER I LI T DB EICR>TEETES,

(@) FPRAISNBIRIETED, HRESFVUMOBEFEILFHFRDE
FICHHF NI B LEESN, HEZFE S (Ethics Committee) 35
U /ELIEMEQLBL, HFSINDEEMB LU A RBEEN
FBENURDEIE LT HEDFERICEET HIHFEICR-THIIBT
= COEHDOFERIAKBEHIZESSA—SNDEB SR TS
BIENTED,
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EUBRREAERTE T
Fok HEEES

F1E MBE, BRRBREREEZENELT REZERDORE EEICLER
BBEEHELZIThIERESAL,

$£21F MEZARE BERHRORMBRETIIC, ROSILHRICDONT, TOE
REHIL I NIEESEL,

H3E MEZESE TOERZAETAICH-T, IS, UTORAFRETL
BIFnEESEL,

(a) BRRABRDERLZDABRT 1>

(b) FEIEHE2HR)BETROLNDFASNIFBLIVRIDOFENFHE TE, T
DIERDPEZLINEEDTHLH

() Fakan

(d) MIRBRUMRXIERZYIOBEEME

(e) [FHEREED ATORERI RS HHEREDEER- KR T— 5 2 AT E T A— v—

() MEEDHE [LITH]
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EURGRRRAERIE R
Fok HEZAZ

%51 MEZESEIENCHRFEOZEAND, REESIVLRMBEICE
FEMELRBICEHA=NEREHTETIC, HROHSEZIbNS,

HolE MEZARE, BEREROIBHICOVTORAMAMAIZ, BEENDL
T TIRHEESN-EHERM R T HFRERDHKBELZIBICROTESHZEMNT
&5, FSATEHHHMIE, HRERDZEFTETLAL,

B7% FSETHETD00ADHEDERL, BEFARFIHRMIEERD
ONERR FERECFREEVESTERRENRETIABRDEE
EBRNT, BoHong, .

BI1% B—BR

MBEEE, E—0mBEOHELNICRESNT- L ERERRARICEALT, ME
ZE2OVHAIDHLT, BEMBEFRICHEH—DERDORIREFEDLFiEE
[ EESEEN,
BRICEROMBEICBWTEBSN S S IERBRMBOZEEICENTIE, 4
FERRHRICELIMBEEEICE—OERNSHEING TN IEESE,
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EUBGPRELE& AR 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.

& L%, 201655 A28B LI DETT, D5, (22018510 A FEAT
IIEH, 201746 A 168, 2019 &3 ITHEH,

I 7£ B The audit of the system will commence in December 2020.

o MBEAESHEZE LI LERDDIIEEND, ERESELT
DI HEFEDRAIIZ,

o EHEMRERRARICOVNT, —ECLOEEHRBENS, BEH
HBlE—&K1k,

o REERERKRHRI AT ABENEGDER,

28

EUER#RHRA
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.

201745 A25 B $3), 202055 A26 BT (LY RLERZESH 2458
Hdb, BRRMEICBEAL TG .

o MBEDERETELTORAZEDHRE,

o IO LRFILIAMERICEHLIRATEED D,

o EHETEMDIRMEIZDONT, E— DEERMZEEREN T4
(7858) o
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SE Xk

& F EISETRRMES (EU) (B T RER R AR RE I ERES EF27570
H(2012)

OERTHRFIEURRKABIES LA X ) REGRS B R B BRER 57 1@
31(2)351E (2004), RITEU (FRMES) (235 1+ B ERFREXER HIl FE DR E | F
42(2)#:486H (2014)

S EEFEAEERARICETIENDEHEFNEDOFIELDOLLEIEE
FRHNEMEERMS ERUFERIEAERES

ST TERIKTARICE T ARCREE EH O E DR - i 5 E D Lk 5f
RIEEFBHHERRERNETIRBEE~26FEREMRHRES-
BIERRREE
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SE XM

QAT TAYNERBIZH T LERARRH IFHRESEF27558~69H
(2012)

S9OE4TE TRTD — EMOETHER-HETD

B 6fTH HE — ®7F

QATERERMRICK T 27 AINEREDORG I FHREREF13551~68H
(1998)

QLEMELI-RIAFEEMERDPDFI7AILIE, ERKAFIC
http://www2.kobe—u.ac jp/ emaruyam/medical/Lecture/lecture.html

ICBHLET,

31






