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The relationship between human dignity and human rights

— Can we balance human dignity with the conflicting value of human rights,
such as academic and research freedom, right to the pursuit of happiness,
and/or right to self-determination? —

Tadahiro Mitsuishi
Mitsuishi Law & Patent Office

Abstract

The term human dignity has recently been used in several Japanese norms concerning medical research
involving human subjects, their physical parts and/or information. The term, being a fundamental concept of
Christianity and having a long history, first appeared in international norms such as the Universal Declaration
of Human Rights and the International Covenants on Economic, Social and Cultural Rights, as well as Civil and
Political Rights, a background of which, perhaps, is the cruel human experimentations practised by doctors in
the Third German (Nazi) Empire.

The term has become not only an ethical but also a legal concept. Violation of human dignity means inhuman
or degrading treatment, for instance, a person being utilized only as a measure of science and/or society. All
freedoms and fundamental human rights are derived from human dignity. According to the general scholarly
opinion, in Japan, human dignity means equal to respect for individual prescribed in the Constitution of Japan.
This opinion, however 1s questionable now, especially after the Cloning Restriction Act was established in
2000.

It should be considered that one may not be able to balance human dignity with conflicting values such as
academic and research freedom, the right to the pursuit of happiness, or the right to self-determination. However,
there may be some limit to being able to raise the issue of human dignity in order to compare constitutional
values. In other words, human dignity may not have absoluteness.

The human embryo and the fetus are holders of human dignity, although the completeness of their human
dignity may differ from that of those who are already born.

The concept of human dignity has been remote and cold for us, Japanese, yet we need to thoroughly
consider these issues, not leavmg them as they are, and to create a concept of it more attuned to Japanese
culture and tradition. :

Key words
human dignity, academic and research freedom, right to pursuit of happiness, right to self-determination, human
embryo and fetus

Rinsho Hyoka (Clinical Evaluation) 2007 ; 34 : 93-101.



B bR 5FMl 34415 2007

1. BUIC--TBEDRE

AfE - ABREER -BREHRET5ALLON
TORMFWEICET ZREDO P T, AfDH
BV DER, BAT, T2, k<Bbh3 L
- TER HhES, AOEL M, W
WMZDEPARTHVONS L IIZE H7=0H,
T OEHIM,, HAREEEO [AAOESE] &
RS, BRI > (BREERO») &
DOEIIESR L TH 5. AHOHERITHLT
e DIEBEREZF XLV E I, e L
We T3 ANHOBEREROBETILOTELN
FIIEohs00, EREMROBH, EEEK
e, BEOREREL EDREFNAMEE W flifiL O
BEfRIZE 5 4, B - BRREAEOBEREOEWF
EEDOMWET7TRIVTOES>TEH 5.

L2L, Z0FFORALEFES &, TOEE, A
BLWIHIEOHR, TV LIRREBELIZS WD
PEED &3 Icfbh, EECHEREMEIRHEL X
F, WESBBISEShdh A vy 7 Lih LT
BEhHdd. 22T, EFLRZALOEE:DL
DERD ZROIFEVTODEA IR, £1 %
WogTELT v AR 2 EHBETEI LIk
T, HATHAEO S 2 A\BOEROMEEMHE
H LoD, B, 6k 5 AEOAEINHIRFE -
LTHEBETS2FRBRDEL 20,

2, BRBELUESR

ARBOMRIE, &2 b Lit, HOBPL (imago
dei) & U TANE & /= i AR OME % 585 5 +
U2 PEOBEERFESE LTEBVER 2%, dig-
nity &3, sanctity DFEEE U T, REHETH
0, TABOERIZHOFMEXOLE (23 Hk)
BOTHHY],

ZThH, BOMSLE L TEE LU -328iE, K4
VAFE T F 2 DEET S MY o B AREER I
HZEHEBLERETHS. £7F, 145FEFEAERE
MREIXT, BEXEMAEE | A ABOBREUHE

{the dignity and worth of the human person) | %
(560 THRL] 2. 1949 FHRAREED
By A BEEREL WS, IHRAEEELZE
Bk U 7 1966 E EIFE AHERMIL, &7, 5T
[ A 203 XTORBRE OB OER KU
SO OBNVELRWENEHEY 5 2 L AHRICE
J2EH, FEERUVFNORELZLTEDTH S
ZLEERL]

Zz0 LT, ERARARERKE, BRPESE
FIEEBRICET 2 7&ICkEWT, [MAS, —FEAE
WL IS 22T 5 (degrading) Bk
AZYAV] LELTHS, Zhid, Aox
HMEMBINICERTIO TR AL, ABOERE
BIORESWSBATHEINIEDE, FOEE
AR OHBHICERELZEDTHS S, MR
FTidda0, ABO¥ L 3ERNL - FERALAA
BMOBMERTIEE2B®RTILELORS. |
A, F4 o [EMRERHRHL, TAMO R
CERT 20, —~OBATHD] L) HEHEBK
ERAFIITEE TS, - [EBIARS, &
%, B 5FH, RETRLAFEICIEDOhS &
%] ABMOBBRIIHNT Z3BEXFETS LV
[FEER] & - EHEBNEREDO—DDELTH S
AL

T, BARSA T - —EHROHSHEUD, &
MR D B 5 19964 [ FE R OCEFDIBRAIC
B4 2 AR ABOERE (Dignity of the Hu-
man Being) DRH#EDO - DEH (AMERUEY
EEICBT 550 1 i3, 81T, TAMOEME
HRTHZLNEETHB I EAHL], 24
T, [ ABORRE R OEaE | #2213 BEDO A
DFRIEBAETB] EHMELE, AILDVTOE
HMBEORBIEGTHEALY VFHES LY,
HEEE OB T 2 ERIZREN R U 210 5]
L dEEEhaThiEabawn, ERELT
W3, Zhoid, BENMEL O LTSRS
FABOEICEE I LI EPAMOERE
BEEWEDORENEEFE2ERZTLOLEET
x5,

—%, BAET, AMOBROBESITHMME Sk



Do, FRUVBIZE Y 2 PEICEREBL
TWBENS LS T ETIREL, ETKFEESED
P 731 SRR DEREE - REL B EWmMT
HBERIZT 57 [ & | ITHT 24 EFEERIZD
VT ERE LT, BRUESZRE LTRIELRE
LT -7l & LBRBH B LS5 ICBbh3.

3. MEMBIZICEE RS0, EBETS
HdH

RAFIEEEMESHE O 2004478 [ F BOBEUEE
WIZET A REAMFE AN X, TAOER! % 1
ZOHEALMME] EEERIT TS, 20 [#HE
OEFOME] SO sceEEsL 95
&, BORRATIZOMEESMICBELS ZLichk
5., 6505 AEOTHEE WS, O
HROERNMEL W MERT (5 THd) %
BHTBILICEBNETHS.

HRTE, EFREAMERIC B 5 ARk G
BELT, B, VIR THEBLLEZOES:, &
Rl % /oS, ThbbEas s LCEN
RT3 L339, ZO8, RERTAF
FAVTHBLAAADINTE b2 A2 A
HIZETB3HRAES] 2, 24T (@WAE, 20
BEARBONMIZBbLT, TOHEME AELE
HBXh3EFAEET5] oL, Aru—vE#&E
TR P MM RFIOBRIEE AROBEKICK T 5
e LTBTTW3 (811, §24) T 22D,
[EHEGE L TR IhETREZZREHIZR
AR EE ST [AOHER] 8, 22
W THREILENEEE: LTHWLR ST
MR TEZ EERLTNB9] OB, |
BOZOFSOER, ZOBOBEE (2THR) i
o UEEMRS 5.

EEE AR AR, T THER, B2H - §
FREBRIZOWT (2 THIR) , 8& TR 2 &
KDOWTHE L L, 104 T Bl 2Ebhz g
RTOFR, ABHIC» O ABOBFOE# 4K
BUTHOHEDLADZ I EHEL TS ST, A
MOMEE, B2, Ay o— REEERPERE

Clin Eval 34 (1) 2007

HRERP O L0 H 72U — I HESIRE &
N5EDTREL, AGOEBIZEEL T, A
DBEREANDREFIDIE B b B NE TR A0,

7 EMAETHEBLVWS IR, P LY,
B LEREP T OMEEELFMT I EE, A
HORREHT2REL LTHWAZ LA TE
5 LERBIKTBRETREVD,

4, Tv 7k -0 BHOKRE

EfRiRETaHBELT[V 7 -u—] T
BbHb[EORD 5, BHICEI»r LV, &
FIRERIOH A F74 YRBEE, BEOED 518
$E | AMPBETHHUIHB?. ZOHIE, BER
HEda38Eo MRAficikg@mnsds] », H
ATRBRICH U TEHRSE RN KX
LEOFFEIINTIRENMEVL Z A, [ERIC
Eh3HRMERBOBVEFLRTE] < [V
Zh-a—[OonTFhd EFMIc L EFER
T3] LFHHLTWS,

ZDFZFICEIRLEREEBSH B, 12, Z
DOFIE, BRI T S HBOREE LTk EAIC
BEAH D, TOXICEOELEMNDD, X6
ETMICREMFRERBICL53E#HBH2, 0
5. UL, B—i, BER, &, &0, 3R
MNMEBEOTIEH 5. g2 bbd, [N—F -
U LTOEREOMIBTIY 7 b —] 88
BMEAINBZ LT, A EABIZEIT 5 AHOHE
B WS EESICHES Li-REnERE B I L
ZEBOTIREWY., B0, BRSO RY
EhBLALE, BRI Ty gl L
THFEOE WL UL EFHEEHE 35 & T
376, BRLEOESBHOTICEMFER
& BIEHPET S LOELRFETII R VA,
T, ZOFE, BERICEDLDIHEIGERROR
WEMZEPS [V b - u— | 3ENRHEES
LES. LL, Tk, =033 DNE, &
PR THh T a ABEERHRICA S h o NE
THB9 L, & LERH/REEFESIBEVOThHh
3, ThZPhoEAOESHHTCTHDERTTH



B REEE{E 4% 1% 2007

5, WA, RO L & 2 HNIFE O
FOREBUARGEEYA 2L, THEO AR Y
Y- L FEBEORFHEABKEROOERE LY,
B4 BFIEERBEREOEETE2BRh T3,
i, ER R RERERLTLAZLEEFRE
IZAREVHITIZET R, B L, B
WHEREROEHSER (VT b - ul] Lol
T3DRAETTIEEVLSY, BEWETOLN
lawld, BRA LDWRETINRELEPL, law ThWy
DIZlawD—FETH B O LS BEEELZIRV BT
D, V7 -u—] PPN EEHATIZ L
T, BWHEIEFEET S 5T BIEHRENE
A% nRREES,

5. AELORIR

ABDERL, 55WA5EH - AEOHETH 5.
IO EE BERARRNIIYY, 550588
AR ITRTABOBAEOBEKICHIT S
‘(derive from the inherent dignity of the human
person) ZEEELAIETRENTVS,

AEICBES 2ORIRY S 5. 722, ABOHE
BRidE D ».

1949 -8 v &AL, [ABOEREIATRT
hdH, ChzEEL, »2, #7328, ¥
RCOEFRBEHOHEHETH S, - Th i, i
FiZkb 23 ABMERIE - FRB LCEROE
BWELT, RUMEO, D, BELIZWAEEL
ALwd] ERELREY, T, [AROER]
BATERM, ExEERRS, EAZEH - AL
SHBHETI I LIEHET, W3R E
W, 25938, 262, ZOWEEEBILT
CEDTELZMELRET LI NENE D »AEE
33 Lk, ZheOMER, ARxOH
AITEITHE I »,

6. BEROREICH T 2R

AREEECE, TABOBR) OFXHFELLE
WD B L LT, 20T, 1956 4R E G IR

A [EENALELTOERAEL] LML TH05
S BWTH o7,

AZDOTOERENRAEMT S &E, A
BATRONBEECLERE LTH ESH 5
25, AFIOELS5ERL - FREZMEL &
Nk bk, 20D, FRYSERHEE
DIENBRBEEINIRETH S B, $BF
T, EFAREEBRNTRTER I N, Lk
NEZEL{HEBLTEL.

Z O, AMlZDOWTOERZMIROEmD TIES
N—oDIEHANGEIZET 5 20004 7 v~V
REIER 1&IZ [ANOBERORE] M5 IC
ES, TRIZHMERL=O», TRIEED DO
20014F & b ESHifasael# [  ESHFuO R 1 &
CHERIZCBEWTADEMERT I LDE WL S ]
LEEL, 20014ER b & L& - EIEF R R
et TABOERRUAELIEREL | Lo L.
%o & &, 2002 E TR EERIS, 2003 FEER
W mEERaet, 20064F &  EpHllERE R 2R ie ¢t T
i, MAACERBLIUAE+EHEL] &REL,
ABOSEEOEIFE - Tk, ZThidBEOX
Bl BN THASHN, HEEFEA LW,

ok, ru—-VHRAEOREEMZETA
DBEHOER | SR EPENEHEEhT
W b T, 1RICEWT, [ ADERKD
B S, B EE R Eh 3o (84 6
haEEEBEREANE, —BRIED 5 M -EBRENEIC
KTV, BEROBMIZ [BEEERORE] ©
50, [TKOBRORFE] Thnwend, ZOXE
BT, TADBMORE] 12220 - o Am
DFICE,INDZ RS, ThiL, B EOM
WEFLS X ETEEEDEThIE A5 kW,
E, v — VBRI ORI, (e
MR TORBEIC OB TR ADERE T
ZEDBOEIFIIRE»OHBICTDAELES
v LEEh, LROBE L AMOBERORE
EERETAEIBHAEXHOER TS, AH
DL FRORBOD LTk, FES
DEFEZ FOMEMITOLRLICEbSTWED
ThHBHW,



7. ANEOBEEBADEEEDRRA

BEBEZOFEHIT, 1320FAOEELHAOE
BOFHE@ERL, ARMOERABAOEE LH
BKIWETHLOTHB.

Lo L, ZO®BHICIE, Zo00HTEMEYNH 5.
B, 28673 ABHOERKIZIE, BEN - A
B LBAOHER (D) oftiz, BED, ZLT
FEO, HBELTOAROER (D) D2o0E
#ZHHDW, BEUD 19964 [ AR U EHERIC
HT348] &, ZOfEZzER LTS, 70—
YiRRER, AR —ERODHFETH D, D,
BMELTOTAT VYT 474 BMEFEAzTHE
BOBVWHETHBZ L2 TRICHELTEHD
B QOBEKEED TS, HEOBFER, B
BBOOMATHE® OATEREBETEOE
Bl A- T3 25, ABOBEKEDQOEKTO
FADEELFEMRICIEADZ T2, BE, T&k
W, BIAER, MAOEERIAROBUICL ST
Wi h 326, Adoigit & AREHK OB
EEMT B EThiE, AHOBAEBEIZ A O
BRIEHENEBAZ LIIED, AEOBE L W
5, NEOBEROZEZEOMRBREFETAZ
Litka (dobd, ANEOERIIARTRMEEE
DEEVA, MENTEHIRTS S Z & ERKT
BPEF—D00ORE TR B).

ZH5 LT, BfED, ZUTHREDOANEHEAOH
WMOBE®RSIHbD -2 2tk -T, AROERD
i, ~MADO LA EBA, »OREREIZE
MEkOER] (BHEITHR) ¢ A0 2ERNE
DIZFESTWBLEEZIONS,

HZS kR %Cikﬁaﬁ@ﬁﬁ@?ﬂ‘?#

8.1 OD—DE%%W%iﬁ-

20— VRERED, BT Ee PR 2 TA
DEGOWEHF] LMNBHITTWS. 2hid, AD
BB LIS ARk T 3 X NS,

WA RO AR 3 ABOBRIL, 5% T

Clin Eval 34 (1) 2007

th<, t&THE, TRBEMETSETOERRE
T, ABROBEROEEME #h4 ICSHEf gD
o, EENICABROGEROHEEFEEL T
EEBLONENWEAID BETIE, ZhETY,
FEROEREE L THER, WERDAB Y
IXRAET, thfhOBRBETOAMOERyE
BLTE-. HhRELBASFEORMEIOZEZ, AH
DEKD+EHOEL BT LNTES.
F, o= VRS [AOBERORE] #HE
L7=Did, B B TR X3
THEDR - iz, FeMicBl2hh, Ko
B TABMOEM+RE L EETIHETHI L
BEhsd, 2535L, BWROWERI S 22
IR - ARIZ DN TIL, X5 S FRIR M AR T,
B, BEEES, BBROKE, MEEOMRE
EDFRBMICIBU T, AROMRIISILI>+4
HEBEBLTNL I LIRS,

7 u—vflEL X UCRERNEOWIEeHT, %
BB LA CEREABEICEINS Z &
Lo THRERETEIEREL TS, ZiEHR 14
Bpoik [HR] T2k TRIRE] & LOHiE &
BErTAYr—J oy LE— POEEBRICH
STV BR, [IR] T3k [H§ilF] #h 54hd
FESTHOVWEWNI ORI, EENICMOERE
BV M) ZICBERy, ZOSRERIT,
i, ARV LR ROBRSIFET T O 47K
FichB0h, HTELZVESIIRDNSW,

82 {ABICHBUBE - BBIR
L&, £, AR, ¥4bsERORBA
IKTEBEVNHEZAPEMHELTNT, ZDEE
DRE#=F VA 2) w L5 ‘(Fi’rﬁﬁj (NE L,
=ED) LBV, B (Wb, ﬂ(bhbh@@
W%ﬂ%ﬁtéﬂ FFHITOLONEESH
B73)), 8B (m<dn), @ (B tkoka
h, ZheB—DICBTA>TWEDNRERT
CDZORNTI NI L ENETH D, &
WIHEMBEITEhTWnBE Y, 4, Fl, B-
HE, BoDE @R T ENELL o lh E
IhEF RIS THRLEEENS (2K



BRERERM 34% 15 2007

B). ZEOS b, Z0 (@], Mo [4&], Ao [N
W] TiE, ZHRLTroRBFE 12 X TOBRBT
H0, TOERE, BEHORIZE T HitoR
THo-T, FROEE LB EBENTWE XS T
HBb.

o A0 EHE, ARICEALT, 2
AL T o k%23 ETOEELY, &EB% LR
FHZBOWTWAILRINNELE, 23T5dL,
ABOBMOZEEEREHNERDOAIR 2D,
»HHBRMEOR - JRICIRZ L3 3F LKL, HE
TERARERTHA .

9. EMSFHOEEL LT OARDNE

9.1 M -BIROBEBLIVALOREEEBH
KHEADEHDOEREREL VS HES
DR
A4 ORERFE L REHIZEE T 5 FEBEROBERICIE
VA B IDIIRNEN A RICRI T A LR E
S3EXZBNRED, -

ABOERIBH AMOWETH 225, ¥
B BBl LI, ALORELED
A B7=DDFEEBEREICET & 2R - ROES
EABIICRTXHBZ L, BRI LTk
NBRETHB. 7L, ABOEROT2EC
B8 H 206, BU - TB - BEREOBWEE
EERICETAELSEREMESCHAE &
iR 2HV35MNA 4RI 5T &2 0RR
H, AFICEBL, #28EALBEL 2R ONER
SWARBREHETHY, tEMAB LR L%
i, BETHEShETRE RS v TRER
A9 b,

9.2 HOHREHELVSfH#E L OREE
1) REBHEEREAE IH - £8F) &
Wt
EiC &k > TRABFEAAD THELtEESh
F=Did, FA UHEO 19314 [#H LW EHFE A
T SRR ERICET 284 T, ABEAH
HUBEETH-, TORER, B2RALD

HWE, [EEsicEU s Ea] AL, B
RT3 CRMER, REER, BURT IS X
WEEERETI LS REBESAER I T
Wwa, ZOEBOEEHETE, - DL EDR
5% ULh L, TOEBVNEEL, RAEZELD
&, ARFERZEABENTREAETI—-Val
—RABLT3REERAELEZEIICRDIS,
ECREOEER, ZOHK, BRAKEHE, TR
ZABRLMBIIHELEVED ,, 2B BE LR T
WIRBZERT%E S 35|23 Fhis 3.
IEEMERREARIL, v&Z2 AREHNT
HETHY, 2L ABCEBRERETIRELR
FIZRRLTWEL TS, 20X IIFHTIE
BAETLHE, AROBBHRBANLBEREL
TWBIEER &0 ) BN ARBBEICL S, RAR
fIOHRES LT EVWRILE THERELZDZ L
BB, ThEHERERFL LHHT 3 0EHR
EE Sl

3G & ADFEE T 3 RHEERRLE & URESH
LT WAL R, SE AR, [BFE] R
ROBETDH S FF—EHEL» S OBEREEE
Bicl, BErdo658% (LWL V ) 218
PFLwnd, fhErwLRHSNFEEEEEE
TW5bHITT, —ADARER, fIFZV LIRS
DFHD =D DRE HEE, Thbb, thFEPH
LOBEELBERIIKD TA-TLES, WIEAE

L, SEIREIZ S A BREDOABEOEMEBRTED

LEZB,

2) BEFEERIFELCOVT

[V 7oA N ERTRIE, TORREE
HdE o REN - RN BENELOTH
D, AV F74—AF-arty b ERETRER
T5. 2] R BEOBO, RRRIZTbIEN
ERBRAELEY, AV T7x—-AaF -avky
MERENE, fH4 DREOFHIRE X CBBEEDONT
NEEBR, BEO TR THEITTE L v
BT 5. EiRERORESAEIC SN D
EEBBROTVEASREON, TV REICL
HEDHHZ, ZH50IHRBIE =L BIZEAAD
AT AT 52 FIC S 4 6 v, ERIC



ZONIIREBIIE S L BIZELFTVEDB AL
w5, |ALAORER, WIKBSELLAEREE T
ERPBRNZIZONERE DOPERTHS. B
MAHCRERIC L > THRELBRNTZZ &
BTELWEREDRS,
BEEFEME TR, B L | 0BT+
BT Caan, AsBERILICEOERHO—2D
EELHEHTHIIEnrboT, Thb, (KA
OWEE] TR LoD, [FKE] T [HiEN
FEYIRRE | I THHEERE A X2 S BETR
HTh5., BRIERSE, ALS (HEmHENIZREL
fE) 12 F TR U ZWRERNIM ., [EaiEE] &
E, 8L ABELELDLAL 2R EES.
EH T35k, BEEEETRIZIACREESE
HEAPERLER-ES{BoRELiREx 83,

E 7, ERMERREROBMEO TR, FE
BHBREBEEADEZDEEI DS, BIFNERK,
EREDBBER, EHiOREERSZIZE > TR
BXh TS EORMEIRTZIL N TER
v, EREAH, REQEBORR, EffoniL
W, hOEPIC, £EXETCWBEEREERAAD (well
being) fEFNZEHR T 5 MH{E% RO T 5. BEIT
EWEFRE, [RBOREEBEO AROES %
BTeDELELS,

10, &¥C

AETE, WIFEREERAE WS HAEERD
MEH - AABOES - bOBE,~G, e LY
FBEDEIETEABDA A —UHBL RSN
e LRk, iRz k, 208 - B, B
FBEOIIGEFEPELRALC VALK T
(degrade) EhBEWVHFEEEL LT, AflE A A
TAHIELREEL AW, HhED, BEmim T
LRI T I EVWEEEE LS00,
BE L B 5 ABIBAOMEE LT, MMick
DR L UEADHRERRLSHDOTR LS
5. BRSO A% (persona) #wid, BlA I
BrEEE TRABOERABRENEVL, AR
EL AMBRISENTOS EHB L, ABOBEY

Clin Eval 34 (1) 2007

AERTAEOITHD. HETREEIZLA LW
W, EHEIC L ARECHERN, ERNLEL
TEWEHOHHBALREIICEIRETHA
5, 2573E, BALLTD, 2, AHO—
BLLTOTRTOABZEERIL LI
BTFLTREDEVWED ABOERE, HAT
LHBTAI ARSI LSIZEDLRS,
EOBRFMETH 5 ABOERE, BXRDOER
RFEE, b, FLUTERICIBOY D DOEET S
i, AR, E5F X 50n0nhk, TORED
BRFIZOWTLE, BREZALLED S LE %
RT3, BRI E v,

BEXR » X

)XW TR, 2O, BEXA5IHT84EMEL

ST, TABMOHER] £XETS5. Zhid, -1,
human person @ human 388, Btr, BHL E 2%
WUTTABES LW OB TH D, person i AL
WLAETHAZ L AR LT3 Z L, human
being EHICEI L WL TABEZREKR TS Z &,
BXO, EDID, BARSBIBIATARIETALl &
WLETE M LOERFERLALZDTHS. A
Bl &R, [(HelNEEL LTABERLIEAL)
vr. k7, TO2Ek, - AH] ThHE (AEH).
TAL &, TR SO E:Z2 A% ERA
LAY ERS] (H), [TAE 2 +OE
CRVEOR, BRBMEORET, FEETHE
CTK)Ch B, - TAR #E + 287868, &
REOMTEEZBEHE VI EFRILEETWS]
(R £ [AB—fshiBsicdenii]. 8
Fo boELE. HEE. 2006 Mar 26.). EA&iZ [k
Mol ABOEMERN, HEFFENHE &R
B, 2573, B2 BHEOXERTH D20
T, fel, ERFEREL LTO, AEREY
EREVLTOEBOBCTEERT S LT,
[ADERIOEIR, ZOXRERELLEREVED
icBbhs,

2) ZEE, FHERM, ¥FIEM, /. AMOHEME
BAEESZ—hY - I VS0 M REHENE, BRY
;5 2000,

L4 Fhw T 4. [HOESX & RES
] TTARME] & MZR]], m:H- 73>, 4

s



BERREFMM 34%1% 2007

T, R, b u—y FRAOHE FH
44t 5 2001,

FKHERST-. Y7 FH Yy - THF I -OERGH. M
B 5 2005,

FiRiLZ, TRRO AN, FLHEO AN, HREFSHL
Ry EUwa (Edkk) 2004,

FAZETTRI, wYSERAE & Rk, RESCHE 2005,

MNNHE FE. WBEAFEOREGLHE-RIEIFHIES
Uizdn—. HBY (F U A b 5GEEE2006-5) (i
EEDbRE, [bhbhOh=bi2, bhbhizdhr
ESTARED, Zhiclingr, Z08L, RE
L, HOTTOBYL  HOTRTOEI ZOL %
BHEXLD]. MIASFO»EBICAERIEER
7o Thbs, O BIZAEL, BEEiZh]
Bahs | (HHE Al £-226—-275).

4) HWIE— . BEEOHA» 65— o0 [ ARD K]
e, Lk E. 2004 Feb;54(6): 142
55.

5) WP WEMEDEH TIL, sanctity of life (RO
) L85 EHME LT 52k ERIAEAT
WEESTH BN, KB TIRFOEBITIIBAA S
2,

6) rENE—. [ERRAEEFOBED 5 ] (ERED
HREE ARBOBEREE L UARE). JLAEERE. 2004
Jul ; 55(2) : 159-91.

7) fHEE— BERERETSY 7 - u-0OFE o
MO, LEHT, R EamELE AXE;
2005.

8) B L. [HFES DRFEFEA T AV, HERE
AEML-BEESETE LY, HAROHM 2005
(59). CBEHFFL. 2004 : 568-71,

9) 75 A, RHIETE . EERERAE. 2006 ;33(3) 733

4,

10) AHBEAEWHRSTC L, TAROBR iz
BEEN [ABMOBER] & EEEN TABROY
Bl BsD, RYERRL WELLVS. ME
Tk, AMOER S ARRAORE & U CET 5
LS B A AAEE LIV, BRI AR
BIREEE LTRIEL BV E LI DTH S I M,

11) MEUEIFEEEBI=BT 5 [RAOLER] 287w
LTWa A, 2080 [AAD, AMELTO
W) OEEERY 3RS (SHAXT. #
. B2, BASRH  2005.p.187). R, ¥
BRI, 3AMEROEHEL LT [EADNM] 0

mEHGTS,

12) s, MERE, FETET. MANGERY
HEMAR L HEEG LRt ELshs &
kL LT —. HEEEEEI. 2003 ;30(2-3) 36995,

13) & 15 %15F p40.

14) WIS 4 FWFRS0C JE, F A Yol o
[TABOBER] @i, AREFT2RENLEAD
TABMOER]OBETH - T, L LTDAEO—
BThaiicES Ehs [AROMES Tidkne
25,79 v ARER 1994 ER L, EEr Bl
2 L [FEL LTOAMOERM] &4 B
FIHHL, P4 vo20024F MRICERO & e )
FRERIEHESS , [HL LOABOER &%
FH L, ABEZOMEIET L & EEER & AR
BIcESx, ACREEIERS> 2L 8k, B
AR TR A A EE AL, RS IR
(8| 4 AT580L LTREIQLZLIZRS,
Ly,

15) EEEE. AR, [e ), TorE2]), TLTH—
U —vEORMBEE%Z 5—. BOFAE. 2003 Jan;
{128) : 36-50.

16) ZOEAZTHRIZOVT, b L HEAR, ALA
LOMICEROGFEFFRATIMATRES» S B
KROMAZTHLBRBELLEEZA OIS,

17) SRR - IEAS AR LADIRR T & 0 T
BES ABOEMPEELTNEZ L L, BRIER
DFER, BRWNICTEET 52 R0 - IRPBEK L THR
R L BB REREF e hah E S ik
Z, E0LILMERIZHBEL IS

R - HEBICRBEANEEZRZOM:, H-4ES
DEEHMDBEZ Lo HEMEELSHD, KD
HOWREEREFOLER L e A 20, IR
T 28Ik EOHCREROTERIL, 4
IRZEEERITILENETTH-T, BRICED
FEGEOEGEEOIEHIOBRICETERIER
WwWeHEILNhG.

WA, RN, Ko RCREEB L UR
BoEmAROREL VIR ESE T u sy
F4 T - FAVRELERD>OH L, ALIERDH
DEHL, AELOFThEH 5,

Zhi, HRORTERB I VUHEHREE L
BLESRBTHAS,. BROEHFERHET S
m:mmi@ﬂé‘%@fﬁﬁi%?& HTwa i, AR
W R RERR I & o TR & h, 2 DYRRE

— 100 —



FIZE > THIBIIES TTbR T3, FDEZLAY
B, [ BRI AR A BRI X 0 B [l 4 %
L ETIETH] WHEETIEDEEATVS
B, ZOKRSRIZERLEL S, WRERSHE TR
ZEHXRE W, BETE, HEEREREOHS
ATFLEEVEOLE UTERENCHIEBEALTE
0, £, BHEREBHIEBHIZIFIATHAN
M6, WHhWARENEHAEEERE S5 (SRCH
MEmoBELBOREE] (E10OAROREE LB
fREER - R I V0 P EEEERE)) EEL S
Nns,

PLEOEY , EREfcEOTIRACERb R

Clin Eval 34 (1) 2007

525E0- A ADB L U ADIRE TS D IETE
HEES ABOBEREEFLTVZI L EIRY
HERHF I NI ES L BRTOREL L EL
LHNETH B,

18) R &% 15.
19) ESRAEIUAS. SREGR & ST - A B RERE I o0 T,

FERREE CIHERERESER LD, 1991
Mar ; (4).

20 Zv—nFyTuk) hllIRE, R EORE.

HA: ; 1993,
21) MR FE— [HRGE] RBICmA 20le, £508
. 1994 ; 23.
%

— 101 —



L

2
47|

—EMHEEN LR BESNZEERELEE LT B 25—

HE B OBE RSB EETeT
T T

B BREFM  BURI
Vol.34, No.3 2007


ANRFG
新規スタンプ


Clin Eval 34 (3) 2007

RN RBEREEEN 07 £5E
AR LR B S NB NS BRAL LT  H 28—

%P‘

—E&i

Ko BEY BB XEY  EETERTY 25 REY EE e
1) EHEEESTFER 2 BRERAE (F8)  3) ) BREZRATIEN
4) FRREHIRE EiRFE - REERR AR SRR 1V
5) RERFEZHBREGFRERY v 4 —HRiES

Proposal of a Draft Human Research Participants Protection Bill 2007
— The critical legal basis for bioethical issues : Second report—

Tadahiro Mitsuishi ¥ Jiro Nudeshima ? Chieko Kurihara ¥
Shigetaka Asano ¥ Masanori Fukushima ®
1) Mitsuishi Law & Patent Office ~ 2) Jichi Medical School (Visiting)
3) National Institute of Radiological Sciences (NIRS) :
4) Consolidated Research Institute for Advanced Science and Medical Care, Waseda University
5) Department of Clinical Trial Design and management, Translational Research Center, Kyoto University Hospital

Abstract

In Japan there is no act to regulate clinical research in general. The Ordinance on Good Clinical Practice
(GCP) under the Pharmaceutical Affairs Law covers only clinical trials for new drug applications. The
governmental guidelines which regulate several categories of research lack genuine legal enforceability. Thereby,
protection of human subjects has been so fragile in Japan.

In 2003, Mitsuishi, Nudeshima, Kurihara proposed a draft bill on the protection of human research
participants. In 2004, Asano, Fukushima and colleagues developed the Guidelines for Ethical Review for
Translational Research, enforced in the six major research institutes in Japan. Then in December 2006, the
Council for Science and Technology Policy under the Cabinet Office stated in its report the necessity of legally
enforceable regulation on clinical research. Seeing this situation, we five have now agreed to propose the 2007
version of the draft bill, prerequisite for promotion of clinical science which could contribute to people’s’
healthcare and well-being.

The bill mainly addresses the following issues © (1) The hill aims to ensure the human participants -
protection and research integrity ; (2) A research review board should be established as independent body,
with standardized organization and functions ; (3) The importance of protection of vulnerable population is
especially emphasized. Research cannot be justified by an informed consent doctrine alone; {4)The bill covers
not only biomedical research involving human subjects, but also those involving any part of the human body, as
well as behavioral research.

We hope this article would stimulate further debate for legislation in the Diet and other policy-making
forums as well as related academic and civil communities.

Key words
legislation for the protection of human research participants, research integrity, public independent review
board, protection of vulnerable population, bioethics

Rinsho Hyoka (Clinical Evaluation) 2007 ; 34 © 595- 611.
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