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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.
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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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FryZa3NFELEIERHLNTNS,

5.4 W9E - BEEEEDISETA-VEREMTbLS

AFCET 5550 T% 3 TRIPsWHE § 27, BarE §324, Eo4W
MEEORE - BLOES» S OLMF IR, EGHBELRE T 32 RFSHS
EhEHEINTDBT—EHTLAERI N TR NS,

BERERNEHOEGREEFTRESD, KETRSMELINTAOR

24)  IETERE, INFEEEN, ool 19881 211-212,

25) ¥ 24) AEE

26) EXEZCEREErSGHEEEDCAAHEHE (FBEBE— Elen't Hoen, David-
Banta, XTI, BRACE 2003 30 (2, 3) :257-272,

26-2)  HIRGM B AR O E R TAOSIRE E v Al T s HIIEa s, 2004
#£.11H, TEFEETADSHFREOEIFIc2wT (LD )] #AKLE, L
AL, THMRMEORGE, FERWEH] #E0RMIrLMRIFLTEST, FON
#id TEFMEETE] oIS 2MRCLTws, AHOERE R UAERS
P EHREOBRS 2 EESWHE» o ORFBUETH 5,
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RER T2 2 OWEE (b M EofwitET 28R RNYFLA] 22D
fe2n, L, REHfem TREEEREONRELEET>TnaHhs, T3
VS B A RO ER, EROBE DB TOAM—VEERRELLEOR, B
Ficr > THRH TEHBITHZ, 0L, ABOTEBRLEMFEESTA Y
—DIFOIBEHFBLTOEWSETHSEHRC LD THERE0AD 2T
4] L LTEEEHOARERHO L0, AETEENARTEAELET L2
A

5.5 ERSHERIED Sy 77— 27 QA THEAFEROBEHTHRATHR L
EimEIr B Ak, EIEREEEE v F V-2 0ERTH S, Fl
A7 n—vikik, BETEYEEFRSCEEOSHFICENEOERD 2
v, LBHIFBFEELWESI, BR, E2HLLEETHS,

AE, 7 O—ERUEFRETEI R E T 2 ERENE R RET A ENHEE
BEREFEEIBEREE, EETRFLEACLELLZVOR, £EHREOE
FEHOFEE L TRLERITREFELELC 225 TH D,

VI O&wB 3 ABOEES X A

6.1 ABIOERIIAEBORELBEEIR TR

ABDEE IO 2RMAOHE L KL L wOBSBHMPITH S, # I THH
R - AR ABOEEGPINETH 2, Ll, Bz, 70— riEHTEE
BEACHETHEEEL ERLY, BLZABTHZULYRCEFNHD L
I ABOEBEENEENZRE2TWS, bbb, OEARIEREDY
OBE, @ AEE TRLUOIY E R L KBS T WY IER SR,
D22B7 2 —rEOBRIE»STHB, B, AHEEEILELOEEE
BEOEERTI2HNEELEIRETH D,

bbby, Fo-rEONERERCE [t bZER! [oRfieieo

27) MEERIEFHTSNE 2004 - 7 - 23 MEE
28y H 4 IHERE
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WTRADEBETE T I LDRLESBEEMEERThbRIEZ ]
rigah, LEORFE ABOEROERFL ZRETAEAASATY
5. NBSOUEL, BORBOOL~L TR, BHIOERR FOMER
FOVRVIZED > TWwE N5 TH B,

MR, BEB L UEBARER, AMEBIUERSHET 2 ABORE -
T EHERTH B, Ll, FlZE, 7vo—-riEld, zo— o [E
B ks [REIE] RRJHEIO (] BEroaRERG -3 EDA
ERRCEE T3 2 e nl, NTED2OTOAIESNT 5, 72, B
[t MEDOIR BT 2 EENEL A i, TAOBEELcET 5
FEBROES] ), ABLETRVLZLWEHES ABOZER L /L~
WBOTHBEERZL T 5,

6.2 HOMECEHLEARGEEAbE TS

K, AT A—b K arEy IS DK LN 5B BT
WTHLEOT, HoBNFEEEFEIVEEI YW ITObO TR v, AMMDRE
b5 2 &, MANKEROABCHLET2EL 250 TEEVI &,
575 L, Te M 2ERE] Z0FB2REZFOEZEO A I hd 54, SR
REBTHEST 70— VIR TESET 2 LR TELZLRTTH S,

R B DTER M DT [ filEEE 51003, dHP ki LD
RS [£E2Tw3] Kb SFABEE LD OHESEE2, 25 Li-g#
3 a 2 AR, GERICET ] EOMEREYRSH 5, T LV BER
BRI T BT AT S 2 N - BENS X —YE D i
VEWS, dHE0ERRE T 5 T OBTERSS AN TOWEF A~ D
EEC B 74 7 R0 BREMSTER I N T w3, ADEBRREREEE
ELHbREbO LT E0RF IENRERERERZE5-8-12) I
HOBERBCYETRDIE W, WSLNAFOBEBRECB T, HHEHE, 3

20) fEEEE 2004 45 7 A 16 EFEHE LB
30) 4 FHERKBE
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Li b LTh, HEOEEHEEEWIRER ST 5 L, FoerAENO s
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21, FE - GCHREE~DLZEDE, V—NVOREFCReNED, EE
EEONBEEREHLTLS L EbR TR S v,

6.3 M- PrEOHBEAEERELTVS

TGS T v v o R TEM{ET 2T D1, EREIECH T 275 « BRIEH
DA A - EOEHOMG R L OEENH 2, LoL, Sty
BYVAZBIMERI A ZICE 63N BFSETATHEPS, FH - HEDOE
B B NERERI S O EE s Lo dREEL 5,

AR 0D B H R ARDOD 2 & B2 o B i e s, WS LT B 5,
o T O [ E RS T s £, NERETH OO SR e mA L
TWEEnHIRETH5E,

BA VTR, ERICEBROME (EaHD 2RETAESEFSFHL LTS
OBEWITH B, AT, EAFCL>TAEERBELTHS5 v 3 DA
BOABIRT2E0IDT, ZORSBEEREITHNIAVLITHS,
Linl, EREAREERELUEET RN LEE AL, AROEERE
OF I EARBRTREEL2 r sk iThid sk vnrsd, BonHBvEs
DYERI & LIET & B WEREIIRR R D% o 1w ARIDBEREP A OB £ 28T
REEROBH VDD LFXBAREITR DI b,

VIl T U—iiE LEE TS - M3 20l s 2

EdmEd, (eI B EETERET2Y] s, BEYAT L

31) BCHERO AW >WTIE, MERE, BECHREEROETH S, R

32) FITT, 200494 R SR TES RO AME, FEEODIME] Ey RSy
LREHE 103~110 E,
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BLUVEEFHRE 2AR» BRI AL Z bk D, ERaAIILFET,
AfE, Z0—8, ZOBRENR LT AEREHGEORERBER T 22
DPMERIC D5, HE0fErEERE0ACRO Ry [HE0R
0] %, EHHEOBRICKRS €I FERHBES 5,

N S—T R, MELEEEEERO LD KA T 3, MHEEE, B
EoT, HBEVERLICESTERZHDORAME NI L AFRD/ I —RA R
T4 oBE@EN, BADLIWEEROT7 A F 7 4 74 ({HHEE - (k-
SERAS) EERT L, B, AACESTELL{BLR2L0R AN LY
GJR—ANRZ T 4 TpOEREENEZHO HREELIOBLNBEINIESOE
#®) THD, TEMZLEEERT 3, Ei, BENZYEREEFALFEOHR
Bl v RElEEE L T 24, BETHEFIEFICETT 20N,
BTSSRI 3, 2,

FR, B, BR, AbwdE£GERoERNhEn, MERE,OTCES
AHDERHZ ot A 20 TOHFRE BT 2 EHREDHFRER TV S &,
HAEERFEOARREREZYHET S, ACOVLTOERENESTCBITE
i - FREOHE~OER L AEOFE L w2 RHEMOBEBIEELH £,
(N—r—= ROBEFETO) FHELEEORHEE - WZ3FELWERUSE, ¥UR
FEOEBROZ L HARC L THE TR 2 O D, A\BOERS X UTNE
KOWT OGS TEES L CERA B BT { L,
COFEHE - WA ERL, EEFHEOLCE ERROOTREVMEED
N,

M) E?2) 2R
35) ZNY e n—N—v 2, IEDORE. SEETR, REENER 2004 &£
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Clin Eval 28 : 559-568, Jun. 2001

NIVEVN - L~k
REEBE
MRICH T DWRERED-HORERUEAIRSAY
EHEZ - TEMRLCSIRRERBEOLLHOEREESR
1979 E4H 18 F

The Belmont Report
Office of the Secretary

Ethical principle and guidelines for the protection of human subjects
of biomedical and behavioral research

The National Commission for the Protection of Human Subjects
of Biomedical and Behavioral Research

April 18, 1979

R EFE-H AR REFRT

FEE (ageney) | REHFELY
ErsE(action) 1 37V vy - a2 X v FEEOLE
E#(summary) D 1974 7 A 12 H, [@EZFHFFEE(National Research Act) (Pub. L. 98-348) 28&:fE L L THIE &
H, CHIETH TEYES-TEMRICE T 5 #ERERED 2 © DERFER < (the National Commission for the
Protection of Human subjects of Biomedical and Behavioral Research) BB 2 1. EES L BE ST
D—24k, ARTRETHEYEE - fTEIROEMROEMH L 202 BRMHERNEREIL, COFRAR-T#
NEDOHENEREND I L 2HET I ROOBHAT REFNA FF A 2B T I I L Thotr. TOEEDRT
WHLDBERESELUTOBRBRE DWTHENT 2 L3220, Thbb, (DEYESE T8REHRE, 7T
KARSNTLZANZREEOER(DAEZNRET 2MROBVNERRET B0, VR T RAZ7 4 v MRER
& B FHIEDEF (i) 2 5 LAWRCENT 3 #EREOBRO L D DBWAF 1 F 7 4 ¥ (iR 2RECRFE S
Wa4>7x—L R arer VOBFELEER, RETH5.

AMHEYE - V- ML, BEESOEROBER BV TRAES R TELERNLHERNEHET 2 LEER
TELOTHS, dETCHHchl> TANTHESALBEEGTOER 20T, W6E2A, R3V=7>

EORVEY R ATy YAy —Tilphi 4 HEOERHLEBROREDTHS, hilk, AEH
RETHFROERFI Y &  GHEATMEZ AT 2B RT3 HEGLHEENEN 1 FF4 »DFEEE
THhd, NEY bV — b 2E#i(Federal Register} 2R L, BB UTEOELERETI it - T,
Wiges, IRB DA oy—, BEHBE L EVBEFCIMATEZ LORFREREL TW3, RESOFEHOFTHID
LR— b EEREELEESE L ERE S EMROEXO LV H - BSi, 2E, 543 Appendix iF, RER
@R Ak O EIM No.(0S) 78-0013, No.(OW)78-0014 &£ L T A= h, U S Government Printing Office,
Washington, D. C. 20402 @ Superintendent of Documents & DEEA TS Z L3 TE S,

#EROMDE L DOVR— LIEELD, ~VEV P - UE- M, BEIAFELERTC L 2TREOBHE Y
ROBLDDOFEDEEETI bOTIER, BREEEIAAEY b UE— M EOLTHOEHLLTE LD T
DEFFRBRTAIE%, BELLOTHES, 1, IOME LTONT Vw7« 3AY FEROT B,
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EPER - THHRCE D 3 ERERENVLHDDEFREESR

Kenneth John Ryan, M. D.,, Chairman, Chief of Staff, Boston Hospital for Women.

Joseph V. Brady, Ph. D., Professor of Behavioral Biology, Johns Hopkins University.

Robert E. Cooke, M. D., President, Medical College of Pennsylvania.

Dorothy 1. Height, President, National Council of Negro Women, Inc.

Albert R. Jonsen, Ph. D., Associate Professor of Christian Ethics, Pacific Schoal of Religion.

David W. Louisell, J. D.f, Professor of Law, University of California at Berkeley.

Donald W. Seldin, M. D., Professor and Chairman, Department of Internal Medicine, University of Texas at
Dallas. .

Eliot Stellar, Ph. D.¥, Provost of the University and Professor of Physiclogical Psychology, University of
Pennsylvania.

Robert H. Turtlet, LL. B., Attorney, VomBaur, Coburn, Simmons & Turtle, Washington, D. C.

T #A

H X

AERBRETHIFEOLDHOHEAFIN LSS FF4 >

(Ethical principles and guidelines for research involving human subjects)
A, B LR (Boundaries between practice and research)

B. EXREiBEERI(Basic ethical principles}
1. AMEDEFE (respect for persons)
2. 217 (beneficence)
3. IEZ (justice)

C. ¥ (Application)
1. 473 —AF « 3¥¥ b (informed consent)
2. YRF « A7 1 v b #Ffli{assessment of risk and benefits)
3. HENE DR (selection of subjects)

— 560 —
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AEHRETIHERDDD
RIBIRRIEHAF T 1~

BlEwmtElR, S<onsflEsdicsl s
fo. FRRCHE L o HEAMEESRBELCEL, 23
L7~ D—e DL ik, AFREBERICE- 4
E¥RTERR, k(@B RIERREPL shi-ERS
mAohf-Z bick DRI I, a7 #
Hiw BT, EHNERICEL sl A4 54
MEFNEREToLER RSB H —HOK
HE LT a2l ZiESRES N, ZOME
W, ARNERELETAMESHENRFHRICL D EMR
nEILEBRTALDBEFRENZE L ORE
(code) (DDEE k-2,

s DML, TREAPHELER T AEMN TR
PROTBETSBEOEH 22, 2BHNLH2 I
BEERDOV— LI Lo THRESNTWS, 3L
N— N EH R E A A—T I ORBEI TR LT
ELEL, ESITEWFEL, BRCHEABEL WG
EHbFo, kD EHHERNEHNE, BEBRRO
= BERR LIGE LR T A0 OB E 2222
59,

COEAXORTHET D), AENRET AT
S rEYT 2 3 ERE X e A B - 2 R
THhDH, TOXITERNERMcb DI Lhiwny,
Z i d 3 EANAHEE 2 aiE T 508, FHEE, W
Bl BHECBLAE, BLodbs—HHRES, A%
WNRETEHECHET 2 HENEEEEES 2 F
sk —mibsht ATl bR T
3, ChsDEHIEST L SSEOMENMEEE, #
SEHT L TRRT20ICEATE L LOTEE G,
BfL$501, ARMRETHHELSELCTL S
MENRE SR IBE LR 5 L5 BT
BTz LTha,

COFEEN OB, MR sBRE e O, 3 ookt
ERHEEERT W T OB, ThoDMEEROE
ARBHI-oTOHEAEE, L->Th3,

Part A : R CAROER

EVIEE ITHEEE, TTRRRBEN T D2

Clin Eval 28 (3) 2001

fTEE2RET 2 2 L id, BT 2 HBRE LR
ETI LY UEETRESTHLEA»EMEZ D

YWEETHL, HELBRORMNSELWERE L
T, BEEPFMT2LOHENHERESTH
BESWIBEAERES TITONLBEWENIE, &
72, @W&, (=84 & (of
F| MEESCEEILTLE S [EBRY] LY
B EREFBITOND.

% < OHE T (“practice”) & v 5 ARG, H1
DEEZ L RBRHERILAOFEHEED LD
DHBRE NI A AETRLTED, ZORDHEI~ 7
OEFEHE-> T L35 <EbOTHS, BEFELRT
BRENLZRITAOEIE, BEORLACHLT
2 EEZ, FIENLECEREMRS I EEERT
%(2), Thi LIHEE] (“research™ & v 5 HEE,
{EE R LS s Es e s L owcl, 225
6T & B HIE (F R 2 W EES, K, BREro
WITDERHAECL>TRREND)EEHT, b,
CIHEHTREBr L2 L WEESNLTARRT
3HDTHB, HRONEFE, BRHEENEERT 2
ROEHES M —HOTEE 235U T 3 AROE
BHEEORIRMEN TS,

BRPRER S, fHHERY:, T CREARESRLTWS
BRED ST S e AR TN T 3 & &, TOEFENHT
HBDIBIT, HREWZENEES, WREERTSZ
LRy, HEFEIES, Frive, TA NS Ty,
FIHER S Lo Bk T [ EERRY | ("experimental”)
TH3EIBEY, EOFIRSEHCHEOREE .
CAZ T EERRT 55 OTHAY, LmhL, 22T
BB TR L v s, FOBET, ek
HAMEZRET 57 DATICMEORR L Thb~
ETHD., ZDRH, FEREFIHESAZNICHE
oy hOfrHAANLORLREZ EEER
T30, 2EITHTME RS (medical practice
committees) ¢ ¥ DEETH 3 (3).

BigE L BRET A, BFEL 1 DDEEEDOR2E
RT3k T4 YERTWEESR
BRABTOAS L LREY, ZOBES%5 LT
BUREZEFLRELTLHE I LD TRAEEL
ZERE, —BEEL—AE LT, THEOEI LS
HALDTHHEOEZELSETNhIOTHILE, 20
THAREREPRETILDODERE2RBTIER
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DTH5,
Part B : AR 4 {HI2EE]

[EHRG2mERA] Lid, ABOTEIC2LTO
er L EAHEECPTH cERNAEY 252 3,
—RER L HER R R BR T 5, ficb O R R
OETHEL BFANOGRTELFNOT TS, Ko 3
DOERFRS, AHRE T ARSI HER
i LTasbhlL, T4%bb, [ AMEOEE | (respect
for persons), [#17] (beneficence), [IEZE | (justice)
THD,

1. A#EDEE (respect for persons)

AEREEFTLEWI T b, PREBRD2O
DMBERLRHEE L > TR0 TH 3, #1
iz, AR ERES Qutonomous) Eé b L THbh
ERECHD, LIT L, B, BEEDOTE L
> T AARRELZUIENBHE, L5
L, Thbs [AROEE] twdEHliE, Ko2o
DEFENEFCATENS, Thbb, ABOBREYE
(autonomy) #FEH Bk, FLTF{ -T2 H
atrRETac e, THA,

HE# AR L, GFE20REBE DO TESE
ALIEPTE, FOFEBZWR LM TITHTE 2R
Ay EWIZETHE, BEMEEEESTS, vl
Lk, BENRAMOBMEL L ETOBRCERZY

TEL, HobhkiEERETLIILEEDIOTREVED

&, TOADTTHEH TSI LE2BELELS, L
TETHL, HRELFEHEAOBEERL, EnH T
Y, ehedihaEmstnE i, 20ANHR
BLIEHNEELR L, Fil LToH#cy &
THTITHT2EREESL L, EXTHET 3
e BERERES IRV ETH D,

L L, TRTDARHECHRE (self-determina.
tion) MEEH EFF- T2 LIRS vy, BRHEDLE
Tk, BABESZ QL L THRETZ2LDTH
%, g, HEEE GBERL < SRS kg
P kD FOAERS, oL Dk
Lhs, RERDHLVWIEIENERCALEEET S &
W3 I ER, TOARBORBOERICENT, b3
WERENERSTWEEIEBWTR, FOALBIE

BEEZDZILEDELT 2D LAV,
HEBEDAZIZODWTH, FOALEIEETELE
BALIRTEREAEEWENI L3 2 THE
EEFTRES S5 NNEERS, —F, HH
2, »2, BELER 2R EEL TITHT
LI LEEFETIULOREEMBEL L WAL D
Ha, EzohaREREEOCHEIL, E2FH5HY A
JERAT 4y P RELAREM (risk of harm and
likelihood of benefit) L & > TR E %, HBEAL
Bl E R TW» a5 E S oY, THIRIICETT
it ~EThHD, ELRERLI-THLRLRLTHAS
5.
APHEETIMREBOTAROEROENY
ROEDIEZ, FLAYDEE, MR AERN
W, +oafFEleS5 2 oM THTRCEINT RE LD
Zrkwhan, Linl, ZOREIQERKDWTHET
TuXI bbb, BABSERELLTENTS
BEER T, 1 5EENTRENS. [ABOH
] ORBIc I, BASESRNICHEREL LTS
Mt 2RESEEE-STRAELGRVELFEZLENDS
I, LrL—AT, HEIRT2RATIE, s
NTWVLEPHEBBIEMT 5 I Ltk WIFsED
WERE L2 LS, FPCBREARL DAY LEES:
Zio T3l EBmHEns LARR, IOk, A
BoEEORAIz VT, NARREEZTB~<E
bOEENBEOTHS. HAKL [HEME] (“volunteer™)
PEZAL~RES, [RE] Cprotect”) 25 % 2 & H,
FoRVVreHRELS, ABREELLIET R E
&, oL vz oRkRode, FEOFAGHE
BROLZEHTHD LBOBESLTLEHI>ERDE
THAS AR LRI W ERNLIELIE
Bz 5.

2. #Z=iT(beneficence)

Bz DA HEN LTS THGE T3 203
b, Be A\OREFEHE L EL HRET T
E4 <, 0ACEF (well-being) #FERE T2 L 5F
NTa2LTha, Z0XIMAOHYFHE, [E
1] oBERIOER S 2, [ET] Lwi B8, KL
WEEERBI RS ERB LA THEEWETS
BTHDEEFEaRLTHIIENEN, LHLIOV
B— FEBWT [ET] 13, L rHWERT, EBE
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LCEBTRELBOTHS, TDEIRERTOET
REWRTHENLHERELT 220—H#HE0s3
m—nERLERE, TebE(DEERLTES
B4 \vi(do no harm), Q)FIRETEZRHKE
L, E¥TELHEDNE (T 5% (maximize possible
benefits and minimize possible harms), &£1:35 2 &
ThH5,

ERZFZTAD [FERELTEESRL] LIk
i, B{EOWBOHERFN2NTEL, Fa—
Fombd—i, Zhe2iEoEgeschd, |1
ADABEEED T BT ARTAHMNMO A FiiE%
bized eMHBELTHT>TRES RN, @
~Afz, L L, ERRFI LI ERBVLTEAY,
fANEER S OheEER TRl RN, 207D
DEFREFEONLBET, ARER2ZVLEMCEs
andhblhkwy, [ERZ7ZFA0EW| TR, E
gt [REOHERIC Lichi->T] BAORECHEE
bizsaRhidhshnahTnd, @AHFL
FlifekdpeERI i, ARBRLESLTLE
SCEEERTBEFHSGLHL, JOLIRBTONRE
WEEER W Lo TR S ARER, ERSES EL
Th, EOLITEECHBFERT 5 2 LHREYE
Engh, BEREEC, FOX308&cfEeE
BHEIEEELEZLINED, EWITLOWRETD
5.

ETL WS ABENEL OWRE LESEFORE
REEERSZ 50, TOHBOHENEL OWES
0¥ x7 P EIEREEBECREEPSTHS, Mro
oYy bizBWTIE, IRES L UZOMBICEE
TEARE, IR E b TR AHESNRERE S
higfgdd ks kI cHMCERELRNT 558
BHD, FHENFROSBEELLILEE, kD
BefEHOLS0OMERS, MEOERY, ILWLE
28y, LEEERL, LS AEORBICLoTHLS
Ehd, LDREWRARLERCOWT, BET 5~
HEHE2E->T 5, P
ETOREANY, ARHRETIHEOS { OFEEEIR
BWT, {{%2boTELLTZLEFLILHOHE
BB EES T RFEEMRE ., FHESRET M
EE—oDFELTHEILIENTES, NAROES
DRE, HEVIIERELETEEET 3 b OFIER
CoEFEEEL EWIFIRE, e AR R 5

N
\

Clin Eval 28 (3) 2001

A ADFEPEECHRERTRVWELTY, T
ENFETIMERENET S Lo, 1,
TTEARESA T HEORETAN L VEER
WROBRERTHZ LHBELLZETHIE, 23 0L
RETAEVHENE > THII5E%E, MIEETIC L
ko CEETEsZ LIk s, Lrl, BTOEA
DOESBEFEC 2L EDOLIIRERRSOTHL L
RSy, BREOSELEEHMNELLTESD
W, 2, EENZFRL2TCRBONIRAA
B, BEERLLEDY A 2 (more than minimal
sk} E b A IMBETTESERE LB TH
5, T35 LWREED e TN ELIFER L ER
TEid, —ATRERERTLETHRCELVE
EFHAbBER I BT ORS LFIRRHRL T
LEd, EOEBLERTEL, 22T, ftobs
WAHLWEFLAL L 3, BTOREEY TS
A BERC L - TERXED, BLWEREEOH
ALtk s,

3. IEZ(justice)

R & - THIRREFT, ESRErE IS
7 2R TAEID/ATZH: | (“fairness in distribution™)
bLLIE [Z2OACEHSH LR EHE L ]
{“what is deserved”), EWIERIBNT, [IFHE]
OEETH L, FRE2WAENOLLETOAL
SERLRL EREHT SN LS, HEHWETY
REESEHEIRLLE, TIUBTEESEZ ST
Wa, EEORACDWTHFL L LE, EELALYS
L PZibhaRETHD, LEBRLTHADE
LTED, L L ORI EESSEETCHL, F
ErA, FETEEVWA, ERATTHA I 7VEL
SEPOERT ATEPEULTELZDREDLS
BEATHAIHTHNETREZR L > TRR
ZRFEEE S FESEL D 205, ThE
2o A20, B, T Ah3IN3EE, §8h,
BoNBFRE, $HNTOLUEL ESEEE LD L
FREANZESBREEALTHS, Z0OhhH, YOk
SLHBEP L AREBCE I NELORHEBLE L
H5, BIELIEOSTEAEEELDED, H{ER
SNRERAYH L, FOERL, HRLFEESET
IR CFETOBEEETICRTE, Fh
B, KD X 5% b0TH5. (DBACEL LTS
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(to each person an equal share), (B)HFAD=—X
WS U T4 B ¥ 2 (to each person according to
individual need), B)HEADTFHULHRUTHETS
{to each person according to individua! effort),
DEADHSHERERLIE U THE T 5 (to each
person according to societal contribution), (5}%& A
e CDOFZEODKRE S IZL > THEF 5 (to each
person according to merit),

RV, ERORMER, N5, 3B, BIEHARE
ZEQUENTEL OMBE bR T &L, JEFCR
2 ¥T, [ BIEOE £ 0EE CIEROMENSM L
ez eidhdmofz, LOLEDOENKE, AZNHe
THEABE BT EHBIL D TELRELEHCE S
nEBOPCLHLNZO0THS, LEAF10H#H
8 & U 20 HATHIH I 3, HEBREL 22 HERAL
VARBEFCEY SN, EEEERC L 50ER
Bk D SAECBEELNBECLLSEh TR, &
W, FF R BEEIRERZNbhic A2 DE %
PLTEBEOMNBEEVERENZ L1, BEOT
EEE L THEHELBUTEL, COERBWTH,
1940 FMCITE N A+ X MR T, 28t
fEBNOBABESL, FORBBELTINSG
DALWIRES NS O TELWOKE, EEECT —
ADOHBRER ST, FLOAXDBEOERERZTS
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Can'’t researchers publish the results of clinical trials without the sponsors’ consent?"!

0 1. Questions

O In many clinical trial agreements between
pharmaceutical companies sponsoring the trials and
medical institutions or physicians performing the
research, a contractual term is attached stipulating that
information obtained in the clinical trial - e.g. data on
safety and efficacy of the product tested - shall not be
published without the sponsors’ consent. This article
addresses the following questions: (1) Does such a term
have any legal effect, binding on the researcher or
medical institution? (2) If the researcher is a public
servant, what is the effect of the obligation of
confidentiality provided by the Public Service Law?

0 2. Academic Freedom and Publication of Clinical
Trial Results
O Information contained in clinical trials - i.e., data on
safety and efficacy of tested products, study design,
subject selection, method of analysis, etc. - is essential
in the academic discipline of clinical medicine.
Scientific, rational clinical medicine cannot exist
without the publication of such information. Therefore,
publication of such information by the researchers who
have conducted the trials should be viewed as protected
by Article 23 of the Constitution of Japan, which
guarantees academic freedom. The scope of
constitutionally protected academic freedom should
encompass not only the freedom to conduct research,
but also the freedom to publish the results of that
research. This freedom should be enjoyed not only by
researchers affiliated with institutions of higher
learning, but also by private researchers without
university affiliation. The objection that publication of
such results may be harmful to the nation or to society
should not interfere with the constitutional guarantee.

Mitsuishi Tadahirol

The final decision about the merits of research should
rest with the profession of clinical medicine itself, not
with external authorities or the public.
0 Generally, the guarantee of academic freedom in the
Constitution bans the infringement of academic
freedom by public authority. Does the constitutional
protection extend to private actions, as in the case of
clinical trial sponsors seeking to restrict the publication
of results through the enforcement of private
contractual terms requiring sponsor consent? As a
general matter, the principle of private autonomy, or
freedom of contract, applies to agreements between
private entities, so the constitutional protection of
academic freedom would not be implicated. However,
under Article 90 of the Civil Code of Japan, an act
“ which has for its object such matters as are contrary
to public order” is* null and void.” The unjust
infringement of academic freedom, even through
private acts, could be considered” contrary to public
order.” A term of a private contract that restricts
publication of clinical trial results without rational
reason might therefore be deemed invalid.

0 3. Considerations regarding the legality of
restrictions on publication of clinical trial
results

O One purpose of restricting the publication of clinical

trial results is to protect proprietary information, i.e.

trade secrets, of the sponsors of the tested products.

While this objective is legitimate to an extent, an

unfortunate consequence is that competitors must

conduct clinical trials of a similar nature. Redundant or
repeated implementation of clinical trials that are
unnecessary or risky or both may lead to serious harm
to public health and safety, including that of the clinical

910 This is the English translation of the original article in Japanesel Rinsho Hyoka(Clinical Evaluation) 19730 11 21300 137-80
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trial subjects. Development of clinical medicine and
medical techniques will also be hindered. Restricting
publication of the results of clinical trials not only goes
against the Constitution’s fundamental principle of
respect for the individual, but also undermines the
protection of fair, rational enterprise competition. Of
course, protection of the trade secrets of the sponsor
of the tested products is reasonable to the extent
necessary to avoid unfair competition. Accordingly,
contractual prohibitions of disclosure to third parties
such as competitors of the results before publication
are legitimate.

O 4. Legal limitations on publishing the results of
clinical trials

O Even if the constitutional protection of academic
freedom applies to publication of the results of clinical
trials, thereby invalidating contractual restrictions on
publication of such results, the scope of the
constitutional protection is not unlimited. Publication
must serve the goals of academic freedom in some
fashion: it must be related to the quest for truth®2. In
this sense, a published report that is merely conclusory,
stating for example that a drug is' ineffective” o has
side effects X, Y and Z” without discussion of supporting
reasons such as study design, subject selection, method
of analysis, etc. might be subject to question in that the
author’s subjective intention might have no relation to
the legitimate purpose of academic inquiry. In general,
however, this is a question to be resolved by the
objective standards of clinical medicine, applied
autonomously by clinical medicine itself. External
entities such as administrative, legislative, or other
social authorities should not make that judgment absent
indications of abusive practices by clinical medicine.

05. No liability for violation of contract terms
forbidding publication of clinical trial results

0 Since contract terms restricting publication of clinical

trial results are invalid, as discussed above, private-law

claims grounded on violation of such terms (e.g. claims
for breach of contract, damage resulting from unlawful
acts, etc.) should be rejected by the courts. Such terms
should be viewed as merely advisory. It follows that
criminal charges grounded on violations of such
contract terms (e.g. defamation under article 230 of the
criminal law, impairment of credit, or obstruction of
business under article 233 of the criminal law) are non-
meritorious, unless the publication goes far beyond the
bounds mentioned in section 4 above.

0 6. When the researcher is a public servant
0 An obligation of secrecy is imposed on public servants
by the National Public Service Law (e.g., article 100). If
a public servant publishes the results of a clinical trial
in contravention of a contractual term, the question
arises whether this obligation of secrecy is violated.
O It is generally held that a researcher in a national or
public research institute is not under the command of
higher government offices with respect to the
independent conduct of academic research. In this
respect, the researcher who is a public servant enjoys
independence in the performance of duty similar to that
of a judge. Accordingly, the publication of the results
of clinical trials, as long as it is within legitimate bounds
as set out in section 4 above, should not be regarded as
neglect of the public servant’s obligation of secrecy.
0 Article 100 of the National Public Service Law defines
secret” in terms of matters related to state policies. It
is generally held that the information the State may
conceal includes (1) information whose disclosure may
seriously impair the safety and credit of the state, e.g.
information about military affairs and diplomacy; (2)
information that may constitute a major obstacle to or
pose a danger in the people’s livelihood, and that can
be expected to result in uncorrectable confusion; (3)
information whose disclosure can bring exclusive
benefit to certain privileged groups or individuals, while
resulting in harm to the general public; and (4)
information whose disclosure may infringe the

Y200 The author believes that academic freedom should not be subject to limitations imposed in the name of public welfare.
However, the Supreme Court of Japan has ruled to the contrary in the Popolo case (May 22,1963).
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fundamental human rights of the people. Disclosure of
such information may form the basis for criminal
punishment. However, information obtained in clinical
trials falls within none of these categories. Simply
because information is treated as confidential by a
government office is not enough to enable it to be
treated as confidential (although judicial precedents are
not always clear on this point). Accordingly, as long as
the publication of clinical trial results is within the
bounds set out in section 4 above, it should be viewed

Clin Eval 323 1002005

as outside the obligation of secrecy required by article
100 of the National Public Service Law. Thus, charges
of criminal responsibility (articles 109(12) and 111)
cannot be pressed against a public servant who
publishes clinical trial results.
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Clinical trial information as public goods
— Situations in Japan, the United States, and the European Union —

Masanori Fukushima!{d Chieko Kurihara?-J [0 Tadahiro Mitsuishi®”
10 Dept. Clinical study Management, Translational Research Informatics Center,
Foundation for Biomedical Research and Innovation
20 Center of Life Science and Society
30 Mitsuishi Law & Patent Office

Abstract
0 O The International Committee of Medical Journal Editor§] ICMJEreleased in September 2004 its statement
requiring authors, to register their clinical trials starting enrollment after July 1, 2005, in a public registry which
meets the conditions they defined. This statement is a natural consequence of long-term discussions calling for
ongoing trial registrations in Europe and the United States.
O O InJapan, until very recently only a few were interested in this topic. Now pharmaceutical industry associations
and some research groups started preparing trial registrations. The problem in Japan, however, is that there is
no legal framework to control the quality of non-commercial investigator sponsored research except trials for
new drug applicationd] NDAC There is a discrepancy between the United States] US[] the European Union
0 EUL and Japan, because trial registrations and disseminating information systems in US, EU are based on a
legal framework for any investigational new drug] INDOtrials controlled by a regulatory authority.
0 O In 2003 Fukushima established a clinical trial registration system based on quality management at his
Translational Research Informatics Center. Together with his colleagues, he also developed the Common
Operational Guidelines for the Ethical Review of Translational Research, setting ethical, scientific quality
standards for translational research. Mitsuishi and Kurihara, with Nudeshima, proposed a Draft Human Research
Participants Protection Bill including research database system.
0 O Based on these activities, we analyze the historical background and actual status of clinical trial registration
in the three areas, and make proposals how we should develop clinical trial registration system in Japan.

Key words
Clinical trial registrationd translational research investigational new drudg] INDI protecting research
participantsd research integrity

Rinsho Hyokall Clinical Evaluation] 200501 32[1 450 64.
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Table 5 The reactions of each stakeholder to the international trend calling for clinical trial
registration and disseminating information by the beginning of 2005
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