&R

Translational Research ZFKIHEX 37012
— R PR B B Ol E A —

( BE il 85 ##ARR )



BEPREE  Ipn J Clin Pharmacol Ther 35(3) May 2004

129

Qi35 /ERPRETR & Translational Research

2 . Translational Research ZKIh X ¥ 5728
- nn%%ﬁgﬁwﬂ:fﬁu%fﬁ_

EUHA XY —hREREER R >y —EBREEE
B R R A

1. BIL®IC

Translational research (LLF TR) &, [EBEH
ROBRADRYIOBA L WI N Ty PRI T 4 —
PR TH 2] LBRIWEETHS, Lil,
[TR i, ERFETHEOSNHRE R, BRITED
B, X5ICREHED T V5 AMLHERBR D 2
F TV AERET, BEZELVVIZETERK
LT 7oA TH B EROEZ A (Fig. 1)
RIRELZEEEIEZ S, L CEFEFEETHE, &
BARORRLERFFEEEL (T—Hts~Brah
T, BUDTEXEDOEBHARIIEILIZLE VI ADTIE
Bour B, —7, BEOHXOERMHEDOTR %
HIEE, RBEOERTO TR »IRET & EE
REHDDBHDLLVWZ DY, LEOTR 2 EREZ ¥
EHEEZ LD Ly, AETRLED TRIRA
BANORE AL,

2. EBRFRRIRCE

BRI L B Cwo T, BLLAREREZA L
bOTHD I EMSHY, 1995 Fh & 1997 FE i T
XEETHEWER (NIH) B0 2ol K
WREKBEE BFRE, HRBHE AHER
EREE, () FE#ER, #e@AaLRE Lk
DWTRE) | ob AW EBRMEDODRHBESR
EboTARBOBEED THIW, Thbb, BK
%% (clinical research) %, 1) Patient-oriented
research (POR ; BEEMAERTZ) (mechanism of
human disease, therapeutic intervention, clinical
trials, development of new technologies 25¥7: 2 5f
FeEMBETH3), 2) Epidemiologic and behavioral
studies, 3) Outcomes research and health service

J;5#% translational research

spoas

RiRgadm

) ()
ARMELTR

-0 s
247 — PI PI PHI PIV x5 -7PFUs2X

®ED
L transiational research

Fig.1 Translational research & i
2003%F3A1H F1NEABEREEES YRV VAL
B EFEELL (BRBPEIBI3FSYAV—vatn-)
Y—FOREREBE] L KR

research, D3I DI KELAELTED LD ENVI B
DOTHBH7Y, 8B, bt MEABE BV in vitro THE
BRERFRIZESELEWERRTWS, 20458
LS TEBROBERE A TABE, F47H (41
AGBHBLWTHR EOBEFHCEEABRELE > T
LB, ¥ AR, BEOBEEE - BT v
T-EBTIE R &, BRE (clinical trial) OFERE
Bieb L O2EELBRRACTRDIVEECESSE
TWw{ PORTHB LEERZE->TW3,

SREET K AMERENHEZE L VA ERT
ENBEHT, TORIOEYREHICE-> T30
iE, Ex7 5 MEERBRS KRBEEMRE &R
5. HRTEHBTHIE, T 5 MR ARME
BEMEOREREZLLT, EEBHROKREHESE
~NBATBIERFAELD LAY, BRE, 4K
KEHRTA THA T AFGHFTHRADY -5 —720 %
TOIERICE, BARERBHRSFAORE M2

Key words : clinical research, clinical trial, patient-oriented research (POR)

T 104-0045 FREFEhRXFEM 5-1-1



130 %&£ Bk L Translational Research

Table Translational research &R 57D RXLERA VT IANT I F v —

(1) & MERERE BAMEOESHERRER L HS~ONHERETOTE
+ IRBiBiF27a b 2 (BRFRERTER) BLUBEHEXEBOEROLEL
» IRB DEBEELE > VIRERRZE, IRB X v Y—DEEF
- RS RMA L s L OBRO+5 2B (conflicts of interest (FIZ#HIRK) ; financial disclosure)

- FEERPEFHOE® IRB NOREDEBL

- FIERM (H2VIIEEREN) & 2BRFSREHRAOE=5 ) ¥ /B L UHABRTROBEERDORE

- BEHECNT 2 HEME

Q) \HEREBRERRE OMERIHREHL I LER)

- EVIFETR, BREFEMIROER

cZVZANPTAT ARy b (EMRER, VY —F =R, T-F<r—Yr—, BRIEHMR, GEE
BFEMREEAL, BE - &% - FBHUFEHFHAIORE) OH

- BRRTTROER L EB T 2 HE 2 EFOXH - XRBF sV TELSRICEN

cERERWIRBEE 70 S5 LARRRT 2O - BENEE O K

c EFCHBORMSBETAROBRTR (& QERRHAR) EH T 2AEE - RENRSOHR

(3) ERBERBHET COMRNZROMWENL

- BABRCB T I2EREFRERR TN (BERBRIEOET?)
« RARE - EERROWENERICH 12 > TOZEEM (HEXMRIND (Investigational New Drug Applica-

tion) OWA)

T, KBEERKFABRS AFREFHREERICEET
¥4 07708 K (WhbWAREDHZ ST AR,
EWEBEGE E TIRIAL) 2BFE T ST TER
BEEHL LRV TRLYL, —%, BEXCE
M TAaB L, TREEVSEFERS TN SSE, BX
FEICBENZLLUTEMTE, RE - EH (phy-
sician-scientist) B&L L THERRBREERTE % £
I pteER HRNVZEZEREREREORTYE
IEBRTIHMBROLKRNELRRE OBBEHTETES
T, HEEXOBRENREO TRE» VAT S h
TOIBHREBEI Z2REVOVDH S, BRATEDL
HWTRAEHEOXKE TE 2 b, 20004F6 B LUK,
KERET AT I -EESEEPEA (Institute of
Medicine : IOM) ®#TiZ CRR (Clinical Research
Roundtable) Z#BL, B> VXY VA, V-7
vay 7R RELDOBN, £%, THT 37,
NGO E—E L 2> THAMEHEEREHE > T3
B2 EL VEBKFZFTIEYD, BEREBIT 2 TR
BREKAEZ Tz ouany 3,

2%0, 2 MRROBEFRBIZIA4A 7H L VR
AFORFTIRBI DIz > THERZDE, HLVEET
PEHEBEORR L Lo L IRFRMFEREEEIET
£B2YRTLEVDBRST, ZORREHLEES
(HEZEVANVIEBATE Z) BRABRSEEAE
Ewotr, —RHKRZ POR, E RKEKRBREEE
WEHTELYATLMEN TH D LEHIEZ 3.

3. POR#E&ICHEHA>THI TSR}
Z9Fv—nEfE (Table)

1) kb PEEREORE
IDYATAEYCHL>TETLERDR, &
EHDVIERHEBREOENZFIHE FELLE
ThH3) [ KERXBIZLOSE “aF =17
(45CRF46 ; HEIFRAEE S TBE T b BFE
%23) OBETHZ LEERXEZ TS (BE, BK
RO b2 OMEBEELT — 5 ORBHFILI DOV TE
BERHBZENTWEDIE, EBECE D ARH
FEENE LKA (1R8] riEh3)720T
b5, BRUNOBERARIZ OV TIE, 2003F7H
CEAFBAKEET ML L THE A [BRKFRE
B3 2 mEfEst ] SHEEBREBEOEFEEICOLE LR
bz, BEEOZVWERI LY Z 2 TEERBEC
MEEOTHREEZE5 2 2»3KRATHE), 7&
bbb, DAY 7+—LF a2t (XBEERXS
i) OBME, @IRBicB 270 b a2 BEHNA
XEOEZRDOLAL, OWEESRELLFARE L
OB D +43 2 B8R (conflicts of interest (R %548
), financial disclosure ~NO+3 2 EE) , @K
REBBRTRET 2BEER - AR BT 31B&ROE
H50IZIRBENDHEDELL (FH UEOXE
BEWEC &Y, EMZCREEFEBAENOBEHHR
EEBENBENTLEOLID202EBVTHEZ L
7:9), ®F3IEKED S VEBEFIC L ABEERRABRO



EHRFEOE=FY) I (T~5 ORERIE) - EED
B, 2rEEEE LUTHEL, BERHROEHRME
RERETLEEDEHEND T EHATFEERT
ik, U THERIIEL  CEREAR TS
KEEIN, ZOHSHEHASE T 2D Tidh vy
EREOIWS, L HAMBORMETIE H 275, BE
KBEOLT [KEE] b2k HoKRBE2ERT 2
] CHREOhTWAHE (EEXET OFBICE
LT, EMFEEARE (FK15E7 ARBITORE
EERETRREE R o72) KB 2EIRVOBELLIT
BUCHARF L 72\,

2B, TITERTRLEVDR, 4V 7+—54
Fearvey bR IRBOERLEHLSFEEZ, —/AT
HorUDHELTBLLEBEDHLIETHS, Tib
b, BaR{ 2D R HRERER - AMEROFT,
REZEAY T a—LR s avEY M EERLYPTL
I EERENICERDAR—AFERLLD, %
72 IRBERA QMBI Z BT, IRBOX Y N—D%E
Bit, ERAE - BEV AT 2EBER YL +HRE
BrLTsrb0E, [ME>THANT] ORE
a2 L OB,

2) AMERK LB ER

Kz, BERFEERDT: D WLBEREREBEOANE
EAMBERODH D Fiz oW TORS 218N 3%, BAE,
KECBERIREBRO 7o b aVERICBWTEERERE
e R7:TEYRTTR L BN T 2BEL, BARMIERE
ROHHMBHROFEEZHEL 2D, BT 52%E
2L OBREZOEMRE*BEXT BEEXE LTV
EZORBRBEE LR, ZOBRE, 7474
A Y ANBOEEHRFIESCET THRTRER
BOILOKERLDTH S,

72, WL OHDKRFETEHKARIH 5 W IdELHE
Ex vy —FRiT- R EREHEY, %71 KHERE
TRBBEHEEDMN b FITREGEIRIN22H 5
25, [HRER] HoVid [RIRER] OBFEBIRE-728
DTRZL, LLBERWE, HEREFHEOBEREEE
oBREZINhSHEE (ZV=ANVbT74T V2
ZY bHBEVER IV Z AN )Y —-F LI —ETHIE
Feynidsv) BEI REEFHICTRETH S LEH
BEZ2 Tw3. BVFERCELNTWABERFFHO
BED, FRTHNIERABROEEICH 0T, K
El® General Clinical Research Center (GCRC) 7
077 LESEFCEIRREOHIUTBEAMCCEDE
T, 5%, HBOUEREZLLENHDL LRI,
IDIVZANINIAT A MY, EMHETER

¥t /EERREER & Translational Research 131

Wiz T, B &b EERFABRER DO TR E %
Bl:3 VY —FF+—2 ( [HRER] OEBRTIIEERT—
TA43—F—HDWECRCRELRFEN T ZEE
THE) T-IOREEBREYUTET -5 24—
Vry—hRBEHEELL, X5C3RE, BB, EEL
YEM LT 2EBHEER Sy 7 (HEOBRITY X T A
TREEHEYR Y vy 7R ES ECHLTERXE Db >
720, Bl GEE#BETHI:0) LT3
HMEOMFSE L V), EHRESE, BRIE (&
DBEYATLAIYYZT), BREEZOEMROD
EEXEsh s, EMFHIRBRLTEL ZoR
£, IhETHREBEREEINIAITLhho ERE
BBE2S, BoFHREA-oT “1RER” 2 EMT 515
REZELRODONTENY, BELEWLLITVD
RWETH, BOoOHHEIEREL T LEEIRSE
T EESEEbNs,

Fig.2Z, ¥EMD 7 v ¥ —V v BALYI—D
BRPIE 23X 2 2 EHEM (Office of Research
Administration) Q&K (20034 3 H3RE) £
T30, 56H8bDAYy 7 28L, IRBRHEANE
HREH (HIPAA), BIMER BT 2 RERE
(IACUC), FIZMRZEDEamHBEBFROMELZN
ZUBEFEOR Iy 7 Y, F72FDA~NDIND
(investigational new drug) & L BIfEA#HRE, >
EESAREREANOEENEESGHE, RMEtEL
DEBEE Y K-+ 328, 25BRACEE
R R A BR O 5 EH £ EE (clinical research quality
assurance) ®#HYUTBE XY v 7 T Z T 54l
2HDE, bBEOHEFIORRE FRVAIS NS,
¥z, MBEWEAR, IV 2— Y EOHRERI
BAARETH, BEOEOAMBERCAMBRICIES
ASERE LRWRERBOITHROR Y » A Tid, EE
BENBERBIR O 2RPo VI LB U TBER
v,

ABERIZDW TR, % TEMOEH - FEREE W
BOTERKARIINT 2B EEDIENEAERS
VZERHEDOIRER RGBT ERETHL, KE
NIH CRERTIRZHBT 28010, T 1XEKR
KRBT 2R, EVHITOER, 7o b 2 NVIIERD
EEAERPEET22—A0F#EE2RDONE. HERT
LEBRLER - THES X7 L0BABSERKDOND
EBbh3, SH6RXENHZZY b DV EDT
% % Clinical Research Curriculum Award (K30
award) Ok ) RBERMREE v/ 7 L2 ERET S
OB - BENESE RE) ZRIL, Z0O



132 %tk /BEPKZE & Translational Research

Office
of
Research Administration

ffi . .
Oo;ce Sponsored Agreement Research Grant Vice President
Protocol Research & Budgeting & Compliance Office
*Regulatory Affairs for *Protocol cost analysis *Grant submission & review *HIPAA
human subjects research *Private industry contract  *Animal care and *FDA
-IRB =Material Transfer use committee (IACUC) *IND
~Clinical research Committee Agreement * Biosafety Committee (IBC) =Institutional Research
=Psychosocial, Behavioral *Radiation Safety Committee Grants (IRG)
Health Services Research *Conflict Interest *Bridging Funding
Committee Committee (COIC) *Clinical Research Quality

*Research Administration
Information System

=National Cancer Institute
submission

Assurance (Clinical Trial
Auditing and Education)

Fig.2 XEMD 7o ¥ -V BAEY Y - KB THEKAEEXZ3
EIEEF © Office of Research Administration

X5 REERME « BRABOBE S A7 LARHEILT S
bz, RPRIYNIHZ 7 >~ biZdH % Mentored
Patient-oriented Research Career Development
Award (K23 award), Midcareer Investigator
Award in Patient-oriented Research (K24 award)
D& REFEMHP POR 2 BATI2EFLELR D &
IRNER - BFNESEENHER T LI L VLET
H55,

3) EREFRHEET COMRMESEOHIEL

NS RSB L AMEBERIINZ T, BRDOBKRA
BErK2A4 7 58BELTRLERERELT, HE
HEZREELL TL2VEBERBZEOBRATRAL
B BRBEBCERFEEZERL T 23ER A,
RIREEHEOREADTTL o0 LR EY
TAAFLHEORE»NH S5, KETHEKARKE
EZHBOUV EDE LT, LRNERREE Medicare %3
B PREABR I B 1T % routine costs £ 4 /,5—F 3L~
B20EIACEAZINTED, bBEOY AT A
ED B F T2 5 LBbh 5222,

LOREREL, XEROEESN - EEAEOWHE
BIEAIL, BRITTRESBEID L O BT HERKRER

TLXARETIR 2w, BISMERAEERDOHS (B
BRIEE - FIRH 2 VITAE - AES TREAROTES
BHAHE) CIBREREVWIBRETTITY, 20
AEIE~OBLE-FUH & 725 CKEOD Inves-
tigational New Drug Application(IND) §EE29ns5:
Fid) FMEEOITREBZERVBEZCERS 24
N—F 5 (FEERBEHFHEONRERBUMC R
) YAT AT B L THENZSEROFIELLTEE
ThrEICBRS, L, TOBE, BEEEERD
TRNRADOEE BEROBSOEEEERS) 25
RETHZILILE2HBTILESHS S,

4. BbHIC

AIHRICEERDT A 794 =V ANFHEERS
NEEBTEI2HLEPOESHEAZLII>ELTNVS
S, R, & < ICKFRIERKER, KBBEFy
FEOA V7 SBHEOEENXE - H - FZ L TRESR
ML, 2ORBEEHEL TN, F%, BEROR
BReBET 2@ EsNET7T - EKFELEWVWETE
ZOEBERAEHNZ B ERLETH B,



BB, CORBONZER, 200088 2HtEE -k 2T
HEE N BADFTENEGERRS - DRXEREEYS &R
D~y a3y PRBWTEEWRT L [EFEBIL IR
V- a ) —F L EETR] W OEERERS LU
EX2DHOAZELETHRRLI: MY AVv—yYaF ) H—F
ERBhE 3R —BERAEDA V7 IR T 0 F v — Bl —
(BEoH@AH 2002 ;200 :544-8) OFEREIE-BIELT
bOTH 3B,

X M

1) Ahrens Jr EH. The Crisis in Clinical Research. NY : Oxford
University Press, 1992 : 40-8.

2) The NIH Director's Panel on Clinical Research Report to the

Advisory Committee to the NIH Director. 1997. http://www.

nih.gov/news/crp/97report/index.htm

Nathan DG. Clinical research. Perceptions, reality, and

proposed solutions. JAMA 1998 ; 280 : 1427-31.

Schechter AN : The crisis in clinical research . endangering

the half-century National Institute of Health consensus.

JAMA 1998 ; 280 : 1440-2.

Shine KL. Encouraging clinical research by physician scien-

tists. JAMA 1998 ; 280 : 1442-4.

Nathan DG, Varmus HE. The National Institute of Health

and clinical research . a progress report. Nature Medicine

2000 ; 6 : 1201-4.

Clinical Research Roundtable iz B3 2 KRS . http://

www.iom.edu/project.asp?id=4881 (2004 E£E3 H7HB7 7 £ R)

Sung NS, Crowley WF, Genel M, et al. Central challenges

facing the national clinical research enterprise. JAMA 2003 .

289 : 1278-87.

Rosenberg RN. Translating biomedical research to the bed-

side. A national crisis and a call to action. JAMA 2003 ; 289 :

1305-6.

Code of Federal Regulations Title 45 Part 46 Protection of

Human Subject (HAFBRIZIULZEZ Tk 9 FE~TFE 11 £

EREMEERES EEHEC () WERRREE [E

KRBT » ¢ 2 GEN - BNFEHEOLBENTE] 228,

http://www2.kobe-u.ac.jp/~emaruyam/medical/work/

papers/monbu/99monbul.pdf

BRPIR BT 2 REEsH. BEEFBAERETRE 255, T

15 7H16H.

BEAMRACET 2HABEHOBTEC DT, ERESE

07300009 5 (E&FBEEBRFREH). FR15%7F 30 5.

EEREL+ERONO=0 2, [ERHZE, Kb, 280E

L BREFHYREROMEE XILIES, mEEN, R,

BER, ToMMoXERFRET, EELRXIEEREBCOVT,

3

Dol

4

pug

o
=

6

-~

7

~—

8

-~

9

=

10

=

11

~—

12

~

13

=

%E /IGR%RE & Translational Research 133

LEZAEORIERZOMOBERC L2V DLEBLNIER, B

FELIRRCORENILEZABOFERC L2 bDEEDbN

ZRPEORECEHTIFERA- BBV, RBEE

TORBREORERBHLREH LT 2 OLERS L EBDB L

i3, ZOBREEFEBRECRE L 2TAER SR,

Gelband H. Prepared for the Nationa! Cancer Policy Board,

Institute of Medicine, National Research Council. A report on

the sponsors of cancer treatment clinical trials and their

approval and monitoring mechanisms. Washington DC :

National Academy Press, 1999. http://www.nap.edu/books/

NI000611/html/

National Bioethics Advisory Commission : Ethical and pol-

icy issues in research involving human participants. U.S.

Department of Commerce, Technology Administration,

National Technical Information Service, Springfield, 2001.

http://www.georgetown.edu/research/nrcbl/nbac/pubs.html

BNHER], BF#&—, 2)IE ERXFRcET—REREDS

BERESHAE. FAEFHTHE 2000 ; 3962 : 14-9.

Committee on Assessing the System for Protecting Human

Research Subjects. Board on Health Science Policy, Institute

of Medicine . Preserving public trust. Washington DC :

National Academy Press, 2001. http://www.nap.edu/books/

0309073286/html/

National Center for Research Resources. Guidelines for the

General Clinical Research Centers Program (MO01). http://

www.ncrr.nih.gov/clinical/crguide2001/

19) EEFEEL. EMEERRRCET2BEROEH L 2 0 /ENY
F (REGCP) 2.0, HEBEEES SOEHKAFT L S
+— AR, 20034E 10 B 24 B (BAEH p. 18-24).

20) John I Gallin (]&). #HNBX (58). MTWNIEsL, BEEHEL,
EAF (8RN, NIH BRFFEOEXR - EE, LEHREE
R, 2004,

2) RREZZRERUVEREERELRN BRNR2E4A308
BERRELS), B18 % [ERERISRLEENEZH L wE
ERZOVWTIR, BEABOEDZLOOENT->TRES L
v, MENE19% (FRER, BEEREDOED 2EERLSA
OEVEBRECHERAL, XBAAFLTREsRw, L, E
BB FERE S B)E2XE THCHAET 2 B8R R
ZERCBVT, YFEEROMF LI IEYEFERT 2HE
IBWTR, ZORY TEW],

22) Committee on Routine Patient Care Costs in Clinical Trials
for Medicare Beneficiaries, Institute of Medicine. Extending
medicare reimbursement in clinical trials. Washington DC :
National Academy Press, 2000. http://www.nap.edu/books/
0309068894 /html/

23) http://www.cms.hhs.gov/coverage/8d2.asp

24) Code of Federal Regulation Title 21 Part 312 Investigational
New Drug Application.

14

~

=

15

16

~

17

~

18

~





