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BRUORBKTHROD 3 DORBEICAT T, B8

%o
BERBBMOEFOFTEDEL DKM Z
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1. What is Project Management for clinical
trials in your hospital? 2. Who, When, How is

Project Management for clinical trials done in your
hospital? | WD EMZIETW =W,
Kearns e DB E Z 1.

[Prior to submitting a clinical protocol to our
human ethical committee, many steps occur. First,
a confidentiality agreement is executed (after
review by our hospital attorney and the Director of
Research and Grants administration) between the
pharmaceutical company sponsor and out
hospital. This enables investigators and research
coordinators to obtain information needed to assess
study feasibility from a clinical and administrative
perspective. If the study appears feasible, a
pre-award contract specialist begins the process of
contract and budget preparation. At the same time,
the investigator and his/her clinical research
coordinator begin putting the protocol into a proper
format for IRB submission. Thus, two groups (i.e.,
investigator/coordinator and contract specialist)
work simultaneously and in close cooperation to
finalize the protocol, study contract and budget; all

of which are done with input and negotiation from
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the sponsor. Once all documents are finalized, the
protocol is ready for submission to the human
ethical committee.
approval of the CDA and ethical committee

submission is 30-45 days. After ethical committee

Generally, the time between

approval (generally 4 weeks from review to final
acceptance), the protocol is initiated. Management
responsibilities at this time reside with the principal
investigator and his/her coordinator. At our

institution, we also provide for periodic
review/auditing of study compliance while patients
are being enrolled. Following conclusion of
enrollment, the principal investigator files a report
to the IRB. This triggers entry of the post-award
accounting specialist who manages all aspects
related to billing of the sponsor for the research
based on the stipulations outlined in the approved
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. BERRIVEY (GH) 2B EEDEEERICHTS
GH BEFERH?

236

BRERIVE VAWASE (GHD) 2§ 2EERNVE Y (GH) Bk, BSETIE 19754
X DB 2 o7, B TEERL VHME LU GH Tho e le B8, RERE

SWTHEIGHEERT > THREL Tz, ZOROBERR, HELDELL, 228ED
GH 7 WRIEHER D GHIEEY Sng/m/ LT e wS, BECEFRCHYET 2D THo 7.

ZOBRBETHEZ GHBHREN2 X352y, E-2HEE RN 2oL Lo GH
STIRIEERER D GH IE{ESS 10 ng/m! I T LM &N, GHBRER2Z T2 BEFRNROE b
ZATETWS BHER, IRTCOGHEEF Yy bV arEF > b hGHEEEZHWTWED
Téng/ml U TFTEHoTwa, LiL, 220 F0 GH ﬁ%ﬁﬂﬁ%ﬁ%@ GH JE{E2S 6 ng/mi 1L
TlewndE#EEZ, 1 DOSUWNEEERS 1) T false negative 3B 272 HIT 2 D L va 5 FiEss
BRI SNTBEDIEH, EREREINTI3 DU LOEREEEL>TZD 5 5 2 048 6 ng/ml
UF]726 i GHD L LTHENREINTETWS, Ll 12TH GH IEED 6 ng/ml I
Lo, GHOWBEREELEZ S, FKRXTH, BPIECBF2ZheD1D2TH GHIE
EMNIEE ZERPEE GHD & X O, BE GHD 28 L LABRSEOWSE L, BKO non-
GHD #ES REAND GH EBREOBHMEC DLW TR LI ER 2B 5.,

GH #BEOHWE, 1 2B EESEC catch-up ¥3 282Xk D, EFRICES LE
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BETHILTHD. #oT, ZD2O0DHLY GHIRERZFHET 2 LENDH 5.

EPECBIT 2 GHD kB85 GHBZFHEL Tk, BEEN—E0.175mg/kg/BTH D,
EROZ el S8EGHD bRAICETHESLTWE, ZOBAEE, HANCRTY, —&(E
WHEERETHS. CORETE, BEGHD ORASERHE TS I B TERNI L 2R
LT, BEETERETRETHS.

b, BPEEBWIED S NBEEIEENCE—HEOERRLMTbRT
B5F, FEEGHD D I1FEOREFORERL > CCHBEMIET &Iz, Lk
Ko THAINLFATE, QOLOBEBRHETA2IET R, RAEGEOXEET
BLEFUAb BT

BAETIE, 0.175 mg/kg/SBOEFE T, BE GHD 8 & U non-GHD HEERED
BRAZREORBREH L TEH TRV EWS I ETF VY ABERINLDDH S,
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| 1 IR#ED GHAEAEIE GHD OBRASRENAWEIZAN THAVEWVWIIET R

TTRHKEADEET —2 £V, non-GHD HESREIZEGE TH 50~65% XA S
EWNFEELT 2 X85 TE DY, non-GHD HESEEN LT GH 0B%ifE 2R
T, HEEFS—B U 2 BERREE L AR AT T, RASRBCETSET
FREBIBNERD B, BOAE TR IO LD REBRAIENTE 2RE kW, #-57T,
retrospective IWEE GHD %724% non-GHD HESEEORASEEZ TOTF—¥ %, i
DEZET—5 b, EEETHREABRCELLEIREDOT -7 28D THET S L
15,

Kawai 521, 940BE GHD BFiz 0.5 867/kg/>8 (0.17 mg/kg/iB) DB TFH
4.2 EWRE LIS, RASEOTH 154.2cm T, ERED 184D 162.0cm X D EE
BB 5T LEREL T D, BEMICA > L BEBICIEEENR Y, BRESEE
HOBUBNERC b odz, LU, ZOWERIKRFOSE SDS SEikahn s
59, HBBFOBERICH I ROENE SN THWEOT, GHBENEEREL T2 L
3 fEEziE, AELSE, AU V—728, GHBE 1 L0BEGHD ZF% 0.58
fi7/kg/38 (0.17 mg/kg/iB) DETFI 4.2 FERFEL 72, ERED 11 40 non-GHD
HESEELTERAFRECEEEN 2P0l tHEL T 3Y,

F2 DREREREOT —2 R URE LY. WRiE, GH BREOHEGEH D LH]
EINET, 170 THENHERTGH EED 10ng/m! GREOHEETIE 6 ng/ml) %
Bz l-ED> b, BFTILEMENC, 7T 102 eI thGH i3EBER I W BEF
65 %, LT 76 4(GHE). GHIGERBFEROTE, B10.4K XI.6KTHok.
ML LT, KEOEEREET 6 BEOSE SDS 5—2SD UT 0BT 119 4, ZF 127
£ FKEE) AV, MHOESER OB TR, MEZSHOSE SDS I3 GH 55
BERNEBEREL, RASELEEREREBr -7, BESDS 0Bt EEER o7z
(FD.

%77, GH REHOERBR E RBEHO 6 REERSDS bbbl r—RXa b
T—VAZT4—Th, R2OTELEAFRCLHERSDS 0ELicER 2L, GHE
WEENTEE LE 2 SNB3EFE GHD TT 2RERNVEVIEER, HEOEZRTHEED

E= 1 GHARESH & WRELfIOEE

57 ‘ A ®F
GHafER: | ximm | GH R *ERRE
n ‘ 64 | 9 T8 127
Gfﬁﬁfﬁ;gégf | —2.68%0:36% | —2.36%0.36 | —2.87£0.63* | —2.3930.43
BAEE (cm) 159.2:+4.8* | 161.1%4.3 | 146.0+6.0% 148.8+4.4
A& & SDS —2.01£0.86* | —1.66%0.76 | —2.38%1.20% | —1.83%0.88
&5 SDS nE1L 0.67£0.77 0.71£0.80 0.49+0.85 | 0.56+0.68

*p<0.05 vs AR
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