Resistance Rates of Major Blood Isolates Blood Isolates in Keio University Hospital
(Keio University Hospital, 1998-2000) 2004 - 2005

Candida spp. (2%)

S. aureus (n=175) 70.3% are MRSA Other GNRs (5%) S.alcus(MRSA} (8%
8. epidermidis (n=217) 80.6% are MRSE s Bam’?!de“?P (2%
.maltophifia (2]

S.aureus (MSSA) {8%)

The other CNS (n=61) 59.0% are Methicillin-resistant

Acinetobacter spp. {1%}
/

Enterchacter spp. {3%) S

Staphylococcus spp. = 45%

E. faecalis (n=41) no VRE strains MDRPA is 2% of P geruginosa 1
E. faecium (n=15) no VRE strains %é S .cpidermidis (18%)
E. qvium (n=5) no VRE strains -
E. gallinarum (n=2) all are VIE Ecoli  (10%) Gram-Pasitive bacteria = 65%
, <7
P. aeruginosa (n=42) 26.2% are imipenem resistant Other GPRs 411)
26.2% are ceftazidime resistant Carynebacterium spp. (24

14.3% are gentamicin resistant

’ Covarovse |
Enteracaccus Spp. { | : Other CNSs (114)
.pneumeniae (1%)

) (6%)

Kobayashi Y, Aikawa N: Keio Univ. Hospital (unpublished data) Strep spp.(not p

| Number of Clinical Trials in Japan _| Clinical Coordinating Center in Japan

! New Submission | Nuamber of Trials
00 New Sabmisdo BT
W mission - » .
’ o Problems in using a CCC in the US or Europe
722| ICH-GCP Agreement Number of Trisls 4 00
250 + New GCP Announced for Japanese sites in a global clinical trial.
Clinical Trial
New GCP Started Enhancement Plan | | 600 . o s : . . . I
200 More Overseas Data ——— P phy (site g s) have difficulty in English communication by
Accepted sa8 4 so0 telephone.
408
150 b 361 New 5-Year Plans A third party (an interpreter in telephone communication) does not know the details
J R— of the protocol, and they are very expensive to ensure 24/7/365 response.
oo 41 360
N L
Some differences in clinical practice (including different brand name of a drug),
i and different culture will be a cause of confusion.
58
< e Japan is in a difficult time zone for US/Europe CCC to respond to Japanese sites.
o - == = — = “ o
TERE 1997 ¥SG%  15%2 2000 2001 2008 BOU3 2004 2008
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Clinical Coordinating Center in Tokyo
Keio University School of Medicine and Hospital

Thank you for your attention.

Basic science Translational Medical/Health
research care
l()?n;er::; General care
School of negra
Medicine Medical University Q&A
Research Center for hospital Advanced . R
13 Depts. Clinical medical care Discussion
(Basic) Institte of Research
18 Depts. nstitu i . . e .
(Clinieal) Advancad - C°;’;’:::'ty Due to multiple confidentiality agreements I have signed,
R"g‘;ggﬂl Center for I may be unable to disclose information for some specific
Prevention | o . ion drugs and trials.
7 Endowed chairs

Site of Infection in Patients Treated with PMX in 2006

Others/Unknown
16%

Catheter
1%

Urinary
2%

Bloodstream

7%
Abdominal
Skin 59%
2%

Respiratory
13%

Source: Toray Company Ltd.
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Reforming the Clinical Trial Process for
Trial Conduct

- Some Additional Comments from Academic
Perspective -

Toru Takebayashi,
M.D., D.M.Sc., M.P.H.

Keio University School of
Redicine

_ Incentive Issue

4 Academic Incentive
v Carrier-path aspect
« Authority, Promotion, Grant acquisition, Degree
v’ Care-provider aspect
* Access to new, innovative treatment; i.e. beyond the
Y standard treatment for their patients )
f : N
Monetary Incentive
v Personal motivation
« Too busy, insufficient economic compensation... thisis
mainly the issue of the whole medical-care system
v Institutional motivation
«Research fund raising, Profit center

Cliniéa’l Dperatibn ié#ue -

“Improving clinical operation process” is
the prerequisite to enhance high-end clinical studies,
especially in large-scale centers in Japan such as
university hospitals

= Resolving time-consuming paper work procedure
« Recruiting study subjects effectively
« Implementing efficient data collection
« Avoiding over-quality issue

« Lack of basic skills = improvement of operational

» lack of experts process must be understood

~» Insufficient support stuff u as 'the matter of system’

« lack of understanding « Exchange program between
speed & cost issue industry & academia is of valu

__ Human Resource Development Issue

Academic institutions in Japan should play an
important role to develop experts in clinical sciences
more actively

Possible solutions
v Degree program
«Integrated course setting
«International aliance

v Continuing education

v Promising carrier path

v Any clinical studies will
be ICH-GCP equivalent

Type of job
v Physician
v Research coordinator
v’ Biostatistician
v Data manager

25
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Social Responsibility Issue

We should prioritize patient advocacy and societal
benefits on the basis of high moral standard

~
“Proper” (not “too strict”) ethical code is

needed, that is acceptable for not only in the

medical society but also in the whole society

-
Public relations must be emphasized including
disclosure of information and bilateral
communication

5
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