H30.1.16 BUREHMMICBET S —0HE (P RHHE)

FT—AR[ZEDL
o] 2B fi% 7R
HENE

() #HEt 42— & LEt




Slide 58 & & ¥}
Quality < R~ A > +7]R Bl : 1SO 9000:2015

o« EIZEE4> 5 2 [R ¢ Hi&
s FARMM{E D =Rk e Evidence based
e BEEZBEIRTEETIE e JT R [&Fact based
- EELEDHEFHE o fRfTRICHE
« BIRME o NfE] - #HiH
- JOEX - 7TJ7O—F « 8BS

« AIRELGRYERSN-TOEX « Y—H— S



Slide 9
HEEM

Tsubaki,
(2014)Risk
Based Quality
Management,
24 DIA Clinical
and Monitoring
Workshop.

ISO/IEC (2013)
[Z& Za
TRIOA L
VZTA
EFRHRED
EAELF

Standardization for Management System Standards

HLS (High Level Structure),

eContext of Organization
eUnderstanding the organization and its context

esUnderstanding the needs and expectations of interested
parties

eDetermining the scope of the management system
XXX management system
eadership
ePersons and their roles
*Management commitment
ePolicy

SR

e Improvement
¢ Nonconformity and corrective
action

e Continual improvement

- J

oL i

eOrganizational roles, responsibilities and authorities
ePlanning

eActions to address risks and opportunities

e XXX objectives and plans to achieve them

=~

Annex SL,ISO/IEC Directives-1 (2013)

e Support
e Resources

e Competence

e Awareness

e Communication

¢ Documented Information
e Operation

¢ Operational planning and
control

>
o

¢ Performance Evaluation

analysis and evaluation
e Internal audit
* Management review

b

e Monitoring, measurement,

J

2nd DIA Clinical Operation and Monitoring Workshop: Operational Excellence; Think Globally, Act Locally

February 27-28, 2014 | KFC Hall, Tokyo
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Breiman et al. (1987) Classification and Regression Tree.

X L\l

Free Software RMDrpartBH 44

> NAft&2<-dataframe(HERH/FETEH SV EAANA/
AO#AEMAOEE F2RUEXE/MEEHES3
REEFH/MEEBHFEFHmE, WEH/A O,

ETEY AN O#5 UN T EE 32 ShHE R 2R/ A O #2%h)
> pp.rpart<-rpart(H &£ FLT=H ., data= A1 =?2)

» > plot(pp.rpart)
> > text(pp.rpart)
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ST A O#A$< 0.00295 FI{EA DR <1907

Al{E AOZEE < 410
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0.8819

FEIXRMEES mf.%%iék 0.8686
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0.5746



