(®)
2011 2013

Development and evaluation of a clinical trial simulation system by the second use o
f EMRs
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I established the standard model of a data warehouse with a search system and data
elements to retrieve from EMRs, which aims to predict the number of patients in a clinical trial. Then I
established a method, i.e., how to translate the inclusion/exclusion criteria of a clinical trial into ite
ms in the items of the system, to search a patient in line with the inclusion/exclusion criteria of a clin
ical trial using EMRs search system. | evaluated the correlation between the estimated number of patients
provided by the search system and the accrual achievement, and evaluated the completeness of mapping clini
cal manifestation in trial eligibility criteria into structured data elements in the EMRs. Moreover, As th
e second use of EMRs, 1 carried out a pharmacoepidemiology study and pilot-study of a use of EMR templates
as case report forms to collect the data.
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1)Diagnosis:ICD10 Code=" (220’
2)3)Radiologic study:Order name=" TAI
or ' TAE

6)Laboratory tests:WBC>=3000/mm3
6)Laboratory tests:Plt>=5x10"4/mm3
7)Demographics:age>=20

Oomit

1)2)Diagnosis:1CD10 Code=‘ CO001" ,

1)Patients with histologically or
clinically confirmed HCC

2)Patients with multiple HCCs that are
diagnosed as stage2-4a and cannot be
selected for surgical resection or local
ablation

3)Patients without severe tumor thrombosis
in the portal vein, hepatic vein or bile
duct

4)Patients under Child-Pugh A or B
5)Patients under PS 0 or 1

6)Patients who fulfill all selected
criteria WBC>=3000/mm3,
PIt>=5x10"4/mm3, ...

T)Patients who are 20 years and older
Key exclusion criteria

1)Patients with another active cancer
2)Patients with extrahepatic metastases
3)Patients with prior surgical
reconstruction of the biliary tract or
prior endoscopic treatment of ampulla of
vater

4)Patients with clinically significant
refractory ascites or pleural effusion
5)Patients with a medical history of severe
hypersensitivity
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3)Operative note:ICDCM or surgical
procedure=' 509078 , ‘ 509079° , ... or
surgical  procedure=' partial biliary
tract resection’
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diagnosis=' pleural effusion
(refractory)’ or * refractory
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5)Diagnosis:1CD-10
code=' T781" ,” T887
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120 80 0.68 |0.81
12 0 0 0.16
24 16 0.67 | 0.75
10 1 0.10 | 0.25
12 4 0.33 | 0.17
54 40 0.75 | 0.74
4 0 0 0
26 10 0.40 | 0.35
19 14 0.74 | 0.74
0 0 NA 0
84 47 0.56 | 0.54
0 0 NA 0
20 20 1.00 | 0.95
0 0 NA 0.33
0 0 NA 0
1 1 1.00 | 1.00
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1 0 0 0
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1 0 0 0
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