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Validation of Large Medical Database ‘
(Joint workshop with Japan Association for Medical Informatics
(JAMI), Japanese Society for Pharmacoepidemiology (JSPE), -
Japanese Society of Clinical Pharmacology and Therapeutics
(JSCPT), and Japan Society of Clinical Trials and Research (JSCTR))

Kimura Michio®
*Dept. of Clinical Epidemiology and Systems, Grad. School of Med., Univ. of Tokyo
“Dept. of Medical Informatics, Hamamatsu Medical University

~Koide Daisuke"

The national project "development of the infrastructure for medical database™ has been going on for 3-year term since 2011
by the Ministry of Health, Labor and Welfare (MHLW) and Pharmaceuticals and Medical Devices Agency (PMDA). Then
the large database which is based on SS-MIX have been implemented in 10 medical institutions as nationwide.

In order to evaluate drug safety with the database developed by this project, it is necessary to confirm whether the subjects
are detected appropriately without too much or little, and obtain enough information regarding drug safety evaluation. In
other word, we need "validation". There are several ways to validate; the several methods for each institution, or the same
method for all. In the US, some validation studies were carried out as mini-sentinel, and published in the journal of
"Pharmacoepidemiology and Drug Safety” Referring to these foreign studies, we will discuss what kind of validation
studies we need for this project. Speakers will be invited from the regulatory authority, JAMI, JSPE, JSCPT and Japan

pharmaceutical manufacturers association (JPMA).
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©2009 International Health Policy Survey of

@ Countries: Australia, Canada, France, Germany,
Italy, the Netherlands, New Zealand, Norway,
Sweden, the United Kingdom, and the United
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Primary Care Physicians in Eleven Countries

Doctors Use Electronic Patient Medical Records
in Their Practice, 2006 and 2009*

Pm(ma ATIE, KEPE25%. 2 HAT10%) (20092 BF)
98 99 : . s
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75 1 |
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251 |
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*2006: “Do you currently use electronic patient medical records in your practice?”
*2009: *Do you use electronic patient medical records in your practice (not including billing systems)?"

Source: 2006 and 2009 Commonwealth Fund International Health Policy Survey of Primary Care Physicians.

Practice Use of IT on a Routine
Basis for CQre Tasks

g A

Percent reporting

ROUTINE: NET

NZ

SWE

AUS | CAN | FR | GER | ITA NOR

us

Electronic ordering of

laboratory tests 81

86 187~ 40 | * 62 7:91: 45

38

Electronic access to

patients’ test results 93

41 | 36 | 80 | 50 | 76 | 92 91

89

59

Electronic prescribing of

medication 2

93 | 27 | 57 | 60 | 90 | 98 41

89

40

Electronic alerts/
prompts about a
potential problem with
drug dose/interaction

92 | 20 | 43 | 24 | 74 | 95 | 90 | 10 | 58

93

37

Electronic entry of

il nates 92 | 30 | 60 | 59 | 82 | 96 | 9 | 81 | 89

97,

42
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20%

g

10% 0%  40%  SO%  60% 0%  BO%  90%  100%

1) Lab exam order

2) Access to lab exam result

3) Electronic alerts/ prompts
about a potential problem
with drug dose/interaction

4) Electronic entry of
clinical notes

5) Prescription order

(Yes everytime - Yes sometimes - Do not use - No answer)
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Computerized Capacity to Generate
Patient Information

Percent report the
COMPUTERIZED
capacity to generate:

AUS | CAN | FR | GER NZ | NOR | SWE | UK | US

List of patients by

diagnosis 2

37 | 20 | 82 | 8 | 73 | 97 | 57 | 74 | 90 | 42

List of patients by

lab result 88

23|15 [*56/.[ 76 | 62 | 84:|:49 [ 67 { 85 | 29

List of patients who are
due or overdue for
tests/preventive care

95 | 22-| 19 |65 [: 76 | .69 | 96| 32 [ 41 | /89 | -29

List of all medications
taken by an individual
patient*

94 | 25:| 24 [65-| 78 |. 61 | 96:/|-145 | 49.-| 86 | 30

* Including those that may be prescribed by other doctors.

Source: 2009 Commonwealth Fund International Health Policy Survey of Primary Care Physicians.
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0% 10%  20% 0% 40%  SO%

50%

70%  80%  90%  100%

List of patients by
diagnosis

List of patients by lab
results

List of patients who are
due or overdue for
tests/preventive care

List of all medications taken
by an individual patient,
Including those by other doctors
(Electronically at once, electronically smoothly, electronically with effort, manually, no answer)
Michio Kimura MD PhD FACMI Hamamatsu University School of Medicine

Doctor Routinely Receives Reminders for
Guideline-Based Interventions or Screening Tests

Percent

100 o BB i
Yes, using a manual system
75 73 12 H Yes, using a computerized system

AUS UK FR NZ ITA US CAN GER NET NOR SWE

Percentages may not sum to totals because of rounding.
Source: 2009 Commonwealth Fund International Health Policy Survey of Primary Care Physicians

Routinely Sends Patients Reminders
for Preventive or Follow-Up Care

Percent

100 -
75 4
50 -

25 4

NZ

UK AUS NET us ITA' GER CAN NOR

Percentages may not sum to totals because of rounding.

Source: 2009 Commonwealth Fund International Health Policy Survey of Primary Care Physicians.
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% 10%  20% 30X 40%  S0%  60%  70%  80%  90%  100%

Routinely sends patients e AT ST
reminders for preventive

or follow-up care

Lab results remains until
the attending doctor checkss

Message to doctor that
ordered lab exam has been
reported

Doctor routinely receives
reminders for guideline-based
interventions or screening tests

(Electronically easily, Electronically with effort, Manually, No answer)
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Setting script: Creatinine< 1.17,
then Pravastatine (MevalotineR)(any titer)
prescrlbed Creatinine> 2.0 within 1 week
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Control (Pravastatin prescribed): 253 cases
Case (Creatmlne<1 17 then CRE>2. O) 1 case
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