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Small Databases
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Databases in Japan :
e Small databases (including commercially
available databases)
e posted in the web page of Japanese Society for
Pharmacoepidemiology (JSPE)
http://www.jspe.jp/mt-static/FileUpload/files/JSPE_DB_TF_E.pdf
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EHR-type DBs

e Merits
(Some) labo-data results are available

Patients covered by different-types of insurance
are included

Almost complete data for inpatients

e Demerits
Source population cannot be well defined
Individual hospitals have no clear catchment area in Japan
not quite representative of the whole patients

Follow-up (particularly long follow-up) is difficult

= All Japanese patients are allowed to make his/her own
decision on the medical institution to visit.




Claims data from insurers

e Merits

Relatively long follow-up is possible

The insured can be followed unless he/she changes
the insurance union (~ around job change).

The records of two or more clinics/hospitals

he/she uses at the same time are available.
e Demerits

No labo-data are available

not representative of the whole nation
Age distribution is different from the whole population.
Data are those of workers and their family



Claims data from pharmacies

e Merits
Records for long period (more than 10 years)
Data come from many medical institutions
probably more representative as compared to other 2.
e Demerits
Source population cannot be defined
No data on diagnosis, labo results and procedures
Follow-up of individual patients is difficult



Problems common to all DBs

e Linkage to the data source outside the DB Is
currently very difficult

partly due to the lack of the Social Security

Number or other identifier used in Health-Care



Two emerging large Databases

e [A] Medical Information Database*

mainly for Japanese Sentinel
= *No formal English term is available
= just beginning

EHR-type database

MHLW Pharmaceutical and Food Safety Bureau (Safety
Division) + PMDA (Pharmaceuticals and Medical devices Agency)

¢ [B] National Database (NDB)
Claims database (plus some data from health
screening)

Health Insurance Bureau
= In the pilot phase for the secondary use



Two different bureaus for Two
large DBs

o2 EESIE

Organization of the Mlmstry of Health, Labour and Welfare

s aocrs 2 e ye -
= wwmuwmw

wmmmawsmmm

Health Policy Bureau Professions Division, Dental Health Division, Nursing Division, Economic Affairs.
General Affairs Division, Specic Disease Cortrol Division, Tmmw
Health Service Bureau MMWMWM M
[:Is:hlynutnu & Compance and Narcoica Drvaion, Biood and B ' and Pharmaceuticals and Medical Devices Agency, Japan
Department of Food Safety Policy Planning and Coms Dwision, and Dnvision, - .
e e [A] Medical Information Database
— Labour Standards Bureau General Affairs Division, Werking Conditions Polcy Division, Inspection Divisica,

Workers' Life Division

(Japanese Sentinel)

| Industrial Safety and Health  Polcy Planning Division, Saflety Division, Industrial Hoalth Division, Chemical
Department

Hazards Cortrol Drvision
| Workers' Compensation Workers' Division, Labour C
Department Levy Drvision, C Drvision, Operation Drvision
e WMM Policy Dvision,
Employment Security Bureau 000 Empioyment insurance wision, Labour Market Center Operaion Offce
Employment Msssums foc the Division, Demand and Division, F
L and Fixed-torm Polcy Planning Supply Adusiment onegn
for the
S for the Elderly Division, Empioyment Measures for the
El and Persons with
om“w Persons with Dissbiites Division
Human Resources General Afairs Division, Human Drvision,
D tBorseu Trainng otion Division, Aty Division, Overseas.
Equal Children  General Aftars Onision, Equal Esmployment Poicy Division, Werk and Famly Hamonzason
and Families Bureau Promotion Divison, Day Cave Division, Matermal and Chid Heath Division
Social Welfare and War Genaral Afairs Division, PLRic Dwésion, C: Wettare and
Victims’ Relief B ) wmm-wmmmumm
Dopartment of Health and Welfare  Policy Planning Division, Welfare Division for Persons with Disabities, Mental
for Persons with Disabilities Heah and Disabaty Health Division
Division, Long-term Care krsurance Planning Division, Division of
Health and Wettare Bureau for 078 E D S e . Dovacon & b s 15 o
the Elderly Exderly
qulm Burcau WMM“MWWB”WW -
B S [B] N | Database (NDB)
v : ational Database
Pension Bureau Carporate Perwsion and National Pension Fund Division, Actusial Afairs Division,
Persion Service Dnvision, Pension
Director-General for Policy
Planning and Evaluation COUNIOL CoLnisr for Pty Bty




Medical Information
Database

(for Japanese Sentinel)



Medical Information Database

(for Japanese Sentinel)

e By 2015, EHR-type data are collected from
hospital groups Iin 5 area Iin Japan aiming
database covering 10 million people
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Medical Information Database
(for Japanese Sentinel)

Data mapping of local code to

TARVEVTRBOBE L~ standardized code may be needed
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Data Center

Data for individual patients, after deleting ID info, will be collected
by data center, analyzed and then deleted for each query

e SS-MIX: storage of standardized information

http://www.pmda.go.jp/chotatsu/bid/file/23/20111013 3nyusatsu_si.pdf



Medical Information Database
(for Japanese Sentinel)

e Merits and Demerits: the same as that for
HER-type data

e Merits
(Some) labo-data results are available
Almost complete data for inpatients

e Demerits

Source population cannot be well defined
not quite representative of the whole patients
Follow-up (particularly long follow-up) is difficult




Data in data center
(Medical Information database)

e Data in data center will be not allowed to be
linked with other data source at least for the
time being.

e For each query, data of individual patients,
after deleting ID information, are collected
from individual hospitals to the data center,
analyzed and then deleted.

However, in the future, it may be not impossible to
link the data with other data sources because

the original data in each hospital have the original ID
Information




National Database
(NDB) In Japan




National Database (NDB)

2010.10.5 First advisory committee for MHLW

2011.03.31 Guidelines for use of NDB during the pilot
period (2011.04 to 2013.3) issued by the MHLW

2011.08 MHLW received 43 applications for the
secondary use of NDB (first application)
Governmental bodies
Universities
National cancer centers and other centers with research activity
Drug companies are not allowed to make application (directly)

2011.11.10 The advisory committee approved 6 of 43
applications

2012.04 Second application will be received by the
MHLW (only those who failed in the first application can
make application)




NDB (1)
e Data of claims (from 2009.04) plus

e Data of the results of specific health screening

o Data of about 20 million subjects, 38% (i.e., selective?)
of 50-million target (by law) population of 40-74 of age
(data on BP, serum lipid, FBS, HbA1c and smoking
status) LT MER R R SRR INEES

KEBFTRKYBEREINHIOZIE Bw
[ B

|

ELLnE > a |
|

Lt TMESR }

*® H—n ,;44%

Claims data

BE
HO
BE R &
&

[ #aurc
B @

KEM21F4RBRSDOLETHDIRE
(FR22F6 A BRI EFTREEH)

K ERBNEETHLER20EERESHSINE
(FR20FERBEN COVTIEFH.)

RATHEA
(RihEE,
BEFRALES)

Health screening data

|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|

SRR
TR
b



o
0000
0000
o000
o0
NDB(2) :
e New data are added to the old data by using
the ID which is undecodable “hash”
Old claims data
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e 2 kinds of “hash” will be made to match old and

new data

e [1] may work when family name is changed (e.g.,
marriage)

e [2] may work when moving to different insurance union
(e.g., Job change)



NDB(4)

e |t will be very difficult or actually impossible to
link ID (hash) used in NDB with ID in the data
source outside NDB: 1.e.,

e Data in NDB

cannot
cannot
cannot

e lin
e lin

Ked with demographic data
Ked with disease registry

D€ Va

idated by the original medical record

as long as the current policy to use hash is maintained



e SS-MIX may provide a key function in the
future Pharmacoepi study in Japan

Standard Structured Medical Information
exXchange

Methods Inf Med. 2011;50:131-9.




Those in individual hospitals can use
SS-MIX data in the own hospital
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o SS MiX: storage of
standardized information

e The data in each hospital can be used with its
original ID information inside the hospital.

e [he data in SS-MIX is all standardized



Current status of SS-MIX
storage

e SS-MIX storage can work when introduced to the
hopital with the data in standardized format (HL7
and DICOM)

e About 700 large hospitals have now Hospital
Information System with the data in standardized
format but only a few hospitals have introduced SS-
MIX storage so far.

e Cost is about 200 thousand USD for introducing SS-
MIX storage to each hospital.

not very expensive but not very cheap

some incentive needed for more hospitals to introduce
SS-MIX




SS-MIX, when introduced into
hundreds of hospitals,

e can identify cohorts of new users of two drugs
which may be compared with each other,

e can retrieve all drugs, labo data and diagnostic
codes for those cohorts automatically,

e SO that physicians who participate in the study
In each hospital may just give information on
the outcome to complete individual case report
and

e may be an important tool in particular because
the record linkage is difficult with NDB.




