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Is It compulsory to remove or pseudonymize
any direct identifier?
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Because One dlrect |dent|f|ers can be used to

Copyright © Takumi Information Technology CORPORATION, All rights reserved.




’ (11 . . g 77 ('
What' s Direct Identifier ? —level2 SQ)CD

Takumi

Information
Technology

Which is the thing as defined in Direct
|dentifier?

C measurements
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Can we identify an individual by a Sensitive
Data?”
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Sensitive Data Is that any data that in case of
breach and re-identification would harm the
patient.
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Which is the thing is not defined by Sensitive
Data?”

A History of alcoholism
B BMI at baseline

C drug abuse
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It Is that “harm the patient” in terms of
employability, reputation, insurability, self-
esteem or results in loss of income.

BMI at baseline are defined as Quasi ldentifier.

... It's can be Sensitive Data for someone.
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|dentifier is classified into 2 levels that Information that
IS likely to change over time or not likely to change.

Which is the thing as defined in Quasi ldentifier Levell
In variables of next SDTM?

A TRT(Name of Treatment)

B STRESC
(Result or Finding in Standard Format )

C COUNTRY(Country)
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Quasi identifiers are background information
that can be used in connection with other
iInformation to identify an individual with a high
probabillity.
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Information that is not likely to change over time,
be visible and avallable in other sources.
Typically Demographic information.

E.g. Sex, Age at baseline, Country, BMI, etc.

Level?2

Longitudinal information that is likely to change
over time.

E.g. Measurements, Events, etc.
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So, C)COUNTRY(Country) Is defined as Quasi
|dentifier Level 1.

A)TRT(Name of Treatment) is defined as Direct
|dentifier .

B)STRESC(Result or Finding in Standard
Format ) Is defined as Quasi Identifier Level 2.
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Direct IdentifierlCEZINAEDITENTLLD
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Sensitive Data& L. B ADFE CTEHFEHD &
THdH?
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A TRT(Name of Treatment)

B STRESC
(Result or Finding in Standard Format )

C COUNTRY(Country)
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C)COUNTRY/(Country)h’Quasi ldentifier Level
LICERSND,

A)TRT(Name of Treatment)(&. Direct Identifier,
B)STRESC(Result or Finding in Standard
Format )(&Quasi Identifier Level 2IZFE &N 3,
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