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Key points of the amended PPI Act

1. Clearer definition of “Personal Information”

2. Rules for utilizing Personal Data

3. Establishment of Personal Information
Protection Commission(PPC)

4. Globalization

5. Others

http://www.ppc.go.jp/files/pdf/280222 outline_v2.pdf
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Amended Act on the Protection of Personal Information

(Tentative Translation, Ver.1, Dec 2016) Article 2
(2) An “individual identification code” in this Act means any
character, letter, number, symbol or other codes prescribed by
cabinet order which fall under any of the following categories.
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Amended Act on the Protection of Personal Information

(Tentative Translation, Ver.1, Dec 2016) Article 2
(2) An “individual identification code” in this Act means those
prescribed by cabinet order which are any character, letter, number,
symbol or other codes falling under any of each following item.
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Amendment to the Cabinet Order to Enforce the Act on the
Protection of Personal Information

(Tentative Translation, Ver.1, Dec 2016) Article 1
(i) Those character, letter, number, symbol or other codes produced

for digital use in confirmation to standards prescribed by rules of
the Personal Information Protection Commission which stand for
information related to any of the following physical characteristics
which are sufficient to identify a specific individual.
(a) base sequence constituting Deoxyribonucleic Acid (DNA)
taken from a cell;
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Amendment to the Cabinet Order to Enforce the Act on the
Protection of Personal Information

(Tentative Translation, Ver.1, Dec 2016) Article 1
(i) Those character, letter, number, symbol or other codes produced

by having converted any of the following bodily features thereinto

so as to be provided for use in computers which conform to

standards prescribed by rules of the Personal Information

Protection Commission as sufficient to identify a specific individual.
(a) base sequence constituting Deoxyribonucleic Acid (alias
DNA) taken from a cell;
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Enforcement Rules for the Act on the Protection of Personal
Information

(Tentative translation, Ver.1, Dec 2016) Article 2
Standards prescribed by rules of the Personal Information
Protection Commission under Article 1, item (i) of the Order to
Enforce the Act on the Protection of Personal Information
(hereinafter referred to as the “Order”) shall be to convert for digital

use in an appropriate context by using appropriate methods so as to
ensure the level of ability to identify a specific individual.
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Enforcement Rules for the Act on the Protection of Personal

Information
(Tentative translation, Ver.1, Dec 2016) Article 2

Standards prescribed by rules of the Personal Information
Protection Commission under Article 1, item (i) of the Order to
Enforce the Act on the Protection of Personal Information
(hereinafter referred to as the “Order”) shall be to convert for the
purpose of being provided for use in computers an appropriate
scope by using an appropriate method so as to ensure the level of
ability to identify a specific individual.
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(ii) the results of a medical check—up or other examination (hereafter
referred to as a “medical check—up etc.”) for the prevention and/or
early detection of a disease conducted on an individual by a medical
doctor or other persons engaged in duties related to medicine (hereafter
referred to as a “doctor etc.”);
(iii) the fact that guidance for the improvement of the mental and
physical conditions, or medical care or prescription has been given to an
individual by a doctor etc. based on the results of a medical check—up
etc. for reason of disease, injury or other mental and physical changes;
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(ii) the results of a medical check—up or other examination (hereinafter
referred to as a “medical check—up etc.” in the succeeding item) for the
prevention and early detection of a disease conducted on a principal by
a medical doctor or other person engaged in duties related to medicine
(hereinafter referred to as a “doctor etc.” in the succeeding item):
(iii) the fact that guidance for the improvement of the mental and
physical conditions, or medical care or prescription has been given to a
principal by a doctor etc. based on the results of a medical check—up
etc. or for reason of disease, injury or other mental and physical
changes;
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Summary

* Personal genomic information is now clearly
protected under the PPI Acts.

* PPI Act has three categories of personal
information; original, personal identification
code, sensitive information. Genomic information
belongs to all three categories.

 The amendments should create a positive cycle of
genomic medical science.
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Consent Codes

NRES

no restrictions

No restrictions
on data use.

X

GRUICC) { DS-POC(CC) POA
CEE—
general researchuse  health/| medical(\bio— disease-specific population
and clinical care medical researchand  research and clinical origins/ancestry
clinical care care researcl
, For hgahh/medical/ Use of the data is limited Use of the data
blomec?lcal Purposes and to he'alrh/medical/bio- Usecrihedain is limited to the
oﬂ-xerl bC}QIogtlhcal :ezeamfh, med@l purposes, does isiba ralrad study of popu-
including the sfudy of not include the study to [disease)]. lation origins or
population origins or of population origins or ancestry.
ancestry. ancestry.

Secondary Categories (”ry)(can be one or more extra conditions, in addition to I category)

Use of the data is limited to studies of [research type]
le.g., pediatric research).

Use of data is limited to research purposes [e.g., does not include
its use in clinical care).

Use of the data includes methods development research (e.g., development of
software or algorithms) ONLY within the bounds of other data use limitations.

Use of the data is limited to genetic studies only |i.e., no research
using only the phenotype data).

Requirements

NPU
PUB

oL

RTN return data fo database/resource
IRB ethics approval required
GS-[XX] geographical restrictions

MOR-[XX] publication moratorium/embargo

TS-[XX] time limits on use
us user—speciﬂc restrictions
PS project-specific restrictions
IS | institution-specific resrictions

not-for-profit use only

publication required

collaboration required

Use of the data is limited to not-for-profit organizations.

Requestor agrees fo make results of studies using the data
available to the larger scientific community.

Requestor must agree to collaboration with the primary study
investigator(s).

Requestor must return derived/enriched data to the database/
resource.

Requestor must provide documentation of local IRB/REC
approval.

Use of the data is limited to within [geographic region].

Requestor agrees not to publish results of studies
until [date].

Use of data is approved for [x months].
Use of data is limited to use by approved users.

Use of data is approved for [x months].

Use of data is limited to use within an approved institution.

>Nt Global Alliance
% 47 for Genomics & Health

SOM Dyke, et al. Consent Codes: Upholding Standard
Data Use Conditions. PLoS Genetics 12(1): e1005772.
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