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Japan UCPs
Regulations Overview




What Does UCP Standard for in Japan

Utensil

 Tableware

e Cutting tool

 Machinery, equipment, etc. that comes into direct
contact with the food

* The tools/equipment used fora tute offfishing are
not included.

Containers and Packaging

Articles in which foods or food additives are offered
when such products are wrapped, delivered.

© Intertek 2025. All Rights Reserved.



Regulatory Authorities (n)

C&mpilan;e Risk Manager &
‘ E?\?olrcc);r Standard Setter
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Administration transferred
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Independent The Industry
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Japan Food Contact Regulation

Order of Enforcement of
the Food Sanitation Art
MHLW No. 23 1948

Specifications and
Standards for Foods,
Food Additives
MHLW No. 370 1959

Specifications and
Standards for Foods,
Food Additives-Latest

Revision
30t May 2025

© Intertek 2020. All Rights Reserved.

Japan UCP Structure

Food Sanitation Act
Law No. 233 1947

|
Standards for Milk and

ry C
951

Guideline on Recycled
Plastic
A 270328 No. 7 2012

Guideline on Recycled
Paper
B %7 0427 No. 7 2012

By MHLW/CAA

(@)

Food Safety Basic Law
Law No. 48 2003

Guideline on Risk
Assessment
-revision Apr 2024



Food Sanitation Act — The Core Principles of UCP
(Law No. 233, 1947)

Article 16 Utensils, containers and packaging which contains or bears toxic or harmful substances and
is likely to cause harm to human health, or utensils, or containers and packaging which comes into
contact with food or additives and has a harmful effect on them and which is likely to cause harm to
human health must not be sold, produced or imported for the purpose of sale, or used in business.

Article 18 (1) From the viewpoint of public health, the Minister of Health, Labour and Welfare may
establish standards for utensils, containers and packaging, or the raw materials thereof to be served

for the purpose of sale or to be use business, establi e triteria for the prdduction
methods thereof, by hearing the nsof the Food [ n/Standards Council
»

Article 18 (3)Substances (excluding substances generated by chemical change of the substances) as
raw materials of materials specified by Cabinet Order by taking into consideration the impact on
public health of the elution or seeping out of their components into food must not be used for UCP,
where the quantity allowed to be contained in the UCP produced using the substances or the quantity
allowed to be eluted or seep out into food from the UCP produced using the substances is not
specified in the standards established pursuant to paragraph (1) of the same Article; provided,
however, that this does not apply when UCP is processed so that those substances are unlikely to be
eluted or seep out into food at levels exceeding the quantity specified by the Minister of Health,
Labour and Welfare as unlikely to cause harm to human health by hearing the opinions of the Food
Sanitation Standards Council (excluding the case where those substances are used in the part of UCP
that comes into contact with food).

© Intertek 2025. All Rights Reserved.

Prohibition the use, sale
etc. of toxic or harmful
UCP

Establishment of
specifications and
standards

Positive List
System



Specifications and Standards for Foods, Food Additives,

MHLW No. 370 1959

© Intertek 2025. All Rights Reserved.

A. General
provision

Restriction of
Colorants

Restriction of
heavy metal

Prohibition of
Class | chemical

PL policy

Evaporation
residue

KMnO,

Heavy metal

Chapter IlI Chapter IV Chapter V
Toy Detergent
. Materia E. Special
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enamel

Synthetic resin

Rubber

Metal can

F. Manufacture
Standards
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Instruction of Japan
latest Positive List (PL)
System




Introduction of a Positive List System for UCP (in)

e Establishment of internationally harmonized hygiene regulations for UCP

* The use/sale of UCP made from raw materials not allowed will be prohibited, and only
those that have been confirmed to be safe will be permitted for use.

Before Revision After Revision (PL system)
In principle, the specifiggrawpmaterials [ 1 *| Specify|the substances with restrictions
are allowed of forbidden.to use.

. _ * In principle, only could use the permitted
Even if a substance is banned for use substances

overseas, it cannot be regulated *Synthetic resin CAA
immediately.

-~

© Intertek 2025. All Rights Reserved.

Establish manufacturing management standards
* General hygiene management for all manufacturers.

Establish info. Transmission between businesses
* Synthetic resin manufacturers

m) MHLW 1

Add PL system to manger
under the original regulation




Positive List System for UCP (in)

[Prior to enforcement] [After enforcement] [After full enforcement (June 1, 2025)]

Previous management Previous management Previous management

« General Provision Positive list system Positive list system

< nization of the existing

Base resin: 21 category
Additive: 840 items

Existed substances not included in the
PL cannot be used as raw materials.

» Material requirements

On Nov. 30, 2023, and Sep.27, 2024,
revisions to the PL were announced
(effective June 1, 2025).

For existing substances and new substances, the risk assessment by the Food Safety
Commission is needed.

A

¢\

The procedures of evaluation for new substances are initiated.
© Intertek 2025. All Rights Reserved. 11




Manufacturing Management & Information Transmission

)

Manufacturing Management (GMP, Revised ordinance on 30 November 2023, effective 1 June

2025) and the information transfer
Confirmation of raw materials * Provision of information on product compliance with specifications * Keeping records of
production

oJnljoejnu

aJnjoejnuep
s|elia1e|\ Mey

Upon request, provide information Provision of information that can confirm

that can confirm compliance with compliance with the PL system (mandatory)
the PL system (not mandatory) (obligation)

© Intertek 2025. All Rights Reserved.

JoWInNsSuU0)

12



Scope of Positive List

The latest version is published on Nov. 30, 2023 & Sep. 27, 2024.

¢ Classification of Synthetic Resins

Thermoplastic resins Thermosetting resins

Thermosetting plastics

: Thermoplastics ) .
Plastic eg., melamine resin,
eg., PE, PS .
phenol resin
Thermoplastic
elastomer
Elastomer
201 [PELSIAERE eg., butadiene rubber,
elastomer, styrene-block e
nitrile rubber
copolymer
Without a cross- With a cross-linking
Note

linking structure structure

*Blue in the scope

*Grey is not in the scope

© Intertek 2025. All Rights Reserved.

Comparison:

US: Synthetic resin, paper, rubber

EU: Synthetic resin,

Jdpan:|Synthetic|resin

EU members: Paper, rubber, metal, glass, etc.

Synthetic resins Metals,
. . Thermasettin AL |
Thermoplastic resins resins 5 | rubber | 8'3°%
(for general purpose: about 30 kinds) ""Eﬁnw etc.
Cmmm—_ P 5ystem in the Us. | —
PLSystem in the EU | By Sountry
C—( L system in Japan |
13




Positive List (PL) System _ Scope: Not Applicable

The substances are out of scope of PL, could be used based on the requirements of <Food
Sanitation Act> and take the risk to ensure the safety.

v" Substances that fall under the

category of raw materials other than XM INGYER MEH P LS
synthetic resins SR % @ P —
* Elastic that do not have thermoplastic U DA It o —.
properties (raw materials for rubber) M £ TS, RERSE NN
+  Inorganic substances AR - 0
* Nature products and it’s reactants -*"F‘DW 56.1.0 RR
v Substances released fro hich ;gnkmgaﬁ Y. T
are intended to transfer to fo it ' ' e e
functions XABWY | xRS TFMM HOYD RN
v" The liquid or powder substances in the MBENEERESD FWH b T (:;:)
surface of UCP with the purpose of 1%
Anti-static , anti-fogging, etc. dolle BREURSTFE (B4) e el € 220
v" Substances produced by chemical RURY— (Jh) bOE 30
changes of substances contained in SR P ——— T
raw materials (RH0A)
v' Substances that are not intended to SREWRED FME - (:;:)

remain in the final products

© Intertek 2025. All Rights Reserved.
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Japan New Positive List (PL) System — Table |

As a general rule, polymers in synthetic resins with a molecular weight >
1000 and solid form at room temperature and pressure are listed in Table 1.

* Specify the synthetic resin base material (polymer).

* Classified into 21 types based on ethylene bonds and carbonate bonds
as the basic structure.

mEE
AZRRSEEXLTOEEHE
I-FIREESEXLTOEEHE
IZFIESEE STIEAHEOREE
IAFIESmoRigEssE
H—hRr—RESEELTIESE
YOFT - BEEELTIESE
AT FEEEXLTIEAHE

» Specifically, for each of the 21 subs ,the issible m ers
and other chemical subst / ical treatments arellisted by
application notification.

U WETLE/T-LTIEEHE
FILLFILFERFERHLRE /T-&T5EEE
AR MERUREEO S S NIESTHTIESE

ASAEEEES L <dA—ILF L v v —BEHF150CLH EOES
HRES1 SEEIEEMEEHEL. B 10 CH EoESFTOBINICET
SED

HRED2 BEAREELE/ I-ELT75EEE

HASAERBRERUA—IT L v v —BEFISOCEBOESHET
oo hcHT3SEn

HRED3 BEAREILT/ V- ¢T7oE8ETHE-TESETHRT M
CHLT. FAULE. 72U RNL. N-2TZ)L-Fla=
B 87 Lo MRV AYIVILEBOSITh 10%5 Eosd

HEEDT4 SERBBTFL o EFLE/T-L73EEHE

© Intertek 2025. All Rights Resen HEED S HRENS R TS > ERMRORAH

A LRSEEETIESE
IZFINEESEEETIESE

FILAS L HEERE/T-LTEESE
ST B R EER T /T - £ TREAHE
FEEREAEREE ST/ T LT ESESE
FIUINEREERTE/T-LTEESE

FERRATEL TEEARK (POUSSRE2-TFL-2-
AFTV UL EERE /T TIRAREST. )

AL OD—-ZHRESEHE IEFERLAESATEILO0-—R
ErlEE L EELE/ ¥ — £ T SEEEOINK S
ERSR I LT /T L TIESHE
HEREEN L EEE R S EERAEOESE

4H[Is




Grouping Rule for Resin

Polymer
Group No.
(NEW)

1

Standard of Classification

Polymers with a glass transition temperature or ball pressure
temperature 2 150°C, or polymers having a cross-linked structure
and with a melting point 2150°C

Polymers composed of hydrocarbons as the main monomer (except
the polymer in group 4)

Polymers with both glass transition temperature and ball pressure
temperature <150°C{excluding those-eerrespend-to polymer groups
2 and 4)

Polymers composed of chlorine-substituted ethylene as the main
monomer

Polymers that are used for coating involving chemical reaction
during film formation.

Substances for which the sum of vinylidene chloride and vinyl chloride
in the polymer is 50% or more fall under polymer group 4; substances
that are other than those categorized in group 4 fall under polymer
group 5.

@
Essential Monomer

imide bonds polymers,
ether bonds polymers,
etc

Ethylene, propylene,
styrene etc.

Acid, amine, alcohol,

isocyanate etc.

Chloroethylene,
Vinylidene Chloride

Not specified

16



Japan New Positive List (PL) System — Table Ii N

As a general rule, organic substance with a molecular weight<<1000 and are intended to change the
physical or chemical properties of the substrate and remain in the final product without a chemical
reaction;

if the molecular weight > 1000 and in liquid form at room temperature and pressure, or those that have a

special functional group and the functional group exerts a unique effect on the substrate, are listed in
oy e AlE:E1 |2k
Table 2 as additives.

HEEREHERAEE (%)

HEER1 HEESH2 HRER 32

1 7 B bl oy 3 ] 5.0 - 5.0 5.0
e Additives for synthetic re (840fitems) k& Faseered L e o e - =0 50

‘ & - B L7 L R e i & - - 1.6 - 1.6 1.6 HFRL000EBOSDICES,
 The usage amount and speci _ipsce | gnng e

requirements (molecular weight

U2 —rert-TFL-4- [1- (4 - NS 4 ICEA T SRS ERE.

. L. . sa | TEFOES-3-mr-FFLFIL 14 14 14 1.4 1.4 1.4 ?;féf&?:fg:gﬁzmr%&
restrictions, other compliance IASETIETM FESNER (4-4 s R e

: . ERBATHSORDTHIE
requirements) are specified for each LT\ 388553,

chemical substance.

- HRRRETEERTHWSDICRS.
108 LS IcES TS EOEN .
M BiFCESTIEESE ® ® ® = * ® « R BRI R R S A

& BOBSEER <

Eﬁmmﬂlzﬂﬁﬂﬂtbfﬁﬁiﬁ]ﬁ% + SHFRL000E! EnEDIcB S,

Reference: https://www.caa.go.jp/policies/policy/standards_evaluation/appliance/positive_list_new/assets/standards_cms101_250613_004.pdf
© Intertek 2025. All Rights Reserved.



Summary of Allowed Substances (in)

* With regard to synthetic resins, the use of substances listed in Appendix 1 of the Standard
Specifications Notice (Ministry of Health and Welfare Notice No. 370) is permitted.

* Regarding the non-contact layer of food, the amount determined by the Minister of Health, Labour
and Welfare as an amount that is unlikely to harm human health (0.01 ppm), it can be used.

 New substances not listed in Appéndix 1 are subject to individualapplication-and review procedures,
such as safety reviews, before they can be used.

© Intertek 2025. All Rights Reserved. 18
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Guidelines for
Applying to Add a New
Substance to lapan’s
Positive List (PL)




Guidelines for Applications Regarding Revisions to Standards for N
Substances Contained in Raw Materials for Food Contact Materials or
Containers and Packaging

Notice 357 issued by CAA on 28t May, revised on 5t Sep

Guidelines for Food Healthgmpact Assessment Concerning
Food Contact Materials and Packaging

Information Regarding Leaching Tests and Dietary
Concentrations Related to Requests for Food Health Impact

Assessments

© Intertek 2025. All Rights Reserved.
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Types and Subjects of Petitions for PL Revisions, etc.

Types of Procedure

Safety Assessment

Revision of Appendix 1
(PL)

Revision of Monomer
Notification

© Intertek 2025. All Rights Reserved.

Main Subjects

Subject to those are appropriate to manage the risk by the
method different from that specified in Appendix 1:

The newly used substances are expected to be used for
limited purposes.

Subject to_those.are appropriate to.manage the risk by the
methaod specifiediin Appendix 1:

-Revisions,of specifications (usage restrictions, amendment
of requirements, etc.) in Table 2 (Additives);

-Addition of new substances if applicable.

Subject to those attempting to add new monomers or use
monomers beyond the specified range:

Addition of new monomers, etc. to the Monomer
Notification (Appendix 1-21) (essential monomer, optional
substance, Essential chemical treatment, optional chemical
treatments).

(@)

General Requirements

1. Conduct a preliminary
consultation (the type of
application & the
application materials)

2. A person responsible
for handling matters
related to the application
within Japan (Domestic
Contact) must be clearly
designated.

21



Flow of Safety Assessment @

e Submit the application using the prescribed application form.
 The Food Sanitation Standard Review Division of CAA will review the documents and listen to the opinions of the
Food Safety Committee regarding the safety assessment.

Applicant FSC | -
the risk management
i apte, unlikely
to cause harm to
Conduct the risk human health.
assessment of food
Apply for Safety » ACP -
Assessment N

Report on
assessment results

Public Comments



Flow of Revision of Appendix 1

(@)

» After verifying the relevant documents at the Food Sanitation Standard Review Division of CAA, and
upon hearing the opinions of the Food Sanitation Standard Council and the Food Safety Commission,
revisions will be made to the Specifications and Standards for Foods, Food Additives, Etc.

Applicant

Make a request

for revision of -

Appendix 1

FSSC

=)

Conduct the risk
assessment of food
ACP
J
Report on
assessment results

Public Comments

=)




Required Data for Safety Assessment & Addition of New Substances to

Appendix 1
1. Substance Information

1)

2)

3)

4)

5)

Basic Information

1) Development background

2) Name, structure, etc.

3) Physical and chemical properties

4) Manufacturing method

5) Other (purity, impurities setey)

Need to clarify the data Source, test or in Silico @valuation

Purpose and condition of use/(foodicategory.
and temperature/time conditions, applicable
groups and types of synthetic resin, range of
amount in material, etc.)

Draft proposed usage conditions (or Draft
Specifications for Appendix 1 Revision)

Usage status and evaluation in Japan and
overseas (start date, usage amount, the
existence of usage approval, etc.)

Other information (usage status in products
other than UCPs)

© Intertek 2025. All Rights Reserved.

2.

Migration into food

* Migration test methods and validation
* Migration test results summary

* Tier of dietary concentration

Waive for the polymer with MW>1000Da with no other
fractions below 1000Da.

Safety| information (Toxicology)

e |Outline of testitems required for each Tier
of DC

* Details of tests

The assessment result on health
impacts

List of appendix

(@)

24



Required Data for Specification Revision Request to Appendix 1 ( n)

1. Subject of the Request

e Specify whether the requested
amendment pertains to Table 1 (Base
Materials) or Table 2 (Additives).

2. Background of the Request

* Describe the background and reasons

leading to the submission of this request.

3. Substance Information
* Substance name, strugture, et€.
* Physical and chemical properties
e Other (purity, impurities, etc.)
4. Purpose and condition of use
* Purpose of use
e Conditions of use
e Usage status in Japan and overseas

© Intertek 2025. All Rights Reserved.

5. Draft of the Proposed Specifications

e provide the proposed changes using a comparison
table between the current and proposed versions.

6. Migration into Food

* Test conditions and results for migration testing

e Calculation conditions and results for dietary
concentration

e Tier of dietary concentration
7. Safety information (Toxicology)

e Applicable for substances without a prior
assessment for which new standards are being
established, or for substances with existing
standards where the amendment proposes a
change to a higher tier of dietary concentration.

8. Other
* Provide the summary based on assessment
guidance

25



Flows of Revision of Monomers @

 The Food Sanitation Standard Review Division of CAA will review the documents. After the report at
Food Sanitation Standard Council, the Notice of Monomers will be revised.

ATC | S——

Make a
request for -
revision of

monomers

26



Required Data for Revision Request to Monomer Notification ( n)

1. Subject of the Request

* Specify the annex number and the specific item (e.g., Essential Monomer, Optional Substance, Chemical
Treatment, etc.)

2. Background of the Request
* Describe the background and reasons leading to the submission of this request.
3. Information on the Target Substance and Base Polymer
a. Substance: Name and Structure of the Monomer (etc.) and Polymer
b. Physicochemical Propérties offthe Monomer (etc.) and Polymer:
c. Other Information sych as typical product purity, impurities; treatment information etc.
4. Purpose and condition of use
* Purpose of use for both monomer and polymer
e Conditions of use
e Usage status in Japan and overseas for both monomer and polymer, the non UCP use status

5. Draft of the proposed changes
* Provide the proposed changes using a comparison table between the current and proposed versions
6. Migration to Food

7. Safety information

© Intertek 2025. All Rights Reserved. 27



Withdraw the application ( n)

Submit a Notice of Withdrawal of Application, etc., using Form 3 to the Food Sanitation
Standards Review Section.

v"  Substance name
v Application date

v" Reason of withdraw

© Intertek 2025. All Rights Reserved. 28
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Association: JCII




N
JC| —women temewmsn O

History of JCII

1949 Established as the Celluloid Testing Association

Authorized as an inspecting organization under Export Control La\
2012 Renamed as JaAl'lu@JM'd tioE Institute LJCII)

Authorized as general incorporated foundation

2020 Food Contact Material Safety Center (FCMSC) was established within JCII

2021 FCMSC merged associations like Japan Hygienic Olefin and Styrene Plastics
Association (JHOSPA), Japan Hygienic PVC Association (JHPA), and Japan Hygienic
Association of Vinylidene Chloride (JHAVDC) and took over all polymer and
additive certification duties from JHOSPA as of April 1, 2021.

30
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Japan Chemical Innovation and Inspection (JCII) Institute

JCI I —mgetEEA (LR EHIRERE

Building a communication bridge between the government and enterprises and tries

to collect the information through the supply chain to add more substances to the

positive list during grace period.

JCII has developed:

* Voluntary standards

e Positive lists (pigments)

e Evaluation standards & Test methods

* Certification systems for additives, resin and processed products

From legal perspective, compliance is voluntary, but it is often required by
downstream customers.

© Intertek 2025. All Rights Reserved.
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JCIl Membership

Regular Members:

1)  Engaged in the manufacture and sale of raw
materials for food utensils and containers and
packaging;

2)  Engaged in the manufacture, processing, and sale
of food utensils and containers and packaging;

3) | Manufacture, processing, and sales of food
products that use utensils, containers and

aging-

Associate Members:

Industry associations or organizations related to the
safety and hygiene of food contact material products.

* Membership is open to businesses regardless of
nationality. However, for foreign companies, having a
local contact in Japan(such as agent or branch office) is
required because all communications and documents
will be in Japanese.

Intertek 20




Benefits for Membership

Regulation information and instructions related

to the PL system bepr
and explained A;I) anner M

Members can preferentially participate in various
briefings and projects organized by JCII

Submit opinions and
requests to government

Various information and materials related

||o thstem obt

ained\on the member's website

Members can consult without hesitation about the PL
system and supply chain management

Consultation and support for new substances

addition to the PL

© Intertek 2025. All Rights Reserved.



05

Compliance Strategy



Japan Food Contact Compliance Strategy

Confirm to follow Public Notice

370 Specification
N
As per voluntary regulation, Adjust formula or
Adjust formula or find any do formula review and find any
alternative or conduct compliance testing alternative
titi
petition process y \
Association certificate Add new substance
like JPIMA, JAIA into PL of associations

© Intertek 2024. All Rights Reserved.
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