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Thank you for kind introduction.

| am Shigekura from Japan Hygienic Olefin and Styrene Plastics Association
so-called JHOSPA.

It is my honour to be here and make this presentation.

As | will describe later, voluntary management rules as well as governmental
regulations play an important role in hygiene achievement in Japan. At the
same time, Japands governmental regul at.i
Because there are still many uncertainties, it is difficult to show you the
precise figure of forthcoming regulation.

| would like to talk what | know about this change and my idea on the
voluntary management to cope with this change.
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Current Food Hygiene
Management Scheme
in Japan

First, | would like to describe overall scheme used for food hygiene

management in Japan.

As mentioned at the outset, Japands curr
combinations of governmental regulations and voluntary management rules.

This structure has made the Japands syst
people overseas. But | actually believe that things have changed this year.

First, the Japanese government has officially acknowledged our current

methods. Second, they also begin to indicate partnership policy.

In addition, representedb y t o d a y @e/emerdsrtaiinorease awareness

of private sector roles in Europe and Asia have emerged. | think that the

notion that Japandbs system is unique or



Food Sanitation Act : Articles relevant to utensils,

containers and ing (UCPs
Enacted in Dec 1947

Chaptar 1 General Provisions

Art. 1 Purpose Art. 3 Responsibilifies of food business operators Art. 4 Definitions

Chapter 3 Utensils, Containers and Packaging

Art. 15 Principles in commercial use of utensils, containers and packaging

Art. 16 Prohibition of sales of toxic and hazardous utensils, containers and packaging
Art. 17 Prohibition of designated ulensils etc. from use

Art. 18 Establishment of standards for utensils, containers and packaging

Chapter 7 Inspection
Art. 26 Inspaection order Art. 27 Declaration of importation Art. 28 Visit boarding and removal

Chapter 9 Business
Art. 55 Revocation of licenses

Chapter 10 Miscallaneous Provisions
Art. 58 Report of poisoning events

Chapter 11 Penalties
Arts, 72 and 73 Penallies
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In the current Food Sanitation Act in Japan, Chapter 3 deals with UCPs
comparable with foods and food additives described in Chapter 2.



Standards for utensils, containers and

packa

Food Sanitation Act Art. 18

Minstanal Crainanca an Mik and Mik products Concernng v charets for Focds: Food Addiives: eic.

Kisc i e :'w“’""'ms“'m‘“'z:m A% Hosis {Mresiry of Haalth and 'Waltare Ncoficatian No: 370, 1948)

[4] The Ssandards of ulensils. contmness and packagng of Secton 3
Mik_ atc. or Their Raw Matenals and the Standards of Unersits, containers and packaging
Manutactiang l
[ I I ] A, Specification of utensils, contamers and packaging
and thei matanals
m (2-1-1) (2-1-2) (2-25 B Genaral test mathods of Ltersis. containars and
Specfication  Containerslpackagn  Containersipacka  Contanersip packaging
solutensilés g For cow's milk @ng for cullurad. ackapgng for {  Reagents 163t solutans, eic
of Mk atc soecsal milk, milk, factic acid moaifiad mik D.  Specfications of ulensils, containers and packaging
pasteunzad goal's bacleia powder and thalr raw matanals by matanal
milk, compasiion bavarage. and 1 Glass, caramc. snd enameled wars
modified milk, low fat  milk beverags 2 Plastcs
milk, skimmed muk 3 Rubber
procassad mik, andg 4 Meata can
oream E  Speachcations of utensiis, comaners and packaging

by applications
F Standards of manulaciurs of ulensils, contaners and
packaging
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Especially, Article 18 of this act, which enables our Minister to establish
Specifications and Standards, is most important. There have already been
many specifications and standards prescribed by the ministerial ordinances
and notifications.



Relations between risk assessment and

management

Guiding principle of the Japanese government's for food safety : Risk Analysis

Independence of risk assessment and management constitutes the ongoing underlying
philosophy for food safety

* The Focod Safaty Commission, Catinat Office is respanstio for risk assessmant

« MHLW, MAFF, and Consumar Affairs Agancy ans responsie for risk managameant

Food Safety Commission, MHLW, MAFF, and
Cabinet Office * Independently Consumer Affairs Agenc'

work
+ Mutually share
information

Risk Assessment Risk Management

Reviews materials and
determines how much food is
safely consumed you

Establish rules for monitonng
o ensure safe consumption

Risk Communication
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To save time, please allow me to skip some pages today.



Combinations of policy measures

+ Coarcive + Quick development

« Credible for third parties » Feasible and realistic for

businesses
« Verification of validity is

achieved by roll sharing (risk V + Incentives to the participants
assessment and risk viho develop and maintain
management) the voluntary rules

Mutually
Complementary?

Legal Regulations Voluntary Management Rules

®) coppightic| sapan nygseic Dmtin Ana Brane Flastes 4 Iten Al Righh Fetst sed

| will refer this page later.



Business operators shall comply with two n

categories of rules in Japan

ex. plastic utensils, containers and packaging for food (UCPs)

Japanese Government
(MHLW) and Local
Governments

Industry Organizations
(Three Hygienic Associations)

Compliance is achieved by meeting both requirements

Now, | etds focus on our area of food con
Our rules viewed as equally credible to the governmental regulations in Japan

in general, and the compliance is achieved by meeting both governmental

regulations and our voluntary management rules.

Because of the cultural differences, some peoples may feel uncomfortable

about using the term Acomplianceo for vo
participants have also responsibility. But observance of voluntary rules in

Japan is no less important than compliance with governmental regulations.



Industrial organizations’ efforts to achieve hygiene

In Japan, the plastic related industries have worked for hygienic food
contact plastics not only through individual business operators’
efforts but also through their industrial organizations.

JHOSPA's voluntary management rules are characterized by
« Formuilating collaboration throughout the supply chains
« Voluntary standards (positive lists) and confirnation certificate program, and
« Measures for ensuring that only appropriate Ingredients are Included in materials

The three following organizations that share those charactenstics are collectively known
as the Three Hygienic Associations

Japan Hyglenic PVC Association (Est in 1967)

Japan Hygienic Olefin and Styrene Plastics Association (Est, in 1973)

Japan Hygienic Association of Vinylidene Chioride (Est. in 1977)

e

Currently, there are three hygienic associations in Japan:

Japan Hygienic Olefin and Styrene Plastics Association,

Japan Hygienic PVC Association, and

Japan Hygienic Association of Vinylidene Chloride.

The characteristics shared by these associations are achieving hygiene
through the supply chains, the development of positive list-style voluntary
standards and implementation of confirmation certificate program, and
ensuring that only appropriate ingredients with appropriate amount exists in
final UCPs and go on.

These three associations are different in terms of products and the
characteristics of supply chains, and they are also somewhat different in
organizational nature, but all three associations were started between 1967
and 77 and have moved through a similar history. The recent revision of the
Act by the Japanese government is based on the existence of these three
associations.



PL and NL in voluntary management rules

Other related industrial organizations also voluntarily establish lists of raw
materials for UCPs.

Some organizations establish Positive List (PL} for acceptable raw matenals, while others
establish Negative List (NL) for unacceptable ones.

The function of a voluntary PL and NL are almost same. The difference is just a matter of
expression

Positive List (PL) system Negative List (NL) system

o Japan Hyglenss PYVE Associstion » o Japan Adhesive industry Association
S—
o Japan Hygienic Olefin And Styrene Plastics - o Japan Frnting Ink Makers Associstion
Asscoation

0 Japan Hyglene Association af Vinylidene Chiaride
o Japan Thermosetting Plashcs industry Assocsation

O Scoaty of Rubber Saence and Technology, Jspan

Apart from these three Hygienic Associations, there are also industrial
organizations that implement their own voluntary standards in Japan. Some
organizations implement positive-list style programs, just as the three
Hygienic Associations do, and others implement negative-list style programs.
The voluntary positive-list and negative-list programs share almost the similar
effect and significance. The difference only consists in how the lists are
developed or how the acceptable raw materials are represented on the lists.
As | will describe later, the difference between the positive-list style and the
negative-list style in governmental regulations has a different nature from that
in voluntary management rules.
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Relation between current Food Sanitation Act and n

JHOSPA’s voluntary management rules

Current Food JHOSPA'’s voluntary
Sanitation Act management rules
Voluntary
Toxic or noxious materials m,::‘“u aka Confirmation certificates are
are prohibited. avallable to products which
meet with voluntary
Conceptual stricter standards.
in hygiene
Any field where health level » Products not meet with
damages are reported or voluntary standards
expected cannot be shipped with
but certificates.
limited * Products meet with
in applied voluntary standards can
ﬁ?l’(li be shipped without
certificate are not
restricted,

Talking about more substantial topics, voluntary management rules are only
effective under limited conditions. Concerning the outside of this effective area,
parties can decide not to rely on the voluntary management rules. It is not
illegal but they cannot use the benefits brought by voluntary management
rules. The biggest benefit is reliability of the communication about
productsd hygiene

There is no such flexibility with governmental regulations, which means that
rules must be established that can apply to any conditions. This requires time
for adjustment and may lead to establishment of less strict rules in hygiene
level.



JHOSPA'’s Voluntary
Management Rules

Next, | would like to describe our voluntary management rules in further detail.

12



Measures for controlling ingredient migration

Voluntary Confirmation
Standard Certificate

Effective and easy method o determine Effective and easy method to
satety and acceplabllity communicate safety and acceptabllity
of the ingredient of ingredients

JHOSPA'’s voluntary management rules
are made of two businesses.

(®) coppightic) 3apan tygkee Omin Ana Brane Flasict Anccation Al Righh Fueissed

JHOSPAG6s voluntary management
blocks: voluntary standards and confirmation certificate.

r ul
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Target industry and process of JHOSPA

The voluntary management rules of JHOSPA achieve hygiene through
the whole supply chain.

T

Positive list (PL) Resin Primacy Sechndery Usage
ing ot P
H'RFG polymer ’ Syninetc resin Fim Ubenais Containers and
{Monomer) { (row materisis] [T shost =1 comtsisars e %1 nackaging
! > pachagig food fileg
.............. Uleness.
-------------- Criaare and packaging
Ad¥ne pachugng
Bkt prodxt] Utansin Ussos
AL S
. U‘,',‘f :" 4 Addtive
1] By apent Y (Blanded product)
Potyras addte ) Emtwocalion
Otwe (Blended dem) | Although this looks complex
Colorant  efc o Mmooy bustisessss sre srecived in marny phases

- - m—— ¢ There are wnoos marddchaing proossses min dfferert sachnical
T S 2 characheIedcs 0 wach phore

This Is surprisingly simple and can be understood in
terms of addition,

=== + Tho amownt of ad@Tses J008 NSt Chango of I010a6e% 11 0aCh pHao.
L ) Sutatmens Wad o P postn Wt \
— v Vankshing (0 Sanafonming doss nod oosu 10 s lusicuty
5= reosn mtict b cartinss
=i -

e

This is the flow of JHOSPAG6s target

Most important character of this chart is so many business operators involved.

This is linked to the very background of current JHOSPA scheme significantly,
that protects hygiene through the whole supply chain, which is difficult for
individual business operators to manage.

The second is the fact that all flows are unidirectional, left to right, and the
amount or consent of additives are just kept equal or increased at each steps.
This is also linked to our method, in which upper limits on amounts of resins
and/or additives to be added are set at each step throughout the supply chain
to prevent elution or migration from finished products.

Ssupp
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Two approaches to establish standards

Upper limits on amounts of additives to be added are set at each step
throughout the supply chain for specific resin-additive combinations

Three industrial associations’ voluntary management rules in Japan
Revised Food Sanitation Act (plastics part) in Japan
CFR and FCN in US, BfR in Germany

Upper Limits are set on the amount of monomers/additives
migrating from end products into food without specifying resin

EU-Plastic Implementation Measures{PIM)
(The products permitted under any national regulations are exempted from EU-PIM)

®) coppightic| sapan nygseic Dmtin Ana Brane Flastes 4 Iten Al RIghh Fetet sed

With my knowledge, this methodology is originally developed by the US FDA
in 19506s. I n contrast, i-calledPiM copducssst i ¢ r
setting limits on migration from finished products, not at interim stages. The
recognition that schemes can be roughly divided into these two categories
may be effective to plan new regulations. With my view, China introduced
combined method.

In Japan, at the present Act revision consideration, how these two categories
of approaches should be addressed to ensure international harmonization is a
topic. The Japanese government developed the provisions of legislation that
allowed the establishment of either style of standards. When the Japanese
government prepares their PL as a standard for specific field, the approach
that is suited to the actual state in that field will be employed.

15



Foundation of JHOSPA and

start of the volunta

+ Increase in the amount and types of plastics used.

Request from the
« Cooperation for national devetopment of individual resin
M HW specifications and the development, observance, and
operation of voluntary management rules on additives

* Includes the entire supply chain, as well as the food

Establishment of the industry.

JHOSPA « Second hygienic association after the Japan Hygienic PVC
Association (JHPA}, The Japan Hygienic Association of
Vinylidene Chioride was established after JHOSPA.

= At this time, the FDA was the only organization
worldwide to apply additive restrictions.

Adoption of the FDA method
for the development of
CVEICAITLIETL, RS ENGETG RS+ Certification and PL mark indication rules were

also established.

@j DEyrightic| Japan sygeeic Swhin Ana Iwane Fanlos Avecahion Al Righh Fedesed

This slide provides a summary of the history at the time of our establishment.

16



Features of the voluntary management rules
of JHOSPA (1)

Listing to the
positive list (PL) About 2 months

Removal from the
PL (Incase of safety Within 1 month

probéams eic )

Issuance of

Confirmation > About1 month
Certificate

®) coppightic] sapan sgweic Dwtin Ana Brane Flavied A Iticn AL RIghh Fuelet sed

These are advantages of our method.

Our voluntary management rules are characterized by the fact that related

procedure can be done quickly.
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Features of the voluntary management rules
of JHOSPA (2)

Easy to use
and follow on site

By limiting the adding amount of
additives that can be easily controlled in
the manufacturing management,
migration amount is reduced enough.

It is not necessary to exchange trade
secrets for the components/formulae
between upstream and downstream
companies.

®) coppightic| sapan nygseic Dmtin Ana Brane Flastes 4 Iten Al RIghh Fetet sed

In addition, | would like to emphasize that the features of our rules are easy to
use and easy to follow on site.

In product design, planning the manufacturing method, and management of
manufacturing, the amount of additives is the most fundamental measure of
management. Basically, our standards use additive amounts.

Another important point to be noted is that with our scheme, there is no need
to exchange information on the components, prescriptions, manufacturing
methods, or product usage between the up- and downstream companies. It
means it is easy to keep trade secrets.

18



Achievements of JHOSPA

+ JHOSPA applies its common management
approach to thermoplastic resins

« An almost uniform regime has been
systematically constructed for 30 resins so far.

+ JHOSPA maintains and develops its voluntary
standards and operates its confirmation
certificate program to help its member
companias deliver hygienic UCPs.

« These activities help developing unified names,
definitions, and usage for resins and chemicals
and facilitate communication between upstream
and downstream companies

This slide provides a summary of the achievements of JHOSPA through our
activities. | think that the construction of an almost-uniform regimen for
30 target thermoplastic resins is very valuable for hygiene management
technologies.

The fact that there is an existing system that has functioned for 45 years
must have significantly contributed to the preparation of the current Act
revision and deliberations at the Diet.

19



Revised Food
Sanitation Act

Now | etds check the | aw revision.
Japanese government has not issued the official translation of this act, yet. So,
| put my tentative translation. To avoid misleading, | just asked one translation
service company to make this and eliminate my understanding or evaluation
from these translation slide.

This new act was just promulgated and has no practice, nor commentary yet.
Not only these slides, but also my comments may contain some mistakes.
Please be aware of.

20



Revision of the Food Sanitation Act

Now a drastic change to legal regulations is
emerging in Japan

Purpose :
Establishment of the internationally harmonized safety regulation

Overview :

A positive list scheme will be implemented to include only the substances that
can be used for the production of food contact UCPs. Plastics will be specified as
the applied area of this revision by a coming cabinet order.

Timeline:
The bill was passed in June 2018 and promulgated. The revised Act's effective
date will be before June 2020 set by a coming cabinet order.

The bill to revise Food Sanitation Act was promulgated in June 2018. Too complicated

bill will amend current Act articles twice. But fortunately, the rules concerning UCPs for

foods are planned to be amended only once and to be effective by June 2020.

The revised Act is intended to implement a positive list scheme to include only the

substances that have been demonstrated to be safe.

The Ministryés document to describe the bill
scheme is to establish internationally har mon
This means that this revision is to ensure as much consistency as possible with

international regulations rather than to any hygienic issue in UCPs at this time.

A policy has been developed to first address synthetic resin UCPs. In other words,

synthetic resin products in which voluntary management rules have been

implemented and followed are the only area where Japan is ready to implement

similar management scheme as that used in overseas countries.

However the address of i s y n t rheestisimowell defined yet. There is an idea to

include thermosetting resin other than resins 3 hygienic associations target. Distinction

method between synthetic resin and natural one or rubber is not clear. Coating materials,
repeated use articles are also topics. If the government expands target more than that of

existing voluntary management, they must examine and prepare hew management

method and take care on the continuity of businesses.

21



Amended article (for PL program)

Article 18
3

c healt

h ageinst the effects of the mateniols C
containers
contents of th

e substances (except for the substance

chemical mox atainers «

using the raw materials or permissible food co
contained in«¢ aratus or containers manufactured using

ds. P

Qqet are proces

ph 1 stang

containers

Or poCk

ir human haalth, prescribed by the Minister of Welfare

shsic

not apply [unies

the apparatuse

kages).

ntained in apparctuses

or package that may infillrate or penetrate foods and unles

nfamination le

vided, however, that the
d in @ manner 10 eliminale any risk of the
substance infiltrafing or penefrating focds beyond the lsvels that are not likely to
Health and Labor ir
consultation with the Pharmaceuticol Affoirs and Food Sanitation (

tained in a porfion that confacts with focd of

2ECMISSIDE

astances

raw materials are

poaratuses,

Council. this shall

This is the amended article for PL program. Establishment of PL as one of
specifications or standards will be done with the existing article 18 as |
explained page 5. Restriction with PL is added and described here.

As | explained page 15, Japanese Government will accept 2 styles of

standard.

The 1stone is here.

Thisis my expectationbuti per mi ssi bl e
translation of adding amount management.
Another one is here.
fPermi ssibl e
management, | suppose.

f ood

C 0 nt amgratientamaumt |

contentso

evel

In our area, that is, in the field of synthetic resin UCPs, | expect the
Japanese government will choose the former one, standard of limiting
adding amount. It is same as current voluntary management rules in

Japan.

mu s t

s 0
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New article (for GMP)

Article 50 (3)

In order to prascribe the standords for hygiense control and other relevant putilic heatth measures
|cosochvely “ralevant public hoalth measures” in this arficle) to be implemented in indushial sites

ppRllances, contalners. and packages are manutactured, the Minister of Health, Labar
v Welfare sholl set out the siandards for the matters mentioned below in an Ordnaonce of the
Ministry of Healih, Labar and Weltare

ll] Hyglene conhiol measwes for maintaining cleanlingss inséae and outdde the sitas and ofher

hygiene promaing measures

{Il} Measures for ensunng good manwactuing practices required fo prevent necessary measuras t
preven! laod sanilalion hazards
fociurens of applar

cantainers and packages o heallh meosures

ant to he menfioned in the previo of oppliances.

=nals other Ihan
rals listed i the Caobine! Order prescribed m Arficle 18 [3) shall only comply wilth i) i the

nfaners and packages manufachsed excl

g paraqraph)

rs and the like may specity necassary regulations

on relevant public health

Tl ordinances uniess they confravens the

This is added article for GMP. This article requires related businesses to
comply with 2 kinds of requests
The 1stone is for all businesses.

So-called 5S in Japan will be requested. For example, cleaning up factory,
putting all materialsand t ool s properly, keeping
hygiene, offering educational program on cleanliness and hygiene and etc.

The 2" is for plastics under PL regulation.

Related businesses must keep records on raw materials and prescriptions, to

avoid mishandling, contamination, tracing back purposes and etc.
This article is only applied to the manufacturer of the UCPs not any raw
material manufacturers.

In addition, the law of Japan does not extend to the foreign establishment.
Based on this article, it is demanded that the importer shall follow ()5S and

(ijrecord regulation properly at a stage of the import. There is no text to
mention the stage before import.

Wor
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New article (for communication)

Article 50 (4)

A parson who sells or manufactures o imponts, for (he purpose of marketing, spparaduses, containers, or
packages manufactured using raw materials for the materials ksted in the Cabinet Order mentioned In Article
18 (3). shall inform the counterpany of the sales iransacticas that the apparatuses, confainers, or packages 1o
be sold falis under ane of the following tems. pursuant to the an Ordinance of the Ministry of Health, Labor
and Welfare

1] Tne apparatuses, containess, or DBCH&QE‘S 10 be soid were manufactured exclussvely using raw materials
compliant with the standards mentioned in Articie 18 (1) if they fall undes the raw materials for the
mateaals listed i the Cabinet order mentloned In Article 18 (3)

(I} The apparaiuses. containers, or packages were processed as specified in the provision of Article 18 (3)

2y A person who sells or manufactures or imports for the purpose of marketing raw materiais for
apparatusas, containers, or packages which are for the materials listed in the Cabinet
Order mentioned in Article 18 (3), shall make efforts to give the information specified in an
Ordinance of Minister of Health, Labor and Welfare to the manufacturer of apparatuses,
containers, or packages when the manufacturer in question demands the confirmation that
those raw materials conform to the standards mentioned in paragraph 1 of the same Anticle

This is an added article for communication from up- to downstream.

In order to avoid not being responsible whether a product is suitable to the Act
or not for the downstream businesses. Upstream shall communicate the legal
compliance on the products with downstream.

There is no word of our confirmation certificate program in this article. We
believe it will work as evidence on this communication imposed.

A little bit more precisely speaking, the legal compliance described in this
article is the compliance with the standard established by the article 18(1) and
mentioned in the article 18(3), not the compliance with the article for GMP.
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What this law revision means

The revised Act will have a significant effect on the supply businesses of
UCPs and their raw material.

However,

+ The new scheme seems an extension of the existing private associations' voluntary
management practices, The influence will be controlied enough if the revised act is

implemented properly

« The new legal scheme will also provide a ievel playing field observer and non-
observer of the voluntary rules and support the export of products that have
satisfied national requirements

Scientific and rational criteria on materials and chemicals for food UCPs will be
developed and refined

JHOSPA stands in position to welcome the new scheme

|l 6m proud that the | egal swthdidresimUGPs r
as well as their raw materials has taken the lead among all materials.

At the same time, | also have concern. We have to carefully observe side-
effects. With our observation until now, it seems a system that is a kind of
extension of the current voluntary management scheme appears to be under
consideration. We welcome this revision if it is appropriately operated in
consideration of the current existing scheme.

If they consider current scheme good, in fact | sincerely hope they will do so,
some characters of current scheme such as adding amount management,
listing additives by each basic resins, resins evaluation by polymer not by
monomer can be kept. Though we JHOSPA do not use the consumption factor,
it means we consider consumption factor as 1, there is a possibility they will
introduce consumption factor.

t

he
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Technical working group

[Agenda 1 : Coverage and mechanism of the positive list program]

I, Malanals coverad by fhe program

2. Operators’ steps for implementing manufaciuing confrol standards

3. Eteclive communication among operators

4. Mechaniss to effectivaly rack manutacturers

5. Coordnation wilh independent organizations 10 successlilly devalop sfandards

[Agenda 2: Specilic risk management measures (procedures for developing FL and permissible confent or
elution levels]

Substances 1o be covered by the risk manogement mecsures
. Specific techriques for risk management
. Coverage of PL program
Risk assessment
- Substances that have been used before
. Heavy metals and other substances previously covered by tha risk management

[Agenda 3: Other]

Mecsures fof increadng vy of the FL proaram-complian! massmials for Both openalion and consurmss
Meciires for recsang office wark burders incumed by oparatorns

Fisk communication in conjunaiure with PL program imgiemantation

Faloy torresyclad motences

Polcy for active and infeligent malerial: ond nanosubsiance

Infegrafion with the sandards for apeanalusss, conlaners, ond packoges in s Ministeral Ordinance on mik
and mik praducss

Impors

Criticol process for designing details of PL program starfed on June 21, 2018.

|F"J Cightic] Japan Hygwese Owin Ana vand Fladlct 4 Ation All Riohh Feisrsed
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The Ministry is now holding many Working Group meetings to gather more
information from widely related parties.



Progress in governmental PL development

No official statement has been available about future National PL, and we have no idea of
what it is likely to become. In the meantime, some information has been disclosed in the
course of revising the Act and discussion about the implementation

Just expectation
« The list willinclude addifives by base polymers with definition
« The list willinclude upper imits fo contents, if necessory. As a part of the restrictions. it will
include descriptions on wsage. [The list will continue to foliow the existing limits for existing
matarals. Food and temparature classifications have not been determined.)
« The PL pregrarns will develop twao PLs fist for existing substances, which covers odditives
commercially available before impiementation, and list far substances reviewed and

approved after mplemesntation.

In parallel, some food business operators have started to collect information on use
of additives that are not covered by the three hyagienic associations' voluntary lists,
anticipating possible requirements of the Ministry of Health, Labour and Welfare.
The PL program will issue a little more extended lists than the existing voluntary
lists,

Not only such disclosed open WG occasions, the government appears to
have a policy to collect through direct inquiries with related business operators
or organizations as well as our three hygienic associations.

The government also commonly accepts consultation with related business
operators and hears cases of complaint.

However, it takes long time to adapt PL regulation in each businesses. | think
it is about time-limit to determine the approach and implementation methods.
To finalize positive list, next step must be decision not more investigation.
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Public-Private
Partnerships

Coming back to a little bit conceptual topics.

Public-private partnerships have increasingly come up in conversation in
further study of the operation of the revised Act.

This will contribute to ensure that governmental regulations and voluntary

management rules are mutually complementary for effective management.
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Relations between the current Food Sanitation Act and JHOSPA’s

29
voluntary management rules

Regulatory scheme of the JHOSPA'’s voluntary

management rules

Current Food Sanitation Act
(part related to JHOSPA)

+ Legal standards (NL-
based)

» Voluntary standards (PL-

based)
+ Slow development » Fast development
+ Credible for third parties V « Not credibie for third parties

+ Binding for all business » Binding only for JHOSPA
operators Mutually members
complementary

Both schemes share common regulation and management principles, including
freedom principles, management on a material basis, and value judgement on
formulations by elution amount.

|F"J Cightic] Japan Hygwese Owin Ana vand Fladlct 4 Ation All Riohh Feisrsed

The slide | skipped at Page 7 was the relation between government
regulations and voluntary management rules in general.

On the other hand, this slide describes the relation of 2 schemes in our
business area.

In this stage, yes, there is the complementary relation.

Such mutually complementary relation is attributable to the common bases
shared by both schemes.
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Our ideas to adapt this revision

The private sector should not be just a subject to be regulated,
but an actor who designs the complementary voluntary
management rules to legal regulations and ensures both
compliance.

e S

The revised Act's implementation of PL scheme for UCPs has
not been fixed in detail yet.

\/

Private and public sectors should start discussions and
develop private-public partnership policies for integrating

governmental regulations and voluntary management
rules.
|F:'J Eyightic| 3apan Hygeeie Dlin Ana I rane Flallcs A Ihan Al Righh Fudst sed

We at JHOSPA believe that the private sector should be the main body
to plan, establish, and follow the regulations, rather than just accept
blindly to being regulated. And we are indeed practicing this.

The governmental positive-list style regulations and positive-list style voluntary
management rules shall not be exclusive but complementary even if they look
similar style.

To facilitate complementary relation, the government and the private
sector shall cooperate in setting up the policy that integrates the legal
regulations and the voluntary management rules in a coordinated
manner, | think.
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Two approaches for regulations

Freedom principle vs. Prohibition principle

The difference between Positive list (PL) and negative list (NL) is just a description
matter. Considering the principles, substance of regulators or rule managers, as well
as difficulty of listing are more important.

Freedom principle The list identifies undesirable situations

+ Governmental NL-based regutations : prohibit use of toxic materiais
+ Private Sector's NL-based rules discourage use of toxic materials
+ Private Sector's PL-based rules . discourage use of foxic materials and encourage use of
non-toxic materials
. limit materials approved as common use

+ Governmental PL-based

regulations |1 limit materials approved as specified formulations and
_ Ingredients
+ Governmental Regulations with fimit to designated businesses and products

license and nofification

Prohibition principle The list identifies desirable situations

®) coppightic| sapan nygseic Dmtin Ana Brane Flastes 4 Iten Al Righh Fetst sed

This slide is just my hypothesis.

When | found the difference between the governmental regulations and
voluntary management rules on the difference between positive list method
and negative list method, | wonder from where it comes. After few days, |
started to suppose this can be explained in this way.

This diagram shows a spectrum of various methodologies assuming
two principles, freedom principle and prohibition principle, as axis.

In this diagram, governmental NL-based regulation and PL-based regulation
have a distance.

Privatesect or 6s NL rul e and PL rule ar
This time, Japanese government is going to introduce PL-style regulation
where voluntary PL rules are working. It may be better than introducing it
where only governmental NL regulation is working.

Similar to this story, any regulatory authorities who wish to change regulation
style from PL to NL to meet more liberal market economy or any other reason,
shall examine the utilization of private PL or NL management rules.

| would like to propose this concept to everyone who are planning a good
regulation with industries in this area.

e

cl
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Choice of policy options

Development of governmental PL and integration of the current industry
voluntary standards depend on the implementation of the revised Act

Some alternatives

1. The regulatory authorities should undertake all the responsibilities for safety
review and develop pure genuine governmental PL

2. Accept the current supply management system as the starting point and utilize

the proven industrial voluntary standards to develop a new governmental PL.

3. Use the whole industrial voluntary management schemes or contents as
governmental lists.

Applying this concept let us look the latest activities of Japanese government.

The Japanese government is currently making efforts to collect more

information to establish their legal positive list. Although we have submitted
our positive list, it seems insufficient on evidence or wide range of varieties for

their wish. This is indeed regrettable.
This work will step up to the next stage which is establishing positive list.

Their selected idea for establishment seems basically alternative No.2 but it
seems wavering dynamically between 1 and 3 according to their recognition

on the current situation of private voluntary rules.
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Role of the private sector in hygiene achievement

Given the variety of additives. the enormous numbers of combinations of resins and usage
methods, and the time and cost required for the development of the PL, the private sector
should be asked to undertake the tasks to develop the PL to a certain extent.

« The basic principles for regulations must be defined by
the regulatory authonties, Their autheritative status has
an extremely iImportant role

» In Japan, the private sector has shown its ability to
develop and implement its own standards over many
years,

\/
JHOSPA is willing to contribute to

developing the new PL if the private
sector's involvement is allowed.

In the study for the current Act revision by the Japanese government,

JHOSPA proposed that W@Agiven the variety
of combinations of resins and usage methods, and the time and cost required

for the development of the PL, the government should indicate the

requirements for a private organization that performs the management using

positive lists for protecting hygiene, and JHOSPA wants to meet the

requi rements. 0

The revision has not directly adopted th
party organizationo was proposed during
However, the disappearance of the term does not mean that the role of the

private sector was negated. Some debates about the role of the private

sector such as my proposal are still active.
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JHOSPA's role

JHOSPA is likely to play an important role under the new legal PL
scheme and to continue its activities.

» JHOSPA is expected to establish and maintain its own voluntary PL which
may include some stricter conditions or mere technical conditions which are
difficult to describe in governmental PL

« JHOSPA is expected to provide business operators with communication tools
which will ease them to comply legal requlations, Existing confirmation
certificates service has the possibility to be included. It may also contribute to
reducing the administrative burden for law enforcement.

« Further neutrality, impartiality, and independence of the organization must be
examined

« JHOSPA is expected to support the establishment and maintenance of a
related part at least of the governmental PL.

In these contexts, we JHOSPA made a decision to continue to work as an
organization that operates our own voluntary standards and our confirmation
certificate program.

Of course, the contents and operational procedures will be affected by the

new act and governmental positive list.

Because it is uncertain yet, we seek the best form, along with the Ministry,
staying in business in the current form in this stage.

At this end of chapter 4, today | would like to add more on Japan business from
China.

Based on the situation | have explained, the businesses will be affected. There might
be some corresponding measures.

Casel. Export raw materials for UCPs

If No.370 notification test was clear and JHOSPA certificate was obtained, the
business may be possible to continue eas
of Japanese governmental positive list when they announce and confirm
whether your plastic is following. Our protocol to issue certificate under the
governmental regulation is not fixed yet, but you may expect we will issue if
you will indicate the compliance to the governmental regulation. With our
certificate, obtaining confidence from your customer and consumers will be
easy.

Case?2. Export UCPs

The need to help your importer to achieve the duty based on this regulation will
come out.If that importer is a member of JHOSPA, similar to the story of raw

34



materials, the confirmation certificate will work. If not, it will be necessary to
grasp the information of the raw materials which you use to demonstrate that
the product UCPs follow PL regulation of Japan. You shall stop the use of the
raw materials that the origin is unclear. Instead of such raw materials, you had
better use the raw materials whose ingredient information is clear and easy to
obtained. To facilitate this, the manufacturer of raw materials shall offer
enough information to the UCPs manufacturer.

Case3. Domestic shipping of UCPs or UCPs raw materials for food export

It is similar to the manufacturer of raw materials for Export of UCPs. | do not
know what kind of inspection will be performed about UCPs with food product
after import. Judging from the concept of this act revision, it is demanded that
the UCPs used for such a food shall observe this PL regulation. Therefore, |
recommend that manufacturer of UCPs or UCPS raw materials had better
consider carefully about handing prescription and raw materials information to
the receiver and trade secret protection method.

The government of Japan performed WTO notification on January 17, this
year, and continued their work of this revision. At that point, it was not able to
grasp the influence on businesses because PL information was not given. The
Japanese Government will make draft
comment pr owet asWTE@ notifieagon. At that time, we will have
the opportunity to submit our opinion.

We JHOSPA request that the governmental PL shall include all polymers and
additives listed in our voluntary PL. To support this request, we offered the
listing grounds and evidence materials as far as we have. But as | expressed
on page 32, there seems to be insufficient. If you wish add more information
on our listing grounds and forward it to the government as a member of
JHOSPA, please consult with our technical committee.

PL

34



Substantial Hygiene
Beyond Superficial

Compliance

Finally, | would like to present our future plan.
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Public-Private Partnership will enlarge

JHOSPA’s scope of operation

JHOSPA shall shift from a service provider for its
members to a service provider for the whole of society.

Extend the PL program to previously uncovered
substance categories

Propose effective regulatory categories and policies
Gain public confidence

Build up credibiity in rule-making and operation
processes

» Increase the visibility of the confirmation certificate
Deepen existing tasks program
+ Develop the ability to identify safety risks

Ensure hygiene compliance across the extended
borderiess supply chain

®) coppightic| sapan nygseic Dmtin Ana Brane Flastes 4 Iten Al RIghh Fetet sed

When | joined JHOSPA 4 years ago, JHOSPA and its voluntary management
rules are said to be meaningless if the governmental positive list regulation is
introduced. Therefore | examined this matter carefully and tried to have
common recognition with my members.

I must admit implementation of new act still has some uncertainties and the
effect on JHOSPA is still unclear. On the other hand, there are also some
positive indications as | aforementioned. | expect that this Act revision
expands the roles of JHOSPA, and JHOSPA needs to change its function
from being a service provider for members to a service provider for the
whole society.
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Action plan of JHOSPA

| To implement a more transparent process for developing voluntary standards

I To explain our methodology and practices to the non-members and improve PL mark
service to acquire recognition by all societies

| To involve downstream operators in JHOSPA's activities (for example by welcoming
downstream companies and business associations to join JHOSPA)

l To increase reliability by operating our confirmation certificate program with faimess (for
example, the use of industrial standards such as JIS)

| To provide services for the globalized supply chains (for example by encouraging
overseas companies to join JHOSPA)

| To collaborate with overseas reqgulatory authorities and nongovemmental organizations

@

Regardless of what style the legislation embodies in the future, there are
many things we can address right now.

37



In addition, as shown in this slide, based on the premise of cooperation with
the government, we can do more, | believe.
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