
Thank you for kind introduction. 

I 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 I will describe later, voluntary management rules as well as governmental 

regulations play an important role in hygiene achievement in Japan. At the 

same time, Japan’s governmental regulations are in a time of change. 

Because there are still many uncertainties, it is difficult to show you the 

precise figure of forthcoming regulation. 

I would like to talk what I know about this change and my idea on the 

voluntary management to cope with this change. 

 

1 



This is today’s agenda. 
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First, I would like to describe overall scheme used for food hygiene 

management in Japan.  

As mentioned at the outset, Japan’s current scheme is composed of 

combinations of governmental regulations and voluntary management rules.  

This structure has made the Japan’s system difficult to understand for some 

people overseas. But I 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, represented by today’s forum, movements to increase awareness 

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

notion that Japan’s system is unique or difficult is now out of date. 
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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. 
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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. 
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To save time, please allow me to skip some pages today. 



I will refer this page later. 
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Now, let’s focus on our area of food contact materials. 

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 “compliance” for voluntary standards on which 

participants have also responsibility. But observance of voluntary rules in 

Japan is no less important than compliance with governmental regulations. 
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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. 
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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 I 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. 



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 

products’ 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. 

11 



Next, I would like to describe our voluntary management rules in further detail.  
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JHOSPA’s voluntary management rules are constructed with two building 

blocks: voluntary standards and confirmation certificate.  
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This is the flow of JHOSPA’s target supply chain. 

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. 
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With my knowledge, this methodology is originally developed by the US FDA 

in 1950’s. In contrast, in the plastic regulation in EU, so-called PIM, conducts 

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. 
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This slide provides a summary of the history at the time of our establishment.  
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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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In addition, I 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. 
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This slide provides a summary of the achievements of JHOSPA through our 

activities. I 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 



Now let’s check the law revision. 

Japanese government has not issued the official translation of this act, yet. So, 

I put my tentative translation. To avoid misleading, I 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. 
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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 Ministry’s document to describe the bill states that “the reason for implementing this 

scheme is to establish internationally harmonized safety legal regulations for UCPs.” 

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 “synthetic resin” is not well 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 new management 

method and take care on the continuity of businesses. 

21 



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 I 

explained page 5. Restriction with PL is added and described here. 

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

standard. 

The 1st one is here. 

This is my expectation but “permissible contents” must be the outsourced 

translation of adding amount management. 

Another one is here. 

“Permissible food contamination levels” is that of migration amount 

management, I suppose. 

In our area, that is, in the field of synthetic resin UCPs, I expect the 

Japanese government will choose the former one, standard of limiting 

adding amount. It is same as current voluntary management rules in 

Japan. 
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This is added article for GMP. This article requires related businesses to 

comply with 2 kinds of requests 

The 1st one is for all businesses. 

So-called 5S in Japan will be requested. For example, cleaning up factory, 

putting all materials and tools properly, keeping worker’s hands and body 

hygiene, offering educational program on cleanliness and hygiene and etc. 

The 2nd 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 (i)5S and 

(ii)record regulation properly at a stage of the import. There is no text to 

mention the stage before import. 
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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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I’m proud that the legal system for the management of synthetic resin UCPs 

as well as their raw materials has taken the lead among all materials. 

At the same time, I 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 I 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. 
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The Ministry is now holding many Working Group meetings to gather more 

information from widely related parties. 
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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. I 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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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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The slide I 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. 

29 



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, I think. 
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This slide is just my hypothesis. 

When I found the difference between the governmental regulations and 

voluntary management rules on the difference between positive list method 

and negative list method, I wonder from where it comes. After few days, I 

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. 

Private sector’s NL rule and PL rule are close to. 

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. 

I would like to propose this concept to everyone who are planning a good 

regulation with industries in this area. 
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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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In the study for the current Act revision by the Japanese government, 

JHOSPA proposed that “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 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 

requirements.”  

The revision has not directly adopted this proposal. For a while, the term “third 

party organization” was proposed during deliberation, but finally disappeared. 

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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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 I would like to add more on Japan business from 
China. 
Based on the situation I have explained, the businesses will be affected. There might 
be some corresponding measures. 
Case1. Export  raw materials for UCPs 

If No.370 notification test was clear and JHOSPA certificate was obtained, the 

business may be possible to continue easily. Let’s examine the draft version 

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.  

Case2. 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  
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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. I 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, I 

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 PL and should perform “public 

comment procedure” as well as WTO notification. 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 I 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. 
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Finally, I would like to present our future plan. 
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When I 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 I 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 I aforementioned. I 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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Regardless of what style the legislation embodies in the future, there are 

many things we can address right now. 
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In addition, as shown in this slide, based on the premise of cooperation with 

the government, we can do more, I believe. 
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JHOSPA sets own voluntary management rules, promotes communication 

among up- and downstream operators, and contributes to the more hygienic 

use of plastics.  

We welcome the companies that share the understanding of the significance 

and roles of JHOSPA and are willing to strive to achieve hygiene across the 

supply chain with us. 

In business, private activities have already been borderless. Although we 

currently perform activities based on Japan’s legal system and the Japanese 

language, the situation may change with globalization in this area. Regardless 

of these limitations, 10% or more of our members are based overseas, now. 
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As far as industrial products are concerned, there are already many 

international standards, and some countries develop their own regulations 

ratifying international standards. For food, in contrast, local circumstances are 

most important and quality standards or regulations in other countries are not 

considered so much. Also, in the case of UCPs, which are industrial products 

but are always handled as part of foods, international standards are not 

developed well. Country level or regional level regulations have conventionally 

served as the basis until now. 

In the future, we believe that using the private sector in regulation is essential 

in the trend of economic development, globalization, and deregulation. 

However, it seems that there is still no case other than Japan where the 

private sector has its own positive list to achieve hygiene by limiting 

migration of components practically. 
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If the initiative of the private sector in the establishment and maintenance of 

the regulation or legally bound standards becomes popular, I believe that our 

case in Japan can work as a model. 

The regulation approaches would vary by country, depending on the 

relationship between the public and private sectors or the position of ensuring 

hygiene among all policies. However, logistics and economic activities are 

globalized, and efforts have been stepped up to eliminate meaningless 

barriers caused by individual regulations in many areas in a long view even if 

it can stop temporarily.  

Hygiene of UCPs may be a rare business area where international standards 

have not been developed. I hope harmonization efforts will come in the near 

future. 

There should be cooperation between public and private sector in addressing 

social recognition and risk communication, as well. JHOSPA is just a private 

association, but we are also a virtual operator of hygienic regulation in Japan. 

We would be grateful if we could cooperate with the regulatory authority 

of any country or region, and we would like to cooperate with private 

organizations that have the desire to establish such voluntary rules. 
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Until now, we have developed plastics for food-related uses in Japan from 

behind the scenes. During this period of 45 years, there has been no practical 

health damage by plastic UCPs for foods to which JHOSPA was related. We 

take pride in this. 

We shall take actions proactively while fulfilling public accountability. By using 

our experience, we will work closely with the Japanese government and 

properly share the role with them. 

Promotion of food hygiene is a universal aim. We would be pleased to 

contribute to any society by offering our experience.  

I would like to conclude my talk by expressing the hope of every participant’s 

success in this area and your support in our activities. 

Thank you for your attention. 
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