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Recommendation

The American Chamber of Commerce in Japan
(ACCJ) recommends that the Ministry of Health,
Labor and Welfare (MHLW) establish a new,
comprehensive regulatory system for dietary
supplements. The system should require these
products to have labels that state their functional
claims, proper intake levels, and applicable
warnings about dosage and usage. These label
safeguards will enable consumers to select
appropriate products suited to their individual
needs. The system should ensure consumer
safety by requiring that appropriate information
on product effectiveness, safety, and quality

be fully disclosed. In addition, the system

should liberalize the regulations for nutritional
ingredients (including food additives) to conform
to international standards, which would eliminate
trade barriers with other countries.

The ACCJ also recommends that an ACCJ
representative participate in the Investigative
Commission on Health Foods - established in
April 2003 - to offer a globally oriented, private-
sector perspective.

Issue

Illegally imported, unapproved drugs caused
several poisoning incidents in 2002. Consumers
were unable to distinguish between high-quality
dietary supplements and products containing
illegal and potentially harmful substances. The
incidents highlighted the need for complete,
accurate labeling, proper categorization,

and sensible regulatory control of dietary
supplements.

In 1995, the ACCJ urged the Office of the

Trade and Investment Ombudsman (OTO) to
deregulate and clarify the categorization of
dietary supplements. In response, the OTO’s
Office of Market Access (OMA), headed by the
Prime Minister, arrived at several conclusions that
would require the MHLW to: (1) create a new
category for dietary supplements; (2) relax the
regulations for food materials and ingredients,
dosage form, intake method, functional claims,
and warning labels; and (3) treat dietary
supplements distributed and sold overseas under
the category of food the same way in Japan.

To follow up on the OMA’s conclusions, the
former Ministry of Health and Welfare (now the
Ministry of Health, Labor and Welfare) formed
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investigative committees each year over the next
four years, 1996-2000, to further examine the
possibility of relaxing the regulations on vitamins,
herbs, minerals, and to assess the regulatory
system for dietary supplements.

As a result of the committees’ investigations, the
MHLW announced a new category: “Food with
Health Claims,” in March 2001. This category
includes the subcategories “Food for Specified
Health Uses” (FOSHU) and “Food with Nutrient
Function Claims.”

Despite these moves to open the market for
dietary supplements, approval for products
under the FOSHU subcategory still requires
the submission of extensive data, similar to
the requirements for pharmaceuticals. This
makes the approval process time consuming
and burdensome. Furthermore, there are few
accepted ingredients for “Food with Nutrient
Functions Claims,” and nutritional functional
claims are limited. As a result, the majority
of dietary supplements are still regulated as
“general food.” With the exception of regulation
of dosage form, very few regulations have
actually been relaxed since 1996.

In fact, despite the OMA’s own March 1996
conclusions regarding dietary supplements, the
1995 recommendations the ACCJ made to the
OTO requesting the deregulation of all such
supplements have only been addressed on a
small scale. To ensure that future poisoning
incidents are avoided and to guarantee that
dietary supplements are properly used to
maintain and promote good health and to prevent
diseases, it is crucial that the MHLW establish
a new, comprehensive regulatory system for
dietary supplements.
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