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Information provision on allergy-causing substances present in ingredient for pharmaceuticals

(1) Background of research and development

Drugs, quasi-drugs, and cosmetics use allergy-inducing ingredients, such as chicken eggs, milk,
wheat, soybeans, and gelatin as raw materials. In the 51st Medical Accident Information Collection and Other
Activities report (published in December 2017 by the Japan Council for Quality Health Care), a near-miss
case in which a drug containing dairy ingredients as raw materials was prescribed to a patient with a milk
allergy was given, and the allergy problem caused by ingredients used in raw materials such as
pharmaceuticals has become apparent. Currently, some pharmaceuticals in Japan indicate warning signs for
allergies, but there are no comprehensive rules and guidelines. Although all ingredients for cosmetics and
government-specified ingredients for quasi-drugs need to be shown on ingredient labeling, it has been pointed
out that it is difficult to tell whether the ingredients displayed on the product are allergy-inducing ingredients.
Therefore, it cannot be said that the provision of information on allergens contained in pharmaceuticals and
other products meets the needs of allergy patients and consumers, compared to the system of labeling specific
raw materials in processed foods. This issue has also been pointed out by the Council for Allergy Disease
Control Promotion, and the provision of information on allergens contained in pharmaceuticals has become
an urgent issue. The European Medicines Agency, the U.S. Food and Drug Administration, and the Australian
Government Department of Health Therapeutic Goods Administration are developing an approach to labeling
allergy-inducing ingredients in pharmaceuticals. In Japan, “Research on how to provide information on food
ingredients including allergens used in raw materials and manufacturing processes of pharmaceuticals” (2017—
2018: Shinobu Sakai, Principal Investigator) has examined the risk of allergy when used as raw materials for

pharmaceuticals, with a focus on food-derived allergic ingredients.

(2) Outcomes of research and development

This R&D project, led by researchers who participated in the “Research on how to provide
information on food ingredients including allergens used in materials and manufacturing processes of
pharmaceuticals" (Principal Investigator: Shinobu Sakai), follows the results of the previous research and
addresses the following four issues with the aim of proposing how to provide information on allergens used

as raw materials for pharmaceuticals.

Proposed measures to provide information on allergens contained in pharmaceutical products
Case study of allergens in pharmaceuticals, etc.

Proposed measures to provide information on allergens contained in cosmetics and quasi-drugs
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International regulatory status survey on allergens in pharmaceutical products

In this study, ingredients other than foods contained in pharmaceuticals, etc., are also examined for
allergy inducibility, and international regulatory status and allergy cases are investigated. In addition, we will
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update the “List of Ingredients Considered Necessary to be Labeled in Japan” about allergens used as raw
materials for pharmaceuticals at the end of each fiscal year and identify and organize issues on what measures
are effective in order to obtain information necessary for consumers to avoid them. In the execution of this
research, the effectiveness of administrative measures will be ensured by placing importance on the exchange
of opinions with the Japan Pharmacists Association and pharmaceutical and cosmetics industry organizations
and by providing information to related committees in which R&D subcontractors and collaborators
participate.

The outcomes of this research and development are:

. Regulations regarding the provision of information on allergens contained in pharmaceuticals and
other products in international organizations and foreign countries, and the rationale for such regulations

. Compilation of allergy cases caused by ingredients used as raw materials for pharmaceuticals, etc.

. Update of the "List of Ingredients Considered Necessary to be Labeled in Japan”

. Proposed measures to provide information on allergens contained in pharmaceuticals, quasi-drugs,
and cosmetics

(3) Future prospects for research and development

By summarizing the outcomes described in (2) and providing information to the Pharmaceutical and
Medical Safety Division, Pharmaceutical Safety and Environmental Health Bureau of the Ministry of Health,
Labour and Welfare, the governmental response to prevent the onset of allergy caused by pharmaceuticals will
be examined. Furthermore, the relevant measures and their rationale will be disseminated to the public at large
by reporting the results of the research to relevant councils and research meetings. In addition, responses, such
as indicating the warning signs on products, will be executed as promptly as possible by aggregating the
opinions of relevant industry organizations within the research organization. In addition, allergy patients and
consumers will be able to avoid products containing allergens when choosing medicines, quasi-drugs, and
cosmetics by referring to warnings, etc., of allergens contained in pharmaceuticals, for which no measures
have been taken before.

The promotion of research on the provision of information on allergens contained in pharmaceuticals,
etc., is expected to play a part in Japan's health and medical strategies and contribute significantly to improving

the safety of pharmaceuticals, quasi-drugs, and cosmetics.



