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皮膚をみる人たちのための化粧品知識
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Abstract
Cosmetic companies assure their cosmetic products based on national regulations and their own internal rules. The 

safety of cosmetic products consists of raw material safety and practical usage safety. Regarding the safety assessment of 
raw materials, local and systemic toxicological endpoints are based on market histories and existing data. When existing 
information is insufficient, safety tests have to be conducted. Many companies have abolished animal testing on cosmetics 
and raw materials. However, there are significant limitations in non-animal testing alternatives currently. After the safety 
of a raw material is assured, its safety in product form must also be assessed. When considering safety concerns regarding 
practical usage, all the influencing factors, such as age, sex, and sensitivity of the target population, have to be taken into 
account. Likewise, the period, frequency, and topical area of use must be taken into consideration. If the products show any 
safety concerns, product form tests should be conducted to further ensure their safety. When companies launch their products 
following safety assurance procedures, they should conduct post market surveys to monitor for any adverse events. If any 
such events occur, the company should evaluate the contents and take suitable actions. Further to this, in 2014, the Japanese 
government imposed the rule on companies that they must report each case of any severe adverse events related to cosmetic 
use. The safety of cosmetics has been well maintained by both the regulatory system and cosmetic company care and due 
diligence. However, more and more innovative products are being developed, with some causing severe and broad adverse 
events. Safety assessors should train themselves to keep their skills and knowledge up to date and companies should enhance 
their survey system to catch safety problems earlier.
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1. 化粧品の安全性評価の3段階

化粧品は薬事法（現「医薬品，医療機器等の品質，有
効性及び安全性の確保等に関する法律」〔薬機法〕）によ
り，「人の身体を清潔にし，美化し，魅力を増し，容貌
を変え，又は皮膚若しくは毛髪を健やかに保つために，
身体に塗擦，散布その他これらに類似する方法で使用さ
れることが目的とされている物で，人体に対する作用
が緩和なものをいう。」と定められている 1）。「緩和」で
あるものの作用があるものを長期間，繰り返し使い続
ける，というのが化粧品の特性の一つである。したがっ
て，各企業はこの特徴を踏まえつつ，有害作用を生じな
いよう十分考慮し，安全な化粧品を開発，製造，販売す
る必要がある。日本の法律では，化粧品の安全性の責任
は企業が負うことになっている。このため，どのように

安全性の保証を行うかは各企業にゆだねられているが，
基本的な考え方として，Fig. 1に示すように，必ず守ら
なければならないレベル（Regulation：製造，販売される
各国の法律・規制），守るべき指針（Guideline/Guidance：
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Fig. 1. Three factors to assure safety of cosmetic products.


