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Carcinogenic, Mutagenic, or toxic for Reproduction (CMR substances) Safety Statements for CMR
substances present in ingredients to be used in cosmetic and personal care products
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MR substances are chemical ingredients that cause

carcinogenicity and mutagenicity in humans when
exposed for long time or regular uses. The present review
investigated the CMRs listed by European Union that are
either banned or should be restricted for use in cosmetics
as per Cosmetic Ingredient Database (Coslng). Among the
CMRs, included were residual solvent s of Class |, Il, and Ill;
allergens that are part of flavours and fragrances like safrole;
Prop65 (The Safe Drinking Water and Toxic Enforcement Act
of 1986) elements listed by OEHHA. All the ingredients were
identified that are used in preparation of cosmetics, their
toxicity profile pertaining to carcinogenicity was identified
from list of studies as reported by National Toxicological
program in Report on Carcinogens (RoC) and effect of target
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organs and tumour index was assessed from reports from
weight of evidence basis. TD50 (carcinogenicity potency
dose/9 value was obtained from CPDB (The Carcinogenic
Potency Project- ToxNet) database and Active Intake
(Al) was calculated by help of ICH M7 Guideline on the
Assessment and Control of DNA Reactive (Mutagenic)
Impurities in Pharmaceuticals. The value obtained was
compared with NSRL (No Significant Risk Levels) and MADL
(Maximum Allowable Dose Levels) value given by OEHHA
in Prop65 table for each ingredient to conclude that an
exposure of less than or equal to value obtained as Al from
use of a finished cosmetic product is not considered to pose
a significant toxicological risk and does not represent any
undue hazard with respect to human health.
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