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[Chemlinked] Japan Revises the List of Permitted Additives in Quasi-
drugs

On December 23, 2022, MHLW announced to revise 29 addlitives for quasi-drugs,

including 19 addlitives permitted to use in hair dyes products.

On December 23, 2022, Japan issued two amendments to revise permitted additives

in quasi-drugs products. They are Amendment to Positive List of Quasi-drug

Additives' and Amendment to Positive List of Additives in Hair Dyes?. Up to now,

there are a total of 1,848 additives that can be used in hair dye products and 2,746
additives that can be used in quasi-drug products. These revisions came into effect
on December 31, 2022. The main revisions are as follows:

Quasi-drug additives:

1. Deleting additive "Stearyl Dimethyl Amine", and "Methylrosanilinium Chloride".
2. Revising English name of two additives, including:

Changing "Hydrogenated Lanolin” into “Lanolin, Hydrogenated®

Changing "Methoxyethylene Maleicanhydride Copolymer" into "Methoxyethylene
Maleic Anhydride Copolymer”

3. Amending the following six additives. Correspondingly, the ingredient names in
JSQI 2021 have also been revised.
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[Chemlinked] Breaking! US Passes the Modernization of Cosmetics
Regulation Act of 2022 (MoCRA) to Overhaul Cosmetics Regulatory

Framework

The new cosmetic law MoCRA sets federal standards for cosmetic business registration,
product listing, recordkeeping, adverse event reporting, safety substantiation, GMP, recalls,

etc.

MoCRA marks the first major overhaul to the regulation of cosmetics since the enactment of
the FD&C Actin 1938.

On December 29, 2022, US President Joe Biden signed the Consolidated Appropriations Act,
2023 into law, which includes the Modernization of Cosmetics Regulation Act of 2022
(MoCRA). 1 This new cosmetic legislation establishes federal standards for cosmetic
business registration, product listing, recordkeeping, adverse event reporting, safety

substantiation, GMP, recalls, and more.

For years, the US Food and Drug Administration (FDA) had relatively loose regulations on
cosmetics. Cosmetics business registration and product listing are voluntary rather than
mandatory. FDA can issue a warning letter to cosmetic products or companies involved in
violations and deny the entry of such products at ports. Still, FDA has no right to order a
mandatory recall of unqualified cosmetics.

Focusing on product safety, MoCRA sets out a number of key provisions and new
requirements to amend the Federal Food, Drug, and Cosmetic Act (FD&C Act) and increase
FDA’s oversight over cosmetics and ingredients thereof. It marks the first significant reform
to the US cosmetics regulation since the enactment of the FD&C Act in 1938.

Some of the key points of MOCRA are summarized below: 2
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