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ACCJ Viewpoint

RECOMMENDATIONS

The American Chamber of Commerce in Japan
(ACCJ) urges the Ministry of Health, Labour and
Welfare (MHLW) to simplify both the Import
Notification procedures for importing foreign-
manufactured cosmetics (including medicated
cosmetics), as well as the Foreign Manufacturer
Accreditation process for the manufacturers of
those cosmetics.

Import Procedures

All entities that wish to sell foreign-manufactured
cosmetics, must submit an Import Notification to
MHLW. To ensure fair competition with domestic
cosmetics manufacturers, the ACCJ calls for
improvements to the current procedures involved
with the import notification process which is
complex and requires much time and effort.

Specifically, the ACCJ requests that the
submission of a “Change in Import Notification”
document not be required when the only change
in the Import Notification is the approval date of
a marketing approval holder’s license or foreign
manufacturer’s accreditation. In addition, the
ACCJ recommends a review of the requirements
for the documents to be attached to Import
Notifications with a view to simplifying them.
We request in particular that the re-submission
of previously submitted notifications not be
required.

An electronic system to carry out the Import
Notification process for pharmaceutical products
including quasi-drugs and cosmetics has yet

to be introduced in Japan, though the MHLW

is now considering promoting such a system.
The ACCJ urges that an electronic system be
established in such a way that not only will the
current burdensome paper-based notification
process no longer be required, but that changes
in the approval date of a manufacturing license
or accreditation will also be able to be confirmed
on-line. This will facilitate the fulfillment of the
recommendation above that no "Change in
Import Notification” document will be required in
cases of a simple approval date change.

Foreign Manufacturer Accreditation

The ACCJ recommends that MHLW simplify the
Foreign Manufacturer Accreditation process
required for medicated cosmetics by adopting
one of the following approaches:

=_E

ERXEBIRH(ACC)) FHAEATHEENS
{etim (ERHERZED) ZHATRTE I ZRICHEE
SNZBMARBICBEDLEIFREELVCNEEEEEDED
AR ZEEHBEICELT B

BAFE

fetEmzBALURT Y BRICIT BMABZREESEEIC
RETBREDMAFHRENDEICRDH ENEER
EDRNFRFHEFZRIHICH B TREEHHDOH
hoFHEZNETDIELEEET D,

BARMICIE. BLERFGERE FCINEREEEDHAE
AH. REFAHEEROBMAZEREDRHRAELE
TEHEEBEET D E L WARREFORLEED
BELU. B BECEEVCEEDBERHRITEETS
CEEBEET D,

bR EEIARESOERABEHHAFHICOL
TIREBFIIBIBDODNTWERWTENS IREELE S
BENBETFILOBAZRET U TWD, EEEAEER DA
FHEOBFITEWTIE. R—/IN—LX{LDOHERST

UEIRFEEE (K@ NEREEE) OFAIFBEN
EEINIEDAYSAVTHERTEZLSICHRBTE
ICEDEHFBEHICEEROIMAZTERDOREENAREIC
B3EE BKRDHBEHRILICOBNZEFILEELET D,

INEBLEFEERE
HRAHRICHEESNTVWSAEEEEEREICDOL
T ACCJIEULToWT e D . BF{bShd &%
BEHEEICIRET 5.

o biEmER. ERIHERREDCMPEBNRAD
EELADORFHEED BEZTODENRNELD
EERNRONESEREEDEHEDRELZIT D,

« NENEEERER HERORMTERDSS,
EEREICET S EER SRS TRICET 55
Z RIS 2o

RIS

BAFpE

EEIARBBICEIEROEAICEALTIE. B, @R
[CELERGEAS UK IFELSEAMARS 2 AELEBREA
EECEEETWVW.ZhEL > CBEEERI DS
BoTW5, (BEEMITHAIZFEI45.F955)

bt CERERZET) DBMAFREOBERICZELE / MMLYU—LiiR-TLVIVREER / 2014F3BETEM
Simplify the Procedures for Importing Cosmetics (Including Medicated Cosmetics) / Toiletries, Cosmetics and

Fragrances Committee / Valid Through March 2014



ACCJ Viewpoint

o Redefine the scope of Foreign Manufacturer
Accreditation mandate for quasi-drug
manufacturers. An exemption has been
provided in the case of manufacturers of
cosmetics, and we urge the MHLW to create
a similar exception for the manufacturers
of such quasi-drugs as medicated
cosmetics, to which the standards of Good
Manufacturing Practices (GMP) do not
apply, so that accreditation will no longer be
required; or

o Simplify the documents that must be
attached to the Foreign Manufacturer
Accreditation application, specifically
those for the buildings and facilities, and
manufacturing processes.

ISSUES
Import Procedures

To import quasi-drugs and cosmetics, the MHLW
requires paper-form submission of an Import
Notification either for manufacturing or for both
manufacturing and sale. This Import Notification
must be submitted to the director of the Local
Bureaus of Health and Welfare, prior to any

of the import-designated products proceeding
through Customs. Separately, the notification
must be submitted to Japan Customs at the time
of clearance processing (Order for Enforcement
of the Pharmaceutical Affairs Law, Article 94 and
Article 95).

Not only does Import Notification require
numerous accompanying documents, but the
MHLW also requires submission of a Change in
Import Notification form even in cases such as
for a simple renewal of the license held by the
marketing authorization holder (or the foreign
manufacturer) of an imported product only to
notify a change in the approval date ("Q&A on
Import Procedures for Pharmaceutical Products,”
Administrative Notice of March 30, 2012). If

the Import Notification lists multiple foreign
manufacturers, a Change in Import Notification
form must be submitted each time the license of
one manufacturer is renewed, leading to a very
complex and time-consuming process.

Foreign Manufacturer Accreditation

Foreign manufacturers of pharmaceutical
products (including quasi drugs) to be imported
to Japan must be accredited by the Minister of
the MHLW. Accreditation of the manufacturer is
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a prerequisite for the approval of products for
marketing, and the marketing of pharmaceuticals
is limited to a product’s marketing authorization
holder (Pharmaceutical Affairs Law, Article
13(3)). Therefore, foreign manufacturing plants
that carry out the final manufacturing process
must be accredited even when the products are
medicated cosmetics, which are quasi-drugs not
generally subject to GMP.

As an exception to this process, however,

Article 76 of the Order for Enforcement of the
Pharmaceutical Affairs Law provides for foreign
manufacturers of certain cosmetics for which
approval is not required. Those intending to
market such cosmetics in Japan are only required
to submit the name and address of the person/
company handling the manufacturing or both the
manufacturing and sale of the products in Japan,
as well as the name and address of the office

or manufacturing plant of that given cosmetic
product. This process does not require time for
review and approval.

Similar to the process domestic manufacturers
face when applying for a manufacturing license,
foreign manufacturers must also provide
detailed information such as the description of
the buildings and facilities at manufacturing
sites; this process usually requires about five
months from start to finish to complete. In
addition to information regarding buildings and
facilities, the application must also include the
manufacturing license in the manufacturer’s
home country as well as a list of products being
manufactured at the plant and documents
describing manufacturing processes. This means
that if a Japanese marketing authorization holder
acts as a proxy and applies for accreditation on
behalf of a foreign manufacturer, the information
listed above related to the products being
manufactured for other marketing authorization
holders must be disclosed to the Japanese
company acting as proxy.

This presents a challenge as it may require
disclosure of product-related information by
competing marketing authorization holders. It is
unrealistic to expect a competitor to disclose the
required information including descriptions of the
buildings, facilities and manufacturing processes.

CONCLUSION
The requirements, often burdensome and
excessive, placed exclusively on foreign
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manufacturers of cosmetics (including medicated
cosmetics) that wish to market their products

in Japan create an uneven competitive playing
field with domestic manufacturers. In order

to address this, the ACCJ calls on the GOJ to
simplify the Import Notification procedures
through the measures noted above. In addition,
the ACCJ urges the GOJ to review the details

of the facility information required during the
accreditation process of foreign manufacturers
of medicated cosmetics. We believe that a
marketplace for cosmetics that presents robust
yet fair competition among both domestic and
international players with appropriate levels

of oversight will ultimately provide Japanese
consumers with the high-quality products they
desire with efficiency and at the most competitive
prices.
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