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Outline of JFMDA

The Japan Federation of Medical Devices Associations (JEMDA) was founded in
February 1984 by fifteen associations engaged in the development, production and
distribution of medical and health-care devices, equipment, instruments and
materials. _

Since then, JFMDA has been addressing various national and international issues
related to all its member associations, By taking appropriate actions on these issues,
JEMDA has contributed to the growth of the industries it represents and to the
improvement of welfare and health care in Japan.

Most companies of medical devices in Japan now face drastic changes due to various
societal shifts, such as the increasing number of elderly people, changing trends in
morbidity, increasing medical expenditures, technological innovation, and
internationalization of human activities. To respond to these changes, JFMDA has
been conducting promotional activities based on medium-term and long-term
perspectives.

The four main functions of JFMDA are as follows:

(1) Government Relations
JEMDA maintains close contact with the Ministry of Health, Labour and Welfare
(MHLW); the Pharmaceuticals and Medical Devices Agency (PMDA); the
Ministry of Economy, Trade and Industry (METI); and other government
agencies, playing the role of a liaison office between the government and the
concerned associations.

(2) Information Services
JEMDA collects related information and documents, holds lectures and seminars
to provide updated information to members, and carries out public relations
activities.

(3) Study and Research Activities
JFMDA establishes its own meetings, standing committees, research committees,
and study groups whenever required, addressing various industry-related issues
in response to the needs of member companies and government agencies.

(4) International Affairs
JFMDA investigates standards/regulations, promotmg mutual recognition and
other harmonization activities.

JEMDA finitially consisted of 15 associations (representing about 3000 companies).
At present, membership -has increased to 19 associations (representing about 5000
companies), while over 130 individual companies are.registered as supporting
members approved sponsoring JFMDA's activities. JFMDA is thus playing an
increasingly important role as a liaison between industries and government agencies,
and is expanding its scale and activities. ‘ :




Vision of JFMDA

The improvement of the presence of Medical Devices Industry

Providing the latest medical technology quickly to the medical professionals and
patients. '

Ensuring further safety of medical devices.

Increasing global competitiveness by the development of new medical devices and
technologies.

Basic Policy of JFMDA

(1) Strengthening the ability of policy proposal

The proposal to the medical idavic’es policy grounded on the importance and
diversity of medical devices under the development of modern medical care

< Preparing the environment toward the acceleration of development of new
medical devices

<> Establishing the pharmaceutical jurisprudence and medical insurance system in
conformity with the characteristics and the actual condition of medical devices

> Promoting establishment of the office for the medical devices in the government.

<> Founding the education and training system for medical device professionals

(2) Improving the acknowledgment level of medical devices
<> Dispatching information concerning contribution of medical devices
< Promoting the understanding of safety of medical devices to a citizen

{3) Accelerating globalization
<> Promoting global harmonization
< Increasing information exchange for overseas deployment

Main Current Activities

JEMDA has been working actively for medical device industries through the
Committees listed on page 5, which are managed by the JFMDA Board of Directors.
In addition, JFMDA has officially been appointed to the national council for ISO/TC
210. Main current activities of the representative committees are as follows.
(1) Industrial Strategy Meeting ' ‘
This Meeting deals with all types of important current issues related to JFMDA
activities. Its members consist of directors of JFMDA Chair and Vice Chair
companies. |
(2) Materials/Devices Reimbursement Commitiees
These Committees study reimbursement programs related to medical devices and
materials, representing industry opinions and making proposals to the
government. It also handles medical waste management issues.
(3) Committees related to PAL (Pharmaceutical Affairs Law)
The Regulatory System Committee studies the PAL and other related laws and




(4)

()

(6)

(7

regulations, representing industry opinions and making proposals to the
government. The QMS (Quality Management System) Committeec seeks to
establish a common framework for quality assurance systems to ensurc the
safety and effectiveness of medical devices and supplies; the Committee holds
annual seminars and helps medical device indusiries improve their quality
assurance systems. The GCP (Good Clinical Practices) Commiitee addresses
issues related to the clinical investigation of medical devices and supplies,
developing criteria based on ethical considerations and scientific accuracy and
providing them to industries. ' :

The Technical Affairs Committee

The Technical Affairs Committee includes the EMC (Electro-Magnetic
Compatibility), the Intellectual Properties and the GMDN (Global Medical
Devices Nomenclature) Working Groups which deal with issues of immediate
concern. '

Committees related to Global Affairs

The International Strategy Committee exchanges international information with
other countries, holds international seminars, and conducts promotional
activities, The GHTF (Global Harmonization Task Force) Domestic Committee
addresses the issues of harmonized standards and regulations for medical devices
and supplies. The GHTF Domestic Committee, which consists of Study Groups 1
to 5, discusses the feasibility of the global harmonization of regulatory affairs,
participating in international meetings as a representative of the medical devices
industries. The HBD(Harmonization by Doing) has started in 2006 by MHLW &
FDA which activity is related to clinical practice, very close to GHTF SG5 and
the GCP committee. The activities of ISO/TC 210 which consists of 6 working
groups are taking a very important role to make JIS ( Japanese Industrial
Standards ) from ISO under the METI(Ministry of Economy, Trade and
Industry).

Corporate Business Ethics Committee & IT (Information Technology) Committee
The Corporate Business Ethics Committee seeks to establish a Promotion Code
applicable to medical device industries. This Code defines the concept of
appropriate gifts in order to maintain reasonable distribution systems. The IT
Committee encourages the use of a bar-coding system applicable to medical
device distributors. For more details, find “The Code of Ethics/The promotion
Code” in our JFMDA Website.

Public Relations Committee

This Committee provides relevant domestic and international information to
related industries, publishes the quarterly JFMDA News Magazine, delivers the
monthly JFMDA Fax News to supporting members. From 2006 “Citizen Forum”
has been held annually by JEFMDA and METIS (Medical Engineering Technology
Industrial Strategy Consortium) supported by MHLW, METI and MEXT
(Ministry of Education, Culture, Sports, Science and Technology). METIS
aims at the innovation of new medical devices through the cooperation with
government, scholars and industry. For more details, find “METIS” in our
JFMDA Website. ' - ' '




Organizations and Board of Directors (As of June 2012)

(1) Organization

Supporting Members

Assembly of
Supporting Companies

19 Member Associations

‘ Chairman of JFMDA I

- Meeting of Chair & Vice Chairs

—  Industrial Strategy Meeting

Meeting of Board of Directors

| _ Meeting of Member
Associations

(2) Board of Directors

Chairman:

Vice Chairmen:

Executive Directors:

Directors:

Meeting of Standing Board Members
Meeting of Committee Chairs
|
Committees ----- Working Groups
Secretariat of JFMDA
Kazuo Ogino
Kenichi Matsumoto , Minoru Yoshizumi ,
Koji Nakao , Kenichi Komatsu ,
Atsushi Miyano '
Nichimu Inada ,- Michizo Yamanaka ,
Tsugitomo Takimoto , Takashi Furukawa
. Shinji Hattori , : Toshiyuki Ikeda ,




Auditors:

Senior Managing Director

Hidenari Tanaka ,
Daijiro Shirai ,
Kiyoshi Imamura ,
Tadamasa Amada ,.
Yoshiyuki Okamoto

Shinobu Mizushima ,

Shuji Tanida

(3) JFMDA Committees

OO0OCOO0OOCOO0V0O0OOO0CO0 0O

O

Council for Industrial Policy
Council for Chairs Meeting

Corporate Business Ethics Committee
Product Liability Committee
Environmental Committee
International Policy Committee
Industrial Strategy Committee
Course & Institute Committee
Material Insurance Committee
Equipment Insurance Committee

‘Regulatory System Committee

QMS Commiftee

Clinical Evaluation Committee
PMS Committee

GHTF Domestic Committee
Technical Affairs Committee
Retail & Maintenance Committee
IT Promotion Committee

Public Relations Committee

Sumio Nanba ,
Hidekazu Akou ,
Tsuneyuki Suzuki ,
Akihiro Maki ,

Atsushi Noda

___________ Domestic Committee

METIS Secretariat

e Activity Promotion Committee

Medical-Engineering Technology Industrial Strategy Consortium




Members List of JEMDA

As of jan 2013

JIRA : Japan Medical imaging and Radiological Systems Industries Association TEL:03-3816-3450
2-2-23, Kouraku, Bunkyo-ku, Tokyo 112-0004 TEL:03-3818-8920
JEITA : Japan Electronics and Information Technology Industries Association TEL:03-5218-1057
1-1-3, Ohte-machi, Chiyoda-ku, Tokyo 100-0004 TEL:03-5218-1076
JAMD!  : Japan Association of Medical Devices Industries TEL:03-3816-5575
3-39-15, Hongo, Bunkyo-ku, Tokyo 113-0033 TEL:03-3816-5576
JMED + Japan Medical Devices Manufacturers Association TEL:03-5212-3721
3-10-3, Kouji-machi, Chiyoda-ku, Tokyo 102-0083 TEL:03-5212-3724
JAHID  © Japan Association of Health Industry Distributors TEL:03-5689-7530
3-39-17, Hongo, Bunkyo-ku, Tokyo 113-0033 TEL:03-5689-7919
HAPI : The Japan Home-health Apparatus Industrial Association TEL:03-5805-6131
4-1-11, Yushima, Bunkyo-ku, Tokyo 113-0034 TEL:03-5805-6135
JDTA : Japan Dental Trade Association TEL:03-3851-0324
2-16-14, Kojima, Taito-ku, 111-0056 TEL:03-3851-0325
JOIA : Japan Ophthalmic Instruments Association TEL:03-5276-9841
2-2-5, Kudan-minami, Chiyoda-ku, Tokyo 102-0074 TEL:03-5276-9842
JMOIA » Japan Medical-Optical Equipment Industrial Association TEL:03-6225-5474
Seni Kaikan,3-1-11, Nihonbashi-Honcho, Chuo-ku, Tokyo 103-0023 TEL:03-3274-2811
JAIMA : Japan Analytical Instruments Manufacturers' Association - TEL:03-3292-0642
1-12-3, Kanda Nishiki-cho, Chiyoda-ku, Tokyo 101-0054 TEL:03-3292-7157
JCLA . Japan Contact Lens Association TEL:03-5802-536!
5-1-13, Hongo, Bunkyo-ku, Tokyo 113-0033 TEL:03-5802-5590
JPT : Japan Industries Association of Physical Therapy Devices TEL:03-3811-8522
3-13-3, Hongo, Bunkyo-ku, Tokyo 113-0033 TEL:03-3811-8339
JHHC ! Japan Home Health Care Association TELA3-3818-6047
c/o Fukuda Denshi Co.,Ltd., 2-31-20, Yushima, Bunkyo-ku, Tokyo 113-8570 TEL:03-3818-6047
JHIMA . Japan Hearing Instruments Manufacturers Association TEL:03-5283-6244
[-7-1, Uchi-kanda, Chiyoda-ku, Tokyo 101-0047 TEL:03-5281-6245
JAMIA : Japan Medical Industry Association TEL:03-3811-6761
3-39-15, Hongo, Bunkyo-ku, Tokyo 113-0033 TEL.03-3818-4144"
JHIDA . Japan Hearing Instruments Dispensers Association TEL:03-3258-5%64
2-4-13, Uchi-kanda, Chiyoda-ku, Tokyo 101-0047 TEL:03-3258-5964
JHPIA  : Japan Hygiene Products Industry Association TEL:03-6403-5351
1-2-3, Hamamatsu-Cho, Minato-ku, Tokyo 105-0013 TEL:03-6403-5350
JASS . Japanese Association of Surgical Sutures TEL:03-4411-7901
¢/o Johnson & Johnson K.K., 3-5-2, nishikanda, chiyoda-ku, Tokyo 101-0062 TEL:03-4411-7371
JCT : Japan Condoms Industrial Association TEL:03-3817-4231
¢/o Okamoto Industries Inc., 3-27-12, Hongo, Bunkyo-ku, Tokyo 113-8701 TEL:03-3814-1684
19 Members




Supporting Members List of JEFMDA

Total 132 Companies
As of Janusry 2013

3M HEALTH CARE LIMITED

DENTSPLY-SANKIN CO., LTD.

ABBOTT JAPAN CO., LTD.

DORNIER MEDICAL SYSTEMS CO., LTD.

ABBOTT VASCULAR JAPAN CO.,,LTD

DVX INC.

ACOMA MEDICAL INDUSTRY CO., LTD.

EDWARDS LIFESCIENCES (JAPAN) LIMITED

ADMIS, K.K.

FAMILY CO.,LTD.

ALCON JAPAN, LTD.

FRESENIUS MEDICAL CARE JAPAN K.K.

ALOKA CO., LTD.

FUJI FILM MEDICAL CO., LTD.

AMCQ INCORPORATED

FUJIFILM CORPORATION

ASAHI KASEI MEDICAL CO.LTD

FUKUDA DENSHI CO., LTD.

ASAHI ROENTGEN IND. CO., LTD.

FUKUDA DENSHI TAGAJO CO., LTD.

ATOM MEDICAL CORPORATION

FUKUDA M-E KOGYO CO,, LTD.

BAXTER LIMITED FUSO PHARMACEUTICAL INDUSTRIES, LTD.
BECKMAN COULTER BIOMEDICAL K K. GAMBROK.K.
BIOTRONIK JAPAN.INC. GC CORPORATION

BOSTON SCIENTIFIC JAPAN K.K.

GE HEALTHCARE JAPAN CORPORATION

BSI GROUP JAPAN K.K. GIVEN IMAGING KK
CIBA VISION-RICKY LTD. HAKKO MEDICAL CO., L'TD.
CMIC CO., LTD. HAKUJU INSTITUTE FOR HEALTH SCIENCE

CO., LTD.

COBRIDGE CO., LTD.

HAMAMATSUPHOTONICS K K.

COOK JAPAN

HITACHI HIGH-TECHNOLOGIES CORPORATIC

COVIDIEN JAPAN INC.

HITACHI MEDICAL CORPORATION

CREATE MEDIC CO., LTD.

HITACHI, L'TD.

DATICHI SANKYO CO., LTD.

HOGY MEDICAL CO., LTD.




Trend of Medical Devices in Japan

Production for Each Classified Code (Calendar Year)
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Production for Each Classified Code in 2011 (Calendar Year)

[CODE]

(Source : MHLW Statistics)

(Unit : Million Yen)

Code Classfied Group Pl:il:;t:tm I({;[j;’ - Typical Medical Devices
02 |Diagnostic imaging system 268,054 | 14.8% E‘ﬁ;ﬁ;‘;ﬁﬁgjﬁfg’dfﬂgggﬁgﬁ;:ﬁ:ﬂ:ﬂ e
i i i i ic devi di i rotecive
04 ?{ﬂ:;e;iqcllg;:fl: :: tool for diagnostic 79.782 £.0% (Ii{eavgizgsz’rag; dg:wces, Radiographic supply, Pérsonal proteciv
06 Measuring & monitoring system for 997 581 19.6% Blood pressure measuting equipment, E.ndosco;ae,
biophenomena * Electrocardiograph, Biophenomena testing equipment, etc.
08 |In vitro clinical test equipment 145,221 8.0% gﬁf:]r:a:z;iic;i :::Itl Zq;g)mcnt, Nuclear medical test equipment,
10 [Operating Equipment & Supplies | 437,399 | 24.2% é’;{ﬁ::gi i‘;‘;ﬁg:ﬁ;:ﬁ;ﬁ;“gfc& catheter, Surgical
12 |Clinical equipment & supplies 26,059 | 14% gg;:ﬁg“;f;’fgf;f;ff;ﬂi:;;ﬁj‘;”::fr for medical e
14 iglif;fgii?;zlna] Organ Apparatus & 265,944 | 14.7% E;iﬁ:;, X%I;::rl]f(;; -Anesthesm apparatus, Artificial cardiac
16  |Therapeutic & surgical equipment 42,348 2.3% i}i:f;i?;?g?;ﬁ;ig;?f;gg;ifg ;’p5235:§§:;:: r:g
1o cqprn 16,013 [ g et Sl oebdnicappins & T
20 |Dental material 117,791 6.5% gzgtt:: Elllaltrz::é ;(;tt):i ;1;0:2 material, Denture base materfal,
22 |Steel product for medical use 15,566 0.9% g:ﬁ;gglzg; bi?;i;:::;?;g;gﬁ:;?ﬁi.ﬁSSﬂe forcepts,
24 |Ophthalmic goods & related product 50,879 9 8% Stz.ntact lens, Vision corrective spectacles, Eye tesFlng goods,
26 |Surgical dressing & hygienic product 4,864 0.5% ngvlg’v;\:n gauze for medical use, Coptraccptive, Surgical
28 |Medical apparatus for home use 89,975 5._0% x:fﬁfzi:: ﬁzﬁgonﬁg;f:e;?ic therapy apparalus for home
Total 1,808,476{ 100.0% (Source :MHLW Statistics)

-10-




Production ltems of Medical Devices
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Shipment Items of Medical Devices
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FrekTL « BS54 R PMDA &3k8k

| Upd‘_élt'e and Futu‘ré of Japanese
Regulations for Medical Devices

Agenda
- OIntrod'uc,tiQn |
'@ PIVIDA’s consultation
o Current Status of Pharmacetjtical Affairs
Consultation on R&D Strategy

® Establishment of the Science Boa rd




PMDA Staff Size

| 800 :
Administrative part

700
o W Safety Department
600 “%ﬂ-ReviewBepaftm
B Planned

500

400

300
200 —F

100

2004 2005 ‘2006 2007 2008 2009 ° 2010 2011 2012 2013

Strengthen Revievastem in PMDA




Roles of PMDA

Non-clinical

" Post- Marketmg

. _pprqval Review

=\ . ‘“Review Report
_Offlce of MedlcalDewces ' l S i
Offlce of New Drugs;
Office of OTC/Generlc Drug,
Office of Cellular and Tissue-based Products
Office of Vaccines and Blood Products oniaT

“Agenda

@ Introduction L | :
® PMDA’s consultation

® Current Status of Pha rmaceut caﬂ Affanrs

" Consultation on R&D Strategy

@ Establishment of the Science Board




-PIVIDA’s Cons’ultation Menu

Véry early stage Non-Clinical CT required? CT - Pre-application

| Clinical Test for

_{Verification .

Electrical Safety Test

~ Performance Test
Dévelopment of

JApplication Dossier

Stability Test
‘Biological Safety Test

Market and Literature
. Exploratory Clinical Test

Surveys

Pre-
application
Consultation

Safety
| Confirmation
} Consultation
: ¥ N

Quality
Consultation

Pha frﬁaceutica! Affairs;

Pre-

development
consultation

Application
Procedural
Consultation

Consultation on R&D
Strategy

.PI\/IDA'S ConSultation )

Number of consultation for medical devices

FY2007 FY2008 -~ FY2009 - FY2010 FY2011
72 76 110 113 141
Area of consultation for medical devices in 2010
Pre-development Consultation _ 26
Safety consultation (excluding biological devices) . 4
Quality consuliation (excluding biological devices) . | 4
- Quality consultation for biological devices _ 1
Consultation on Performance Test ' : i
Consultation on Clinical Evaluation _ 11
Additional consultation for medical devices 2
Application Procedural Consultation ' 16
Clinical Trial / Pre-application Consultation o .39
Prior Assessment Consultation ' 2 .
Total ' : 106 8

(Source: PMDA Annval Report FY2011)




‘Agenda

® Introduction
@ PMDA’S.consultat‘ioh
® Current Status ofPhafmac'eUti'caI_Affairs

Consultation on R&D Strategy

Es'tab!ishment of the Science Board

Pharmaceutlcal Affalrs Consultatlon on R&D Stra gy _

.q;wﬂr-,_.(_.q. +:

S

Pharmhééﬁtical and

Medical Devices . - Non- Clinical Ivate
candidates originating QuahtY‘ Clinical Tyial Products originated
¥ from Japan Study Up to the level from Japan
S tlldy of POC studies

o % Further stuﬁies are
: handled by the Regular

Consultatlon

10




Flow of R&D Strategy Consultation

Anti-neoplastic 56% (7/1/2011 - 3/31/2012)

Cardiovascular 22%

Nl et A , A TR R et

11

Fees for Consultation

~ Price per consultation

¥1,498,800 (about US$ 19,200)

Pharmaceuticals . "
D ¥149,800

Medical Devices ¥849,700 (about USS 11,000)

¥84 900

*academia, start-ups

12




Pharmaceutical Affairs Consultation on R&D Strategy

* Background:

— Universities, Research in_stitutesan'd venture
companies are unfamiliar with the development
strategy on the Pharmaceutmal Affairs Law

Purpose

— Early appro.val of innovativedrugs and medical
devices made in Japan |

—Elimination of drug lag and device lag

13

- Pharmaceutical Affairs Consultation on R&D Strategy

~* Major target : |
— Unlversztles Research institutes and venture

companies which have valuable technology and.
desire medical apphcatlon o

. Summary._

— Since very early stage, PMDA advises the R&D
strategy regarding non-clinical/clinical studzes
necessary for approval

14




| Agenda

® Introduction

® PM DA’s consultation

- ®<Current Status of Pharmaceutical Affairs
Consultation on R&D Strategy

® Establishment of the Science Board

15

- Why “‘Si'énce Board” now?

@ Provide review and consultation services with
understanding of advanced technologies;_
@ Provide cdnSultatibn/advicé on thé advanc.ed sciehtific
technology from the early st'agé of development to deliver
* the medicinal products ufilizing advanced te(:hnologies’ |
sooner to the medicinal scene. | | |
@ Keep close relationship with the academia to have the
- PMDA reviewers u%)dated to the accelerating innovation.

16




Science Board and Office of Review Innovation

Commlttee members: External experts from Academia

Not mvolved in the Rewew Process of mdmdual products

| C6mm|ttee

Revnew pollcy for :nnovatlve medlcal
products

Development of gmdelmes

Regulatory Science Research

.Personnel exchanges .

Election of External review experts _
lmprovements in the scientific aspects of

review @ 7 , | /)

™

Secretariat Director’s office
Z :

';flf' ©0666 ©

. Deliberation on problems in each field
+ Collaboration with PMDA working team.

RS: Office of Regulatory Science ‘ . ‘/
5GD: Office of Standards and Gu:delmes : _ . - -
Development i '

Strenqthen Rewew Svstem in PMDA

- Enhance partnership with academia -

Set up Office of Review Innovation (April 2012) and the Science Board {(May 2012)

T el AT e e
Subcommlttee 1

Director, Center for
product evaluation

Review Section

d

Executlve D ector
- (Re\new Research)

Special
Assistant

i8




For PMDATo Be More SCIence Based

Basic
Research
Seeds of

new drug /
" medical
devices

originated ||

Non-clinica
tosts >> CT>>Rewew>>Approve>2

Qua!ity
Tests

Post
Marketmg

Pharmaceuticals and Medical Davices Agency

http://www.pmda.go.jp/english/

Practlcal
us

lnnovative
medical.
products

m{i,,_

20




Cooperatlon W|th Over‘seas

1. -Bilateral cooperation -

(1) - Under confidential arrangements

(2) Under MOU
Chiina (SFDA)

Chinese Taipei (TFDA} under discussion

_ '(3) Others

- Exchange of viéws under various opportunities
e.g. Korea, Indonesia, Thailand, I\/%alaysia :

2. Mu]tllateral Cooperatlon

(1) ICH IIVIDRF ICCR PDG [Voluntary Int’ conference]

(zy:GDRP

(3} APEC/RHSC -

~ (4) WorkwithInt’ Organizations

!

‘Countries/Regioh Ceun.terpart " Medical Cosfhetics : Others
‘ ] _ Devices: .
us USFDA O O Staff to US(USP)
Elrgpean DG SANCO 0O O :Staffto"EMA |
Commission . :
Switzerland ' Swissmedic O O
Canada | Health Canada O O
 Singapore THsa . e) o
uk. MHRA o)y o .
Australia TGA O O
[ ireland | 1mMB - O 0O
Brazil ~ ANVISA . O O
Italy AIFA x X ‘
France ANSM- O (o] )
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_Covsmetics_Regulatic)ns N Japan[

| _‘Pharmacéuti'cal Affairs Law

Regulations on Ingredients

+Preservatives

Negative List
Positive List
*Tar Colors

-Sunscreens °,

Ingredients Labeling

’

All mgredlents labeling (Japanese
Translation of INCI) '

License (Company)

License for Marketing, Manufacturing -

‘Notification .

License (Products)

Standards for Cosmetlcs

_http://www. mhiw.go Jp/engIlsh/toplcs/cosmetlcs/mdex html

. : DeQerpr‘ﬁe.“tv IS Marketing ]

-
. Regulations-on

Overview of Cosmetics Regulations -

il Distribution ] 1 U

—|: Cosmetics subject for'”
Approvalst -
L L

Regulations on
requéfnents/
quallf‘catlons for
\_cnsmetics cDmpames

Usage ]

{Industry Standards on -
- Manufacturing and

Quality Control)

Supervisionof. -
cosmetics -~







Orlglnal Japanese
Provisional Translation

Standards for Cosmeties
(Ministry of Haalth and Welfare Notification No.331 of 2000)

In accordance with the provisions of Article 42, Paragraph 2 of the Pharmaceutical Affalrs
Law (Law No.145 of 1960), the Standards for Cosmetics are hereby established as follows
and shall be applied from April 1, 2001, and the Quality Standards for Cosmetics (Ministry of
Health and Welfare Notification No.321 of August 1967) and the Japanese Standards for

' Cosmetic Ingredients (Ministry of Health and Welfare Notification No:322 of August 1967)
shall be abolished on March 31, 2001; provided, however, that any medical drug ingrediehts
which are also cosmetic ingredients that have actually been approved pursuant to Article 14,
Paragraph 1 of the said law at the time of application of this notification or which are also
cosmetic ingredients listed in the Appéndix of the Ministry of Health and Welfare Notification
No.15 of February 1961 (Re: Designation of Cosmetic Ingredients ‘that must be Approved for
Each Item in Accordance with the Provisions of Article 14, Paragraph 1 of the Pharmaceutmal
-Affairs Law) may, regardless of the provisions of section 2 below, be used as cosmetic
ingredients only if used in the amount for which the cosmetic ingredient was approved or the
“amount of the cosmetic ingredient as listed in the said Appendix, as the case may be; and
provided further, that any cosmeétics manufactured or imported on or before March 31, 2001,
shall bé treated as though this.notification were not established.

Standards for Cosmetics

1. General provisions

Ingredients of cosmetics, including any impurities contained therein, shall not contain
anything that may cause infection or that otherwise makes the use of the cosmetics a -
potential health hazard - )

2. Prohibition of inclusion of ingredients other than pfeser‘{ativés, UV abgorbers and tar
~ . . colors -

Cosmetics shall not contain any medical drug ingredients (excluding those used only as
additives and those listed in Appendix 2-1 through 4), or any ingredients that do not
meet the Standards for Biological Materials (Ministry of Health, Labour and Welfare

- Notification No.210 of 2003), Class I Specified Chemical Substances provided. in the
Law Concerning the Evaluation of Chemical Substances and Regulation of  Their
Manufacture, etc. Article 2, Paragraph 2 (Law No.117 of 1973), or Class II Specified
Substances provided in the same law’ Article 2, paragraph 3 -or the materials that are
determined by the Minister of Health, Labour and Welfare and have property similar to
these substances or any of the materials listed in Appendlx 1.

3. ler{a‘uon on mcluswn of 1ngredlents other than preservatlves UV absorbers and tar
colors - - :

If any of the materials listed in the section of ingredient names of Appendix 2 is
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incorporated in a cosmetic, thé amount of such ingredient contained shall be under the
values in the column of maximum amount of ingredient per 100 g of the said Appendix.”

Limitation on inclusion of preservatives, UV absorbers and tar colors

" Any and all preservatives (méaning materials incorporated in cosmetics for the purpose
of inhibiting growth of microerganisnis in such cosmetics) incorporated in cosmetics
. shall be among those listed in Appendix 3. '

Any and all UV absorbers (meaning materials that specifically absorb ultraviolet rays -
and that are incorporated in cosmetics for the purpose of protecting skin or hair from
adverse effects of ultraviolet rays) incorporated in cosmetics shall be among those listed
"in Appendix 4. ' ' - ~ -
The provisions of Article 3 of the Ministerial Ordinance for the Designation of Tar
Colors That May- Be Used in Medical Drugs, Etc. (Ministry of Health and Welfare
-Ordinance No.30 of 1966) shall be applicd mutatis mutandis to tar colors incorporated
in cosmetics; provided, however, that Red No.219- and Yellow "No.204 may be
incorporated only in cosmetics applied to hair and nails. :

Glycerin mixed with cos‘mefics should contain diethylene glycol less than 0.1g per 100g
glycerin. ' S N o N




Appendix 1

Cadmiium compdunds,
Sodium perborate
10. Chloroform . ‘
11. " Progrenolone acetate S
12.  Dichlorophene
13.  Mercury and its compounds
14.  Strontium compounds
15.  Sulfamide and its derivatives
16.  Selehium compounds
17. - Nitrofuran type compounds
18. Hydroquinone monobenzylether
. 19. Halogenated sahcylamllde
. 20. -Vitamin L1 and Vitamin I.2
21. - Bithionol
22" Pilocalpine
23. Pyrogallol
24. Tnorganic ﬂuorihe compounds ‘
25. Pregnanediol ~ ' - '
- 26. Local anesthetics such as pracame ' ' ' '
27. Hexachlorophen
28. Boric acid
 29. Formalin _
' 30.  Methyl alcohol

I . 6 -Acetoxy-2,4-dimethyl-m- d10xane -
2. Antihistamines except those of aminoether type (such as d}phenhydramme)
3. Hormones and those derivatives except estradiol, estrone and ethlnylestradlol
4. Vinyl chloride monomer
5. Methylene chloride -
6.  Bismuth compounds other than bismuth oxychlorlde
7. Hydrogen peroxide
8.
9.




- Appendix 2

1. . The mgredlents restricted in all types of cosmetics

Ingredient name Maximum amount of mgredlent per 100 g

Alummum chlorhydroxy allantoinate ' - 10g
Cantharides tincture, ginger tincture or capswum 1.0 geas total
tincture : _ :
'[Pheny! salicylate o ' 1.0g
Polpoyethylene laurylefhe'r (8-10E.0.) ' 20g
2.  The mgredlents restricted accordmg to types or intended purposes of cosmetics
Ingredient name A . |Maximum amount of ingredient per 100 g
Aerosol agents | _ ¢ Prohibited :
Zirconium A
Cosmetics to be washed away 1mmedlately after .
"luse such as soap or shampoo B : 0.50g- v
Thiram ' ]

Cosmeties other than those washed away,
1mmed1ately after use such as soap or shampoo

Undecylenic acid monoethanolamide’ _ Prohibited
Thiram . 4 | - 0.30g
Zinc p-phénolsulfonate - ‘ ‘ ' . 20g

- 2-(2-Hydroxy-5-methylphenyl) benzotrlazole ' - 7.0g
Sodium lauroyl sarcosinate - . - Prohibited

. Cosmetics used in cephalic, mucosa parf or the
oral cavity, and cosmeties used in other parts,
containing lower aliphatic monoalcokhols _ L : _
(exclude those containing the said alcohols © 20000 IU as total
added to dissolve ingredients in the said :

- cosmetics)

Estradiol, estrone and ethmylestradlol
Cosmetics other than those used in cephalie,
mucosa part or the oral cavity, containing no
lower aliphatic monoalcohols (include those
containing the said al¢ohols added to dissolve
 lingredients in the said cosmetics ) .

Estradiol, estrone and ethinylestradiol
Cosmetics used in only cephalic part o 0.010 o

‘Aminoether type antihistamines - e VIRE.
~ [Cosmetics other than those used only. in cephallc .

part ' . _ Prohibited

Aminoether type antlhlstammes B _

Toothpaste : . - -
Diethylene glycol T ‘Prohibited
Sodium lauroyl sarcosinate . . ’ : ) 0.50 g

Compounds to be used with the purpose of '

emulsifying beewax or white beewax -

‘Sodium ‘pyroborate ) :
| Comp‘ou.nds to be used fdr. purposes-other than | . _ i’rohibite d

emulsifying beewax or white beewax

50000 IU as total

0.76 g ( limited not to greater than 1/2
amount of*-beewax and white beewax) .




.| Sodium pyroborate

: 3 * The ingredients restricted accord_ing to types of cosmetics '

|

Ingredient name

- Maximum amount (g) of i-ngredient per 100 g

Cosmetics not used.

Cosmetics not used

Cosmetics that may

: for mucosa and to be | for mucosa and not'to .
4 ‘ . be used for mucosa
: washed away be washed away . :
Jujube Extract( 2) e O 5.0
 Thioctic acid 0.01 0.01
Ubidecarenone - 0.03 0.03

(*1) Blank indicates that it is prohibited to be used, and O mdlcates that there is no upper

limit for the amount of ingredient.
("2) It exiracted from™ Jujube" defined in J apanese pharmacopoela with 30% (va) ethanol

water solution.

Appendix 3

1.  The ingredi_ehts restricted in all types of cosmetics -

Maﬁ:imum amount (g) of

e - Ingredient name ingredient per 100 g
Benzoic acid . 02
Benzoate 1.0 as total
AIky[dlammoethylglycme hydroch}orlde 0.20
Photosensitizing dyes ' 0.0020 as total
Chlorcresol | : S 0.50
Chlorobutanol 0.10 °
Salicylic acid 020
Salicylate 1.0 as total
Sorbic acid and sorbate . 0.50 as total -

Dehydroacetic acid and dehydroacetate

0.50 as total

 {Trichlorohydroxydiphenylether (Triclosan) 0.10"
-Oxybenzoic acid esters and thelr sodmm salis . 1.0 as total
Phenoxyethanol 1.0
Phenol . 0.10
Sodium lauryIdlammoethngiycme 0.030.
Resorcin 010




L2 The ingredients restricted according fo fypes of cosmetics 1)

Maximum amount (g) of ingredient
‘ per 100g
Cosmetics | Cosmetics |
. not used forjnot used for| Cosmetics
Ingredient name ‘ - .
o mucosa and|mucosa andithat may be
-to be nottobe | used for
washed washed mucosa,
away away
Zine, ammonia and silver substituted zeohte( 7 1.0 - 1.0
Pantothenyl ethylether benzoate O 030 - [ . 030
Isopropylmethylphenol - Q- 0.10 0.10
Cetylpyridinium chloride 5.0 1.0 0.010 .
~ . |Benzalkonium chloride O 0.050 | 0.050
Benzethohium chloride 0.50 0.20
Chlorhexidine hydrochlonde .10 0.10 0.0010
o-Phenyl phenol - O 030 - | 030
Sodium o-phenylphenate 0.15 _ 015
Silver-Copper Zeolite"™ 0.5 0.5 -
Chlorhexidine gluconate O 0.050 0.050 : |
Cresol 0.010 0.010
Chloramine T 0.30 0.10
Chlorxylenol 0.30 020 | 020
Chlorphenesin ) - 0.30 0.30 -
Chlorhexidine 0.10 0.050. | 0.050
1,3-Dimethylol-5, 5- dlmethylhydantom 030 -

. 1Alkylisoquinolinium bromide O 0.050 0.050
Thianthol 0.80 | 0.80 '
Thymol 0050 - | 0.050 o

. [Trichlovocarbanilide O 0.30 030
p-Chiorphenol 0.25 025 L
Halocarban O . 030 | 030
Hinokitiol @) 0.10 0.050
Zing pyrithione 0.10 0.010° |- 0.010
Piroctone olamine 0.05 - 0:05 :
Iodopropynyl butylearbamate”® 0.02 0.02 0.02
Polyaminopropyl biguanide - 0.1 0.1 0.1
Methy! isothiazolinone : ] 0.01 001 - '
Methylchloro isothiazolinone and methyl isothiazolinene solutiont > 0.10 o
N,N”-Methylenebis[N’-(3-hydroxymethyl-2,5-dioxo-4-imidazolidinyl)urca] 0.30

. 0.0015 0.0015

-Dimethylaminostyryl heptyl methyl thiazolium iodide
(*1)

(*2)
(*3)

limit for the amount of ingredient.

isothiazolin-3-one and 0.30 - 0.42% of 2-methyl-4-isothiazolin-3-one.

(*4)
- (*5)
(*6)

it s exposed to strong heat.

it is exposed to strong heat,
It is prohibited to be contained in aerosol agents. -~

-6

It can be contained in cosmetics used for mucosa and only for oral cavity.
It indicates the aqueous solution, containing 1.0 - 1.3% of 5-chloro-2-methyl-4-

Blank indicates that itis prohlblted to be used and O mdicates that there is no upper

It indicates the compound containing 0.2 - 4.0% as silver and 5 0 - 15.0% as zinc when

It indicates the compound containing 2.7 - 3 7% as s;lver and 4, 9 6. 3% as coppe1 when




Appendix 4

1. The ingrédients restricted in .z_lll.types of cosmetics

Ingredient name

“Maximum amount (g) of

ingredient per 100z |

Homomenthyl sallcylate 10
2-Cyano-3,3-diphenyl prop-2-enoie acid 2—ethy1hexy1 ester (octocrylene) i0
Glyceryl mono-2-ethylhexanoate di -p-methoxycinnamate 10
\p-Aminobenzoic acid and ifs esters : - 4.0 as total

10 .

4-tert-Butyl-4>-methoxy dibenzoylmethane




2. The ingredients restricted according to types of cosmetics @ -

Maximum amount (gj of
mgredlent per 100g

Cosmetics|
Cosmetics :
. , not used .
o - not used for Cosmetics
Ingredient name for ' that may
' i mucosa | 1 0% | b used
and to be and not to £
and {o be | for
washed ; -mucosa
awa washed .
Y away
4-(2- B—glucopyranoslloxy) p:opoxy«Zhydroxybenzophenone 5.0 " 5.0
Octyl salicylate (10 - 10 5.0
Methyl-2, 5-diisopropylcinnamate 10 10
2-[4-(diethylamino)-2- hydmxybenzyl] benzolc ac:]d hexylester 10.0 10.0 .
Cinoxate O 5.0 5.0
Dlhydroxydlmethoxybenzophenone . 10 | 10 ‘
Sodium d]hydloxydlmethoxybenzophenone dlsulfonate 10 10
Dihydroxybénzophenone ' 10 10 -

Dlmethlcodtethylnhenz,al malonate

"10.0 10.0 ] 10.0

1- (3, 4-dimethoxyphenyl)-4, 4- -dimethyl-1, 3—pentaned10ne . 7.0 7.0
Dimethoxybenzylidenedioxo- |m1daz011dme 2-ethyThexyl propionate ‘30 1 3.0 :
Tetrahydroxybenzophenone , : 10 10 ] 0.050
Terephthalylidene dicamphor sulfonic acld 10 | 10 )
2,4,6-Tris [4-(2-éthylhexyloxycarbonyl) anilino] -1,3,5-triazine 5.0 5.0
Methylbis(trimethylsiloxy)silyl isopentyl trimethoxycinnamonate 7.5 75 | 25
Drometrizole trisiloxane 15.0 150 ¢ '
Amyl p—dlmethylammobenzoate 10 | 10
2-Ethylhexy! p-dimethylaminobenzoate o 10 [ 7.0
--|Isopropyl p-methoxyeinnamate and diisopropyl cinnamate ester m1xture( %) 10 10

2-Ethylthexyl p—methoxycmnama’te 20 20 8.0

4*—Bts—i {4- ("—ethylhbx»lr)\\) 2-hydroxy}- phenyljé (, -metho‘{yohtfwi)- . 0' 10
1.3.5-triazine o i

2-Hydroxy- 4-1nethoxybenzophenone SN 5.0 5.0

Hydroxymethoxybenzophenone sulfonate and its trihydrate

2077 110%™ [ 0.10%Y

Sodium hydroxymethoxybenzophenone sulfonate 10 10 1.0
Phenylbenzimidazole sulfonic acid 30 ] 30 |

. |Ferulic acid 10 10°
2 2’~methylenebls(6 (2H—benzotr1azole— -yil)-4-(1,1,3,3- tetramethylbutyl)phenol 10.0 | .10.0

 (*1) Blank indicates that it is prohibited to be used, and O indicates that there is o uﬁpel

limit for the amount of ingredient.

*2) It indicates the compound containing 72.0 - 79.0% of isopropyl -methoxycmnamate
propyl p

150 - 21.0% of ethyl 2,4- dnsopmpyl cinnamate and 3.0
2,4-diisopropyl cinnamate.

9.0% of methyl

(*3) Itis calculated as the total amount of: hydroxymethoxybenzophenone sulfonate.

Evaluation and Licensing Division _
Pharmaceutical and Food Safety Burcau
Ministry of Health, Labour and Welfare




