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	Chapter 5: Standards
 and Conformance

	Objective

APEC economies will, in accordance with the Declaration on APEC Standards and Conformance Framework and with the Agreement on Technical Barriers to Trade (TBT Agreement) and the Agreement on the Application of Sanitary and Phytosanitary Measures (SPS Agreement) attached to the WTO Agreement:

a. align their domestic standards with international standards;

b. endeavour to actively participate in international standardization activities;

c. promote good regulatory practice for the preparation, adoption and application of technical regulations in the APEC region;

d. achieve recognition of conformity assessment including mutual recognition arrangements in regulated and voluntary sectors;

e. promote cooperation for technical infrastructure development to facilitate broad participation in mutual recognition arrangements in both regulated and voluntary sectors; and

f. ensure the transparency of the standards and conformity assessment of APEC economies.


	Guidelines

Each APEC economy will:

a.
continue alignment of domestic standards with international standards in the priority areas which the SCSC will identify for alignment in the short to medium term in pursuing this goal;

b.
participate actively in the international standardization activities of international standardizing bodies and encourage relevant bodies in their economy to participate in the international standardizing bodies accordance with the rules and procedures of these organisations;

c.
consider to pursue trade facilitation in information and technology products;

d..
participate
 in recognition arrangements
 of conformity assessment including mutual recognition arrangements in regulated sectors through:  (i) the development of bilateral, multi-sectoral recognition arrangements, which might, at a later stage, provide the basis for plurilateral arrangements; and (ii) the development of plurilateral recognition arrangements in particular sectors;

e.
encourage relevant bodies in their economy to participate in work programs of the five Specialist Regional Bodies
 and to participate in recognition arrangements3 of conformity assessment including mutual recognition arrangements in the voluntary sectors;
f.
improve and maintain the level of their technical infrastructure to facilitate broad participation in recognition arrangements in both the regulated and voluntary sectors, with the SCSC supporting the development of technical infrastructure through economic and technical cooperation, where needed, to improve calibration and testing facilities and the training of personnel, in pursuing this goal;
g.
continuously strive to increase transparency of their standards and conformance requirements by means of facilitating the dissemination of such information through publications and electronic homepage and publicizing the availability of these means; 
h.            implement and maintain a standards consistent with the APEC Leaders’ Transparency Standards; and

i. 
consider participation in:

(i)
the Treaty of the Metre (La Convention Du Metre); and  

(ii)
the Treaty of OIML (La Convention Instituant Une Organisation Internationale De Metrologie Legale) 
              in accordance with the rules and procedures of these treaties


	Collective Actions

APEC economies will take Collective Actions with regard to standards and conformance in the following four areas:

ALIGNMENT WITH INTERNATIONAL STANDARD AND ACTIVE PARTICIPATION IN INTERNATIONAL STANDARDIZATION 
APEC economies will:

a.
continue identifying additional priority areas for alignment with international standards;
b.
continue to report on the progress in their alignment plans every year;

c.
conduct a comprehensive review of their alignment work in 2005; and
d.
continue to promote active participation in international standardization activities.

Good Regulatory Practice

APEC economies will:

continue to update the consolidation of materials in the Good Regulatory Practice Database as well as to investigate means of enhancing regulatory practice in the APEC region through a program of case studies and seminars with a particular focus on performance-based regulations and sector-specific good practices.  

RECOGNITION OF CONFORMITY ASSESSMENT

APEC economies will, in cooperation with relevant Specialist Regional Bodies, where appropriate:

a.
review the implementation and use of mutual recognition arrangements;

b.
continue to consider mechanisms to facilitate the recognition of conformity assessment results;
c.
review and improve the effectiveness of the APEC Mutual Recognition Arrangement on Conformity Assessment of Foods and Food Products, the Arrangement for the Exchange of Information on Toy Safety, the APEC Arrangement for the Exchange of Information on Food Recalls, and the APEC Mutual Recognition Arrangement on Conformity Assessment of Electrical and Electronic Equipment by, among others, looking into the possibility to adopt an information technology management system;  
d.
implement the work program on trade facilitation in information technology products, by 2005  in the case of industrialized economies and by 2008 in the case of developing economies; and

e.
encourage establishment of and participation in a network of mutual recognition arrangements in the voluntary sector by 2005.

COOPERATION ON TECHNICAL INFRASTRUCTURE DEVELOPMENT
APEC economies will:

a. undertake projects for the implementation of the Mid-Term Technical Infrastructure Development Program; and

b. conduct a comprehensive review on implementation of the above program after 2005;  

TRANSPARENCY
APEC economies will:

a.
update the APEC Contact Points for Standards and Conformance Information, which have been uploaded to the APEC Homepage; 

b.
develop and keep current the database on conformity assessment operators and their activities/service offered and establish an APEC Cooperation Center for Conformity Assessment; and

c.
promote the transparency of regulatory systems and standards by maintaining appropriate and accessible information date basis, including Directory of Food Trade Contacts in the Directory of Food Trade Contacts.
d.        implement and maintain standards consistent with the APEC Leaders’ Transparency Standards.
OTHER ACTIVITIES

APEC economies will:

a. pursue closer cooperation with the Specialist Regional Bodies in line with a Statement of Commitment to Mutually Agreed Objectives;

b. monitor the developments within the WTO Committees on the Technical Barriers to Trade and Sanitary and Phyto-Sanitary Measures, as well as undertake projects for the implementation of the APEC Strategic Plan on WTO-Related Capacity Building;

c. pursue better coordination with other APEC fora; and

d. implement the reform of the SCSC through the rationalization of its agenda, priority setting exercise and better coordination with other groups.  
The current CAP relating to standards and conformance can be found in the Standards and Conformance Collective Action Plan.



	Japan’s Approach to Standards and Conformance in 2007
Recognizing that alignment with international standards and recognition of conformity assessment arrangements will enhance trade and productivity within the APEC region through cost reductions and greater efficiency of administrative processes related to trade, Japan has been working to implement the guidelines on standards and conformance in the Osaka Action Agenda and the Standards and Conformance Sub-Committee’s Medium and Long-Term Action Plan, in accordance with the WTO Agreements and the Declaration on APEC Standards and Conformance Framework.



	Chapter 5: Japan’s Approach to Standards and Conformance in 2007

	Section
	Improvements Implemented Since Last IAP
	Current Approaches to Standards and Conformance
	Further Improvements Planned

	Alignment of standards with international standards where appropriate 


	Japan has continued to work to align its existing standards with international standards.  

Japan has also made efforts to contribute to international standardization actively by proposing JIS as international standards, in cases where relevant international standards do not exist or existing international standards seem to be inappropriate.

	(a)Japanese Industrial Standards (JIS)

Efforts have been made to contribute to international standardization activities by proposing JIS as international standards, in cases where relevant international standards do not exist or existing international standards seem to be inappropriate, and where JIS seem to be acceptable as international standards, in addition to proposing, as necessary, to withdraw inappropriate international standards.

Accordingly 478JIS standards  were adopted from or based on ISO/IEC standards in FY2006.  95%  of JIS standards which have corresponding international standards are aligned with them as of March 31, 2007.
JISC(Japanese Industrial Standards Committee) has been renewing the JISC homepage to ensure transparency of JIS standardization activities and to provide relevant information including its work program, since April 1, 2002 in the following URL; http://www.jisc.go.jp
(b) Japanese Agricultural Standards (JAS)

The Law Concerning Standardization and Proper Labelling of Agriculture and Forestry Products (the JAS Law) instructs the Ministry of Agriculture, Forestry and Fisheries(MAFF) to  review   the JAS in every five years to facilitate the conformance of JAS with international standards, and actively abolish unnecessary standards and revise standards in order to meet public needs, taking into account situation of production, distribution and consumption.
In cases where relevant international standards do not exist but are needed for fair trading, or current or drafting international standards seem to be inappropriate,
Japan promotes the internationalization of Japanese Agricultural Standards through the submission of proposals to conferences for international standardizations (Committees of Codex Alimentarius Commission and TCs of ISO).

(c) Genetically Modified (GM) Foods
1) Safety Assessment of Genetically Modified (GM) Foods

Ministry of Health, Labor and Welfare (MHLW) has introduced mandatory requirement for foods and food additives produced by recombinant DNA techniques. According to this, any GM food and food additive whose safety assessments are not reviewed by MHLW shall be neither imported nor sold in Japan as of April 2001. Food Safety Commission has executed safety assessments of GM foods since July 2003. The Commission has drawn up standards for the safety assessment of GM foods (seed plants) and food additives produced by GM microorganisms, and policies for the safety assessment of GM stack varieties, GM feed crops and GM feed additives. The Commission currently assesses GM foods, based on the new standards and policies. 

2) Overview of the Labeling System on GM Foods

Regarding GM foods of which safety has been confirmed, the  government of Japan has made labeling mandatory since April 2001 in order to provide consumers with necessary information for their choices. Foods covered by the labeling obligation are 7 agricultural products; soybeans, corn, potatoes, rapeseed, cotton seed, alfalfa and suger beet, and 32 kinds of designated processed foods derived from them in which recombinant DNAs or protein produced thereby are detectable after the manufacturing process. 

The list of designated agricultural products and processed foods shall be updated every year, taking into considerations new findings about progress in detection method, etc. 

Japan has continued to participate actively in developing international standards, guidelines or recommendations for genetically modified foods by activities such as hosting the Codex Task Force. At the 27th Session of the Codex Alimentarius Commission in June 2004, the Commission agreed to reestablish the Ad Hoc Intergovernmental Task Force on Food derived from Biotechnology, which was once dissolved in 2003.  Japan again hosts the new Task Force , the next (7th)  meeting  which is scheduled to be held in September 2007.

(d)MAFF has standardized organic agricultural products and processed foods made from organic agricultural products in accordance with Codex guidelines, and only those certified as fulfilling these standards can be labeled “organic food" since April 2001.

(e) VICH

Japan has advanced the harmonization of a series of guidelines for technical requirements for registration of veterinary medicinal products. (Some of these guidelines are under drafting in the VICH (International Cooperation on Harmonization of Technical Requirements for Registration of Veterinary Medicinal Products).)

(f)GHS

Japan revised the Industrial Safety and Health Law to adopt Globally Harmonized System of Classification and Labeling of Chemicals(GHS) in November 2005,The revised law has been put in force from December 2006.

	(a) Japanese Industrial Standards (JIS)

Efforts will be made to continue to contribute to international standardization activitties by proposing JIS as international standards, in cases where relevant international standards do not exist or existing international standards seem to be inappropriate, and where JIS seem to be acceptable as international standards, in addition to proposing, as necessary, to withdraw inappropriate international standards.

(b) Food Additives

Designation of food additives will be implemented on demands, in line with safety assessments in international organizations. 

(c) Light Alloy Disk Wheels
Study will be conducted to bring the testing standards for light alloy disk wheels more closely into alignment with the SAE standards. 
The Ad Hoc Intergovernmental Task Force will complete its work within four years. The Task Force will submit its full report to the Commission in 2009.

	Alignment of standards with international standards in priority areas agreed by the SCSC


	Japan has made efforts, as necessary, to withdraw inappropriate national standards and to align with the latest international standards.
	As for the initial four priority areas (electrical and electronic appliances, food labeling, rubber products, and machinery), Japan has completed to align its existing standards with international standards.
Japan has also aligned its standards with international standards in the following additional priority areas; electrical and electronic equipment (IEC60335 and CISPR), standards and guidelines on conformity assessment and management systems, and safety of information technology equipment.


	Regarding new priority areas on the IEC standards covered under the IECEE CB Scheme, Japan will work to align its standards and technical regulations with the IEC standards.

	Active participation in the international standardization activities of international standardizing bodies


	Japan has actively  participated in the international standardization activities, which has resulted in the establishment of new TCs/SCs in international standardization organizatins such as ISO and IEC.
	Japan is a member of the International Organization for Standardization (ISO), the International Electrotechnical Commission (IEC), the Codex Alimentarius Commission, the International Telecommunication Union (ITU), and the Pacific Area Standards Congress (PASC), and is actively participating in the international standardization activities, through for example, hosting TCs/SCs of ISO and IEC and the Codex Ad Hoc Intergovernmental Task Force on Foods Derived from Biotechnology. 

Japan is preparing a new “JISC Action Plan” to be published in June/July 2007, in order to facilitate international standardization activities in more efficient way among relevant organizations/bodies in Japan.
Japan is participating in the activities for international harmonization of motor vehicle technical regulation in the UN/ECE/WP 29 as the contracting party to the  UN/ECE 1958 Agreement and 1998 Agreement.
Japan is also promoting the participation of Asia-Pacific economies in the activities of Asia-Pacific economies of UN/ECE/WP 29.

Japan actively contributed to the studies of IMT-2000 (International Mobile Telecommunications 2000) and the systems beyond IMT-2000, ITS (Intelligent Transport Systemd) and so on in International Telecommunicationd Union (ITU). ITU-R SG8 WP8F 22nd meeting was held in Japan in May 2007.
Japan actively contributed to making recommendations on “Information Security Management System requirements for Telecommunications (ISMS-T)(X.1051)” and “Architecture of MediaHomeNet supports cable-based services(J.190)”. Japan is also actively taking the initiative in making the recommendations regarding telecommunication accessibility.

Japan is actively participating in the work of the Codex Alimentarius commission on developing standards and related texts for protecting the health of consumers and ensuring fair practices in the food trade.

	Cooperation with ISO

Japan will work to align its standards with international standards, where appropriate, in regulated and voluntary sectors, and will participate actively in the international standardization activities in developing international standards. 


	Participation in plurilateral recognition arrangements of conformity assessment in the regulated sector


	No further action taken
	Mutual Recognition Arrangement (MRA)

Japan is participation in the work of the Telecommunications and Information Working Group (TEL) in supporting implementation of the Mutual Recognition Arrangement for Conformity Assessment of Telecommunications Equipment, which was endorse at the third Ministerial Meeting on Telecommunications and Information Industry (TELMIN3). Japan has participated in Part 1 of the APEC Mutual Recognition Arrangement on of Electrical and Electronic Equipment (APEC EE MRA), which was endorse at the CTI and SOM in 1999.

Information Exchange Arrangement 

Japan has participated in the Arrangement for the "Exchange of Information on Toy Safety" established in SCSC in 1996.


	Medium/Long term (2001-2010)

Japan will strive to participate in recognition arrangements in most regulated sectors through the development of both bilateral and plurilateral recognition arrangements.

	Participation in bilateral recognition arrangements of conformity assessment in the regulated sector


	No further action taken

	Japan has fully implemented the system based on the recognized approval bodies and recognized evaluation bodies under the amended Building Standards Law, which simplifies the pre-market procedure for foreign materials.

The revised JAS Law, which was enforced in March 2006,incorporated ISO Guide 65 as the registration criteria for Overseas Certifying Bodies. Any organization of any countries can apply for Registered overseas Certifying Bodies under the revised JAS Law.  
 Agreement on mutual recognition between Japan and the European Community was authorized by the Diet in June 2001.

The Implementation Law for the MRA was also approved by the Diet in the same month.  

The MRA covers four areas of conformity assessment as follows.

-Telecommunications terminal equipment and radio equipment (including EMC)

-Electrical products (including EMC)

-Good Laboratory Practice (GLP) for chemicals 

-Good Manufacturing Practice (GMP) for medicinal products

The MRA as well as the implementation law came into force in January 2002.

Japan also reached an agreement with Singapore on the MRA under Japan-Singapore Economic Partnership Agreement (JSEPA) in November 2002.

This MRA covers two areas of conformity assessment as follows;

- Telecommunications terminal equipment and radio equipment

- Electrical products

In addition, Japan revised the implementation law for MRA based on the Japan-Singapore MRA in November 2002. 

Japan signed the Japan-Philippines Economic Partnership Agreement (JPEPA) in September 2006 and Japan-Thailand Economic Partnership Agreement (JTEPA) in April 2007.

Both EPAs have a chapter of MRA which covers an area of conformity assessment of electrical products.
Japan signed “Agreement on Mutual Recognition of Results of Conformity Assessment Procedures between Japan and the United States of America” in February 2007.

This MRA covers an area of conformity assessment for telecommunications terminal equipment and radio equipment.
The information on Japan-Europe MRA and Japan-Singapore MRA is available through the following websites.

Text of Japan-EC MRA:

http://www.mofa.go.jp/region/europe/eu/agreement.pdf.

Text of Japan-Singapore MRA (JSEPA):

http://www.mofa.go.jp/region/asia-paci/singapore/jsepa-1.pdf

Implementation Law for the MRA:

http://www.soumu.go.jp/joho_tsusin/eng/Resources/laws/MRA_Law_final.pdf
Since March 1998 a network for electrical transmission of health certificates for meat and meat products between Australia and Japan has been installed.

	Medium/long term(2001-2010)

(a) Raw Edible Oysters

Imports of raw edible oysters will be approved, upon documentary evidence of the exporting country's food hygiene control system.  (This has already been implemented in the case of Australia, New Zealand, United States, republic of Korea and Canada.)

 (b)Mutual Recognition of Conformity Assessment 

Japan will strive to participate in mutual recognition arrangements in most regulated sectors through the development of both bilateral and plurilateral mutual recognition arrangement.



	Participation in recognition arrangement of conformity assessment in the voluntary sector 


	No further action taken
	Japan participates in the Asia Pacific Laboratory Accreditation Cooperation (APLAC), the Asia Pacific Legal Metrology Forum (APLMF), the Asia Pacific Metrology Programme (APMP), and  the Pacific Accreditation Co-operation (PAC), where it is working actively for mutual recognition in voluntary sectors. 

JNLA (Japan National Laboratory Accreditation System), JAB (Japan Accreditation Board for Conformity Assessment) participated in APLAC MRA in 1998. JCSS (Japan Calibration Service System) joined APLAC MRA in 1999. VLAC (Voluntary EMC Laboratory Accreditation Center) joined APLAC MRA in 2003. They all adopt ISO/IEC 17011 in their operating procedures. JCSS and JNLA were merged into IAJapan (International Accreditation Japan) which was established in the National Institute of Technology and Evaluation (NITE). NITE also operates ASNITE (Accreditation System of NITE) covered by APLAC MRA in April 2002. JAB also joined PAC MLA.

In Japan, the signatories of the CIPM MRA are AIST (National Institute of Advanced Industrial Science and Technology), NICT (National Institute of Infromation and Communications Technology) and CERI (Chemicals Evaluation and Research Institute) at present (2007).

	No further action planned


	Improve and maintain level of technical infrastructure


	No further action taken
	Japan continues to maintain a certain level of technical infrastructure.
	No further action planned

	Identification of specific requirements, assistance and/or activities for technical infrastructure development


	No further action taken
	No requirement for technical assistance to Japan
	No further action planned

	Provision of assistance for the improvement of other economies’ technical infrastructure


	JISC/Japan has been implementing its technical assistance/cooperation programmes based on the “ASEAN Standards and Conformance Cooperation Programme”published in June 2003.
Japan has been providing technical assistance for building up technical infrastructure of other economies by coordinating seminars, workshops and training cources under the  APEC/SCSC framework.


	In the area of standards and conformance, Japan has a long history of  technical assistance/cooperation at both bilateral level and regional level. The technical assistance/cooperation activity consists of various programes such as acceptance of trainees, dispatch of experts for short or long term, in the wide range of areas from standardization to conformity assessment as well as metrology.  Recent assistance/cooperation activities are summarized below.
(1) Assistance/cooperation at bilateral level

PHILIPPINES

- Project-type technical cooperation in product certification
To dispatch experts, accept trainees, provide instruments, etc

THAILAND

- International Standardization

To dispatch Japanese experts to private sectors to enhance cooperation between TC mirror committees

- Project-type technical cooperation in metrology

To dispatch experts, accept trainees, provide instruments, etc.

- Project-type technical cooperation in conformity assessment
To dispatch experts, etc.

(2) Assisstance/cooperation at regional level

a) for APEC countries

[Acceptance of trainees]

- Training course on legal metrology system

Training program for government officials to build capacity of legal metrology system such as establishing the traceability system to national standards

 [Others: On-site seminars, dispatch of experts, etc.] 

- Cooperation for developing international standards 

To develop draft international standards jointly under the cooperation between Japan and developing countries.
-Enhancement project of international standardization activities in Asia-Pacific area

To hold seminars and training courses to encourage developing countries to participate in ISO/IEC activities in the specific technical area.

b) for ASEANcountries

[Acceptance of trainees]

-Tainning cource for international standardization activities

Training program for government officials to build on capacities in standards development process to foster positive participation in international standardization activities.
-Training cource for product certification

Training program for government officials to build on capacities in relevant standards and guidelines as well as operation of product certification schemes.
- Training courses on standards, conformity assessment systems and metrology

The following programs are provided for capacity building of private sectors in the area of standards, conformity assessment and metrology.

Training courses for international standardization (2 courses)

Training courses for conformity assessment (2 courses)

Training course for metrology(2 courses)

-Training courses for TQM

The following courses are provided for capacity building of private sectors in the area of Total Quality Management (TQM) 

 Training course for TQM in Japan

Local TQM seminar at ASEAN country

Japan International Center for Occupational Safety and Health (JICOSH) supports industrial safety and health engineers of private sectors in Asian economies through the training courses. That will help to transfer technologies for preventing occupational accidents and/or diseases.

Info@jicosh.gr.jp        http://www.jicosh.gr.jp
[Fish products]
Japan has put into action technical support for the improvement of quality of processed fishery products in cooperation with the Southeast Asian Fisheries Development Center (SEAFDEC). It conducted a program called “Development of Fish Disease Diagnostic Inspection Methodologies for Artificial Bred Seeds” from 1999 to 2005 through SEAFDEC.

	JISC/Japan will continue to implement its technical assistance/cooperation programmes based on the ASEAN Standards and Conformance Cooperation Programme. 
Japan will also continue to contribute to the improvement and development of technical infrastructure within the APEC region.

	Participation in Specialist Regional Bodies
 activities


	No further action taken

	Japan participates in the Asia Pacific Laboratory Accreditation Cooperation (APLAC), the Asia Pacific Legal Metrology Forum (APLMF), the Asia Pacific Metrology Programme (APMP), the Pacific Accreditation Co-operation (PAC), and the Pacific Area Standards Congress (PASC), where it is working actively in the area of standards, conformity assessment and metrology.
Japan has been working as the Secretariat of APMP since 1999, which has the following website(http://www.apmpweb.org).  Japan hosted the general assembly of APMP in November 2001. Japan has been playing a role of  the Chairman and the Secretariat of APLMF since January 2002. 

Japan is the Acting Secretary of PASC from May 2007 on.
Two Japanese bodies (JNLA – (Japan National Laboratory Accreditation System),and JAB – (Japan Accreditation Board for Conformity Assessment) participated in APLAC MRA in 1998.

 (JCSS (Japan Calibration Service System) participated in  APLAC MRA in 1999. JNLA and JCSS were merged into IAJapan in April 2002(http://www.nite.go.jp/asse/iajapan/en//) and three programs(JNLA, JCSS, and ASNITE(Accreditation System of NITE) in IAJapan are conducted as accepted programs of ILAC and APLAC MRAs. VLAC-Voluntary EMC Laboratory Accreditation Center and JCLA -  Japan Chemical Laboratory Accreditation (http://www.jcla.org/english/) also became a member of APLAC in 2002.


	KRISS, Korea will take over the Secretariat of APMP in November 2007 from Japan.

P.R.China will take over the Chairman and the Secretariat of APLMF in 2007 from Japan.

	Continuously strive to increase transparency of their standards and conformance requirements, including implementation of 

APEC Leaders’ 

Transparency Standards on 

Standards and 

Conformance(  
	No further action taken

	(1) WTO Notification 

In accordance with the WTO Agreement on Technical Barriers to Trade (TBT Agreement) and the WTO Agreement on the Application of Sanitary and Phytosanitary Measures (SPS Agreement),  Japan has been taking  steps necessary to give prior notice in publication, notify to the WTO secretariat, and provide information by Standard 

Information Service, with a view to ensuring transparency, whenever it seeks to develop, adopt or apply standards and conformity assessment procedures, or to modify its Sanitary and  Phytosanitary measures. 

The following 12 Japanese standardizing bodies have accepted the WTO/TBT Code of Good Practice for the Preparation, Adoption and Application of Standards; (1)Consumer Product Safety Association(CPSA), (2)Fair Trade Commission, (3)Japan Construction Mechanization Association(JCMA), (4)Japan Environment Association(JEA), (5)Japan Industrial Standards Committee(JISC), (6)Japan Ship Technology Research Association(JSTRA) , (7)Ministry of Agriculture, Forestry and Fisheries, (8)Ministry of Economy, Trade and Industry, (9)Society of Automotive Engineers of Japan, Inc.(JASO), (10)The Japan Bearing Industrial Association(JBIA), (11) The Japan Iron and Steel Federation (JISF), (12)The Japan Society of Mechanical Engineers (JSME). Further details are in the "WTO TBT Standards Code of Directory".

Japan has set up the enquiry point based on TBT agreement and has been providing the information notified to WTO  on standards, technical regulations and conformity assessment procedures based on TBT agreement at the following website of JETRO (Japan External trade organization); http://www.jetro.go.jp
(2) Initial Actions
The following measures, announced as "Initial Actions" at the Osaka APEC Economic Leaders Meeting in November 1995, have already been implemented.

i. An information desk has been set up in the Ministry of Agriculture, Forestry and Fisheries for receiving opinions and requests on the establishment or revision of JAS standards. 

Labeling and Standards Division MAFF

TEL: +81-3-3501-3727FAX: +81-3-3502-0594

ii. To expedite and clarify the designation procedures for food additives, the Ministry of Health, Labourand Welfare has compiled guidelines describing the testing methods and the scope of accompanying data required when domestic and foreign business persons make applications.
iii It has now been made explicit that pharmaceuticals for external diagnostic medicines (in vitro diagnostics) may be approved, if reasonable grounds exist, in cases where the effective period applied for is less than six months.  In addition, efforts have been made to clarify the approval procedures for in vitro diagnostics, including more detailed standards for items subject to review by the Central Pharmaceutical Affairs Council.

iv. Efforts have been made to disseminate information such as transmitting the comments on approval of new medical devices given by the relevant subcommittees of the Central Pharmaceutical Affairs Council may be transmitted directly to the applicants, and  taking measures, if necessary, to make such information more general.

v. Ministry of Agriculture, Forestry and Fisheries (MAFF) introduced mandatory safety assessment of feeds and feed additives produced by recombinant DNA techniques. 
MAFF also established the system of one percent allowance of GM products without MAFF’s approval. One percent of unapproved GM products is allowed to be contained in feeds if the safety of their products is confirmed by foreign governments which have an assessment system equivalent to that of Japan, even though such GM products have not been approved by MAFF.
(3) Veterinary Pharmaceuticals
Japan reviewed and set the maximum residue limit of the veterinary drugs and drugs used for cultured fishes / shell-fishes in food, in the order of test samples being made available. Japan set the maximum residue limit in food for 33 veterinary drugs.

(4) Electronic Sphygmomanometers and Contact Lenses

Regarding electronic Sphygmomanometers, clinical tests have  no longer been necessary since March 1998, while introducing performance tests were introduced instead.

(5) Animal and Plant Quarantine Measures

Japan made efforts to deepen understanding of exporting countries  on Japan’s animal and plant quarantine system in 1997, by publishing two English pamphlets "Plant Quarantine Procedures" and "Animal Quarantine Procedures" and by distributing them to embassies and consular offices in Japan and Japanese embassies and consular offices abroad.

Japan provides information on the Japanese aquatic animal quarantine system at the MAFF web site in order to facilitate 

aquatic animals import for aquaculture.

http://www.maff.go.jp/www/sinsei/10/1049.htm
(6) Web site on Plant and Animal Quarantine Service

Japan set up an Internet web site on plant and animal quarantine service in 1998 to deepen  on Japan’s system by exporting countries.

http://www.pps.go.jp/

http://www.maff-aqs.go.jp/
(7) The web site on Standard and Labeling under the JAS Law

Japan set up an internet web site on standard and labeling under the JAS Law in 2001 to deepen the understanding of exporting countries on Japan's system.

http://www.maff.go.jp/soshiki/syokuhin/hinshitu/e_label/index.htm
The website is updated regularly to contribute to disseminating information on JAS.
(8) The following measures have already been  implemented, which are consistent with the APEC Transparency Principles.

i. Laws and legislation of the central government which have been adopted is normally published in "KAMPO" (Official Government Gazette).

ii. Laws and legislation of the central government can be retrieved from the web-site. (http://law.e-gov.go.jp/cgi-bin/idxsearch.cgi)

iii. Japan has actively cooperated in the discussion of transparency related issues at Triennial Reviews of the TBT agreement.

iv. Japan has continuously adhered to the obligations under  WTO TBT/SPS  including transparency related provisions. Japan has also adhered to APEC Guidelines for the Preparation, Adoption and Review of Technical Regulations, and the APEC SCSC Principles and Feature of Good Practice for Technical Regulation accordingly.

v. Japan has updated SCSC Contact List, as necessary . Japan has promoted observance of the transparency standards by the regional and local governments and non-governmental standardization bodies, when necessary.


	Japan continues to actively implement the APEC Transparency Standards including the principles  of the TBT/SPS agreements.


	Participate in relevant international fora


	No further action taken
	Japan, including relevant bodies in the Japanese territory, continue to participate actively in the Treaty of the Metre, OIML, ILAC, IAF, ISO and IEC.

	-

	Other activities


	Japan studied and recommended the establishment of  the Japanese accreditation bodies’ fora to share experiences of  accreditation activities based on the international standards and, therefore, contribute the all-Japan conformity assessment society.
	In response to the recommendation of Japan Industrial Standards Committee (JISC), the Japan Accreditation Council (JAC) was launched in May 2006.

The purpose of this council is to contribute to increase the reliability of all conformity assessment systems based on the same international standards and using similar requirements in Japan, by means of :
a) sharing the experience of accreditation activities among Japanese accreditation bodies, 

b) improving technical competence of Japanese accreditation bodies, and 

c) cooperating to promote accreditation systems to the market
d) as a result, improving conformity assessment systems in Japan
Plant and Animal Quarantine
(1) Consideration for Development of Risk Assessment
Japan has begun to develop risk assessment in animal quarantine as provided by SPS Agreement.
(2) Reviews of the List of the Non-Quarantine pests
The list of pests which are not subject to the plant quarantine continues to be under review based on outcomes of PRA (Pests Risk Analysis).
(3) Animal Quarantine Inspection Procedure Automated System (ANIPAS) is developed and operated in Japan, in order to ensure the smooth and efficient implementation of the import and export inspection.
(4) Plant Quarantine Network (PQ-NET) has been developed and operated in Japan in order to ensure smooth and efficient implementation of the import inspection.
(5) In the main airports and harbours, the number of plant quarantine officers and animal quarantine officers has been  increased as required, in order to ensure the smooth and efficient implementation of the import inspections.

	Japan will further implement   the Reguratory Reform Programme.


	Improvements in Japan’s Approach to Standards and Conformance since 1996 

	Section
	Position In Base Year (1996)
	Cumulative Improvements Implemented to Date

	Alignment of standards with international standards where appropriate 


	In keeping with the WTO-TBT Agreement and the WTO-SPS Agreement, Japan will seek, where appropriate, to align national standards with the relevant existing international standards, whenever it drafts new standards or modifies its sanitary and phytosanitary measures. Japan continues to work to align its existing standards with international standards.  The March 1995 decision by Japan's Cabinet on the Deregulation Action Program established a policy to promote alignment of national standards with international standards, which now forms the basis for ongoing review of Japan's system of standards and conformity assessment procedures.


	JISC/Japan reviewed about 1700 standards under the Three Year Alignment Action Plan (1995-1997) to align them with the relevant international standards. At this result, the 3000 standards had been reviewed until 1997.
(including 1300 standards already reviewed in 1995.)
As for the initial four priority areas (electrical and electronic appliances, food labeling, rubber products, and machinery), Japan has completed aligning its existing standards with the international standards..

Japan also aligned its standards with international standards in the following additional priority areas; electrical and electronic equipment (IEC60335 and CISPR), standards and guidelines on conformity assessment and management systems, and safety of information technology equipment.

With regard to Building Material, Japan continues to align the Japanese standards with international standards.
Law concerning the conservation and sustainable use of biological diversity through regulations on the use of living modified organisms was promulgated in June 2003. This law is consistent with Cartagena Protocol on Biosafety. Information related to the regulatory scheme based on this law will be made available at the Biosafety Clearing House of the Protocol.


	Active participation in the international standardisation activities of international standardizing bodies


	Japan is a member of the International Organization for Standardization (ISO), the International Electrotechnical Commission (IEC), the Codex Alimentarius Commission, the International Telecommunications Union (ITU), and the Pacific Area Standards Congress (PASC), and is actively participating in the international standardization activities, through for example, hosting the 10th FAO/WHO Coordinating Committee for Asia.
	Japan has been participating actively in the activities of these international standardizing bodies. For example, Japan has been hosting major meeting of ISO and IEC such as the IEC General Meetings, IEC SMB (Standardization Management Board), ISO COPOLCO (Committee on Consumer Policy), ISO IWA (International Workshop on Image Safety), ISO TC 176 (Quality Management Systems), ISO TC 227 (Springs),  ISO TC 229 (Nanotechnologies), IEC TC 9 (Systems for Railway), IEC TC 44 (Safety of Machinery), IEC TC76 (Safety of Leaser Equipment) and IEC TC111 (Environmental standardization for electrical and electronic products and systems).  Japan also hosted ILAC and IAF General Meetings and PASC General Meeting.
Japan published “JISC Action Plan” in June 2004, in order to facilitate international standardization activities in more efficient way among relevant organizations/bodies in Japan.
Japan acceeded to the revised UN-ECE1958 Agreement and introduced of the mutual recognition system for component type designation certification with foreign government (November 1998).
Japan acceeded to the UN-ECE 1998 Agreement (Global Agreement) for the harmonization of motor vehicle technical regulations (August 1999).
Japan actively contributed to the studies of IMT-2000 (Internal Mobile Telecommunications 2000) and the system beyond IMT-2000, ITS (Intelligent Transport Systems) and so on in International Telecommunications Union (ITU).
Japan actively contributed to recommendations on “Information Security Management System requirements for Telecommunications (ISMS-T)(X.1051)” and “Architecture of Media Home Net supports cable-based services(J.190)”. Japan is also actively taking the initiative in making the recommendations regarding telecommunication accessibility.



	Participation in plurilateral recognition arrangements of conformity assessment in the regulated sector


	Japan has no specific position.
	Japan has participated in the APEC MRA on conformity assessment of Telecommunication equipment(APEC Tel MRA)since 1999, and electrical and electronic equipment(APEC Electrical MRA) since 2000.

	Participation in bilateral recognition arrangements of conformity assessment in the regulated sector


	Japan is consulting with the United States and Canada on mutual recognition arrangements for standards under Building Standards Law.
	Japan has been consulting with foreign countries such as the United States, Canada, Australia and New Zealand in regard to building standards.
Japan reached an agreement on the MRA with the EC and enacted the relevant laws to Implement MRA based on the Japan-EC MRA.

Japan reached an agreement on the MRA under  Japan-Singapore EPA and amended the relevant  laws to implement  MRA based on the Japan-Singapore MRA.
Japan singed the Japan-Philippines EPA, the Japan-Thailand EPA and the Japan-U.S MRA. Japan will amend implementation laws to implement these MRAs accordingly.


	Participation in recognition arrangement of conformity assessment in the voluntary sector 


	Japan participates in the Asia Pacific Laboratory Accreditation Cooperation (APLAC), the Asia Pacific Metrology Programme (APMP), and the Pacific Accreditation Co-operation (PAC), where it is working actively for mutual recognition in voluntary sectors.
	IAJapan (JNLA, JCSS, and ASNITE) and JAB have accepted ILAC and APLAC MRAs by April 2002. Furthermore, VLAC also participated in APLAC. They all adopt ISO/IEC 17011 into their operating procedures. As for IAF/MLA, JAB joined in the IAF/MLA.

NMIJ/AIST/Japan joined  in the  CIPM MRA (Mutual Recongnition Arrangement for national measurement standards and for calibration and measurement certificates issued by National Metrology Institutes) in October 1999. NICT and CERI joined in the CIPM MRA as designated institutes.


	Improve and maintain the level of their technical infrastructure

Identification of specific requirements, assistance and/or activities for technical infrastructure development

	Japan continues to maintain a certain level of technical infrastructure. 

-
	Japan has been maintaining a certain level of technical infrastructure.
No action taken for identification of specific requirements

	Provision of assistance for the improvement of other economies’ technical infrastructure


	Japan is working to improve technical capabilities of its own domestic test laboratories, and has been contributing within the framework of bilateral economic cooperation to the enhancement and expansion of the technical infrastructure of APEC members by providing materials, equipment, and human resources training programs in Japan.
	Japan has been continuing to contribute in this area, both bilaterally and multilaterally. For example, Japan and Malaysia held, in Malaysia, the training programs (PFP –Partnership for Progress) in the field of standards and conformity assessment. Japan has been also providing training programmes in the field of metrology  through APEC/TILF projects. 
JISC/Japan developed and published the “ASEAN Standards and Conformance Cooperation Programme” in June 2003.  JISC/Japan has been implementing its technical assistance/cooperation programmes accordingly

Japan hosted the "Workdshop on the Compilation of Fish Products in Southeast Asian" and the "Seminar on Advances in Fish Processing Technology in Southeast Asia in Relation to Quality Manegement” in 1996 through SEAFDEC.



	Participation in Specialist Regional Bodies activities


	Japan participates in the Asia Pacific Laboratory Accreditation Cooperation (APLAC), the Asia Pacific Legal Metrology Forum (APLMF), the Asia Pacific Metrology Programme (APMP), the Pacific Accreditation Co-operation (PAC), and the Pacific Area Standards Congress (PASC), where it is working actively  in the area of standards, conformity assessment and metrology.

	Japan has been continuing to participate actively in these SRB's.
 Japan had assumed the chairmanship of PASC Standing Committee until 2000 .  NMIJ/AIST/Japan assumed chairmanship of APMP from 1999 to 2003 and assumes secretariat of APMP from 1999. Also, NMIJ/AIST/Japan assumes chairmanship and secretariat of APLMF from 2002.

	Continuously strive to increase transparency of their standards and conformance requirements, including implementation of APEC

Leaders’ Transparency Standards

on Standards and Conformance(

	In accordance with the WTO Agreement on Technical Barriers to Trade (TBT Agreement) and the WTO Agreement on the Application of Sanitary and Phytosanitary Measures (SPS Agreement), Japan is taking the steps necessary to give prior notice in publication, notify to the WTO secretariat, and provide information by Standard Information Service, with a view to ensuring transparency, whenever it seeks to develop, adopt or apply standards and conformity assessment procedures, or to modify its sanitary and  phytosanitary measures.
	Japan has continued to make the processes transparent in this area.
12 Japanese standardizing bodies have accepted the WTO/TBT Code of Good Practice for the Preparation, Adoption and Application of Standards.
Necessary measures have already been implemented to be consistent with the APEC Transparency Principles.

	Participate in relevant international fora


	Japan joined the Treaty of the Metre (La Convention du Metre) in 1885. It formally joined the Treaty of OIML (La Convention Instituant une Organisation Internationale de Metrologie Legale) in 1961. 
Japan is a member of the International Organization for Standardization (ISO), the International Electrotechnical Commission (IEC), the Codex Alimentarius Commission, the International Telecommunications Union (ITU), and the Pacific Area Standards Congress (PASC), and is actively participating in the international standardization activities,  through for example, hosting the 10th FAO/WHO Coordinating  Committee for Asia.

	Japan hosted IEC General Meetings in 1999.

Japan hosted ILAC and IAF meetings in 2001.
Japan hosted the APMP general assembly in November 2001.

Japan hosted the CIML meeting of OIML in 2003.
Japan hosted the PASC XXVIII (PASC general meeting) in June 2005.

Japan has been continuing to participate actively in activities of these fora.

	Other Activities


	-
	As a part of the "The Three-year Program for Promoting Regulatory Reform ", relevant Ministries and Agencies have completed reviews by the end of March 2001(FY2000), and some technical regulations has already been introduced SDoC scheme, third-party certification system.

Japan established a network between regulators and related parties in the Japanese Industrial Standards Committee (JISC) in 2001 and has been making exchange of information and views on technical regulations, standards and conformity assessment procedures including their international movement among them.
The Three-year Program for Promoting Regulatory Reform, which was decided by the Cabinet in March 2004,requires each regulatory autority to undertake the  following points.

1.Review of the scope of technical regulations, standards and certification under the jurisdiction of the government.

2. Even when continued government intervention is justified as necessary in the review, the following measures shall be encouraged.

a)Transition to self-declaration and third-party certification system.

b)Adoption of perfornance-based technical regulations

c)Promotion of international harmonization of technical regulations and standards, acceptance of overseas data and international mutual recognition

d)Elimination of duplicate inspection 




Appendix   – APEC Leaders Transparency Standards on Standards and Conformance
Introduction

On 27 October 2002, in Los Cabos, Mexico, APEC Leaders adopted the Statement to Implement APEC Transparency Standards (“Leaders’ Statement”), and directed that these standards be implemented as soon as possible, and in no case later than January 2005.  

In paragraph 8 of the Leaders’ Statement, APEC Leaders instructed that “APEC sub-fora that have not developed specific transparency provisions should do so,” and further instructed that such new transparency provisions should be presented to Leaders upon completion for incorporation into the Leaders’ Statement.  Accordingly, the Subcommittee on Standards and Conformance (SCSC) developed the following set of transparency standards for incorporation into the Leaders’ Statement.  

These principles flow from the General Principles on Transparency agreed to by APEC Leaders at Los Cabos and the obligations of the WTO Agreements on Technical Barriers to Trade and on the Application of Sanitary and Phytosanitary Measures.

Transparency Standards on Standards and Conformance:

1.  In accordance with paragraph 1 of the Leaders’ Statement, and the WTO Agreements on Technical Barriers to Trade (TBT) and on the Application of Sanitary and Phytosanitary (SPS) Measures, each Economy will:  (a)  promptly publish or otherwise make available to all interested parties, through readily accessible, widely available media, for example via the Internet, information on its laws, regulations, policies, administrative rulings, certification, qualification and registration requirements, technical regulations, standards, guidelines, procedures and practices relating to standards and conformance; and, (b) have or designate an official journal or journals and publish in them information on technical regulations, sanitary and phytosanitary measures and related conformity assessment procedures on a regular basis and make copies of them readily available to the public.

2.  As far as practicable, each Economy will maintain one centrally located website for the information referred to above.

3.  In accordance with paragraph 2 of the Leaders’ Statement and the WTO TBT and SPS Agreements, each Economy will publish in advance any standards or conformance requirement that it proposes to adopt and provide interested persons a reasonable opportunity to comment on such proposed measures and take those comments into account before a final measure is adopted.  Each Economy that is a WTO member will notify proposals to the WTO as required by the TBT and SPS Agreements.

4.  In accordance with paragraph 3 of the Leaders’ Statement, upon request from an interested person or another Economy, each Economy will endeavor to promptly provide information and respond to questions pertaining to any actual or proposed standards and conformance measure.

5.  Recognizing that standards and conformance measures can have an adverse impact on trade and development, each Economy will ensure that such measures are developed and administered in a transparent manner, and in compliance with WTO TBT/SPS obligations, as well as the APEC Guidelines for the Preparation, Adoption and Review of Technical Regulations, and the APEC SCSC Principles and Features of Good Practice for Technical Regulations so as to prevent the creation of unnecessary or arbitrary barriers to trade.

6.  Each Economy will promote awareness of and compliance with the transparency provisions of the WTO TBT and SPS Agreements.

7.  Each Economy that is a WTO Member will cooperate in the Triennial Reviews of the TBT Agreement to promote awareness of and compliance with the transparency provisions of the TBT Agreement, the APEC Guidelines for the Preparation, Adoption and Review of Technical Regulations, and the APEC SCSC Principles and Features of Good Practice for Technical Regulations.
� “Standards” include mandatory as well as voluntary standards. The term “standards” is used in this document to refer generally to matters covered in the TBT and SPS Agreements


� It is recognised that not all member economies have the pre-requisite technical infrastructure to enable them to fully participate in mutual recognition arrangements.  Cooperation among APEC economies to strengthen member economies’ technical infrastructure is therefore necessary (see Guideline (e)).


� The term "mutual recognition arrangements" does not necessarily mean an instrument or instruments which creates or create legally-binding international obligations.


� Asia Pacific Laboratory Accreditation Cooperation (APLAC)


 Asia Pacific Legal Metrology Forum (APLMF)


 Asia Pacific Metrology Program (APMP)


 Pacific Accreditation Cooperation (PAC)


 Pacific Area Standards Congress (PASC)














� Asia Pacific Laboratory Accreditation Cooperation (APLAC), Asia Pacific Legal Metrology Forum (APLMF), Asia Pacific Metrology Program (APMP), Pacific Accreditation Cooperation (PAC), Pacific Area Standards Congress (PASC)


( Economies should report against the actual language in the APEC Leaders’ Transparency Standards on Standards and Conformance, which can be found in the �HYPERLINK  \l "Appendix"��Appendix� at the end of this document.  


( Economies should report against the actual language in the APEC Leaders’ Transparency Standards on Standards and Conformance, which can be found in the �HYPERLINK  \l "Appendix"��Appendix� at the end of this document.  Economies should continue to use 1996 as the base year for previously raised IAP transparency issues, but may use 2003 as the base year for reporting on new transparency commitments per the APEC Leaders’ Transparency Standards.
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