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Home

AUSTRALIA'S ACTION PLANTO
ADDRESS UNJUSTIFIED TRADE
RESTRICTIONS ON OUR
EXPORTS

ADDRESSING TRADE BARRIERS

Non-tariff barriers can be any kind of 'red tape' or trade rules that unjustifiably restrict the flow of goods and services and are inconsistent
with trade rules.

The Government is taking action to remove these kinds of trade barriers for Australian businesses in overseas markets. We are rolling out
an action plan to make it easier for businesses to access the help they need, improve collaboration between government and industry, and
increase transparency of processes and information.

PARTICIPATE REPORT A BARRIER CHECK FTA PORTAL

Learn more about Australia’s action plan To lodge a barrier that is holding you back To check how you can benefit from our
and share your experiences. report it here. growing number of FTAs, visit our portal.

NON-TARIFF TRADE BARRIERS
ACTION PLAN

Right now, we are testing new ways of working to address non-tariff barriers. We invite you to be part of the process. Download the Action
Plan here.

4 3
Vision: A government and business partnership to remove
unjustifiable trade restrictions

s '
\8/

ACCESS COLLABORATION TRANSPARENCY

Build the capability of frontline Coordinate and track barriers Set clear expectations for
expertise in industry and government through dedicated systems and information sharing
resources
Make it easier to report trade Be upfront about processes
barriers Support industry to analyse and constraints and limitations
prioritise barriers and develop
solutions

Report back regularly on progress
and outcomes

Agree collective action through a
joint advisory group
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Start your search

; Select a Country
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Select a Country

Type the product name or HS6 code
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Committee on Technical Barriers to Trade

20-21 JUNE 2019 TBT COMMITTEE MEETING

ANNOTATED DRAFT AGENDA!

The Committee on Technical Barriers to Trade (hereafter "the Committee") will hold its next
regular meeting on 20-21 June, starting at 10:00. The regular meeting will be preceded by a
dedicated informal meeting on Guidelines on Conformity Assessment Procedures starting at 10:00
on 18 June, and the Thematic Session on Transparency starting at 15:00 on 18 June and
continuing on 19 June. The latest programme for the thematic session is contained in document
G/TBT/GEN/264. Relevant documents for the meeting are available at "Documents for meetings"
on the WTO website. The minutes of the last meeting of the Committee are contained in
G/TBT/M/77.

The following are the proposed items for the TBT Committee agenda:

1 ADOPTION OF THE AGENDA

The agenda is contained in WTO/AIR/TBT/14 issued on 20 May 2019. Delegations are invited to
indicate any items they may wish to raise under "Other Business" (Item 6).

2 ELECTION OF THE CHAIRPERSON
3 IMPLEMENTATION AND ADMINISTRATION OF THE AGREEMENT

(A) Statements from Members under Article 15.2

Since 1995, 142 Members have submitted at least one Statement on Implementation
under Article 15.2. Information about Members' enquiry points is available on the TBT
Information Management System (TBT IMS).

(B) Specific Trade Concerns
- New and Previously raised concerns (Listed in Annex)

The Annex to this document contains a list of specific trade concerns which
Members have communicated their intention to raise at the current meeting.

- Reported Progress

Members are invited to update the Committee on any resolutions or positive
developments related to specific trade concerns raised at previous meetings.

(C) Exchange of Experiences
- (i) Guidelines on Conformity Assessment Procedures

The Chairperson will provide an update on the informal meeting on Guidelines
on Conformity Assessment Procedures (G/TBT/41, para. 4.17(b)), held on 18
June.

! This document has been prepared under the Secretariat's own responsibility and is without prejudice
to the positions of Members or to their rights and obligations under the WTO.
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- (ii) Transparency

The Chairperson will provide a report on the Thematic Session on Transparency,
held on 18-19 June.

(D) Follow-up on Committee Decisions and Recommendations

Delegations wishing to raise any matter relevant to the follow up on the Eighth
Triennial Review (G/TBT/41), or any other previous Committee decisions and
recommendations (G/TBT/1/Rev.13), are invited to do so under this sub-item.

(E) Other Matters
Delegations wishing to raise any other matter relevant to the implementation and
administration of the Agreement are invited to do so under this sub-item.
4 TECHNICAL COOPERATION ACTIVITIES
Under this agenda item, Members are invited to provide any general information on their technical
assistance activities.
5 UPDATING BY OBSERVERS

Under this agenda item, Observers are invited to update the Committee on relevant work,
including on technical cooperation. A list of organizations whose requests for observer status are
pending is contained in G/TBT/GEN/2/Rev.14, circulated on 19 February 2018. A room document
containing the requests is contained in RD/TBT/1/Rev.6, circulated on 3 November 2017.

6 OTHER BUSINESS

Any issues raised by Members under Item 1 will be addressed here.
7 DATE OF NEXT MEETING

The next regular meeting of the Committee is scheduled for 13-14 November 2019. It will be
preceded by an informal meeting on 12 November.



https://docs.wto.org/dol2fe/Pages/FE_Search/FE_S_S006.aspx?DataSource=Cat&query=@Symbol=G/TBT/41*&Language=English&Context=ScriptedSearches&languageUIChanged=true
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https://docs.wto.org/dol2fe/Pages/FE_Search/FE_S_S006.aspx?DataSource=Cat&query=@Symbol=G/TBT/GEN/2/Rev.14*&Language=English&Context=ScriptedSearches&languageUIChanged=true
https://docs.wto.org/dol2fe/Pages/FE_Search/FE_S_S006.aspx?DataSource=Cat&query=@Symbol=RD/TBT/1/Rev.6*&Language=English&Context=ScriptedSearches&languageUIChanged=true

ANNEX

New Specific Trade Concerns

Specific Trade Concern Notification symbol Brief description of Proposed/Final Member(s) raising
measure Measure
1 | China - Regulation on Cosmetic Inspection | G/TBT/N/CHN/1311 Proposed Japan
in Registration and Filing
Korea
2 | European Union - Explanatory Proposed China
memorandum of unmanned aircraft
systems and third-country operators of
unmanned aircraft
3 | India - Notification of 2018 draft cosmetic Proposed United States
rules, amending provisions of the India
Drug and Cosmetics Act of 1940
4 | India - Toys (Quality Control) Order, 2019 Proposed United States
5 | Republic of Korea - Package Recycle Proposed United States
Classification Regulation
6 | Kingdom of Saudi Arabia - Added Sugar | G/TBT/N/SAU/1108 Proposed United States
Upper Limit in Some Food Products
7 | Uruguay - Analysis of Imported Products - | G/TBT/N/URY/27/Rev.1 Proposed United States
Resolution of the Board of the National Chile
Grape-Growing and Wine Production
Institute (INAVI) of 14 February 2019.
Resolution of the Board of INAVI
postponing implementation until 1 May
2019) - exogenous water in wine

61€/1491/90C
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Specific Trade Concern

European Union - Product Environmental
Footprint Category Rules (PEFCR)

European Union - Concerns on regulations
with regard to eco-design requirements for
various products in EU.

European Union - Regulation of the
European Parliament and of the Council on
the definition, description, presentation,
labelling of spirit drinks, the use of the
names of spirit drinks in the presentation
and labelling of other foodstuffs, the
protection of geographical indications of
spirit drinks, the use of ethyl alcohol and
distillates of agricultural origin in alcoholic
beverages, which repeals Regulation (EC)
No. 110/2008

Notification symbol

G/TBT/N/EU/432/Rev.1

Brief description of
measure

The European Commission
is developing a Product
Environmental Footprint
(PEF) Category Rule (CR)
for intermediate paper
products

The concerns will be on the
regulations with regard to
eco-design requirements for
several products in the EU,
which include data storage
products, household
washing machines and
household washer-dryers,
household dishwashers,
light sources and separate
control gears, and energy
labelling of light sources.
Some are proposed drafts
and some have been
implemented.

This regulation entered into
force in April 2019.

Proposed/Final

Measure

Proposed

Proposed
Final

Final

and

Member(s) raising

Indonesia

China

Guyana

61€/1491/90C
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Specific Trade Concern Notification symbol Brief description of Proposed/Final Member(s) raising

measure Measure

11| European Union - Medical Device | G/TBT/N/EU/71/Add.1 Final United States
Regulation (MDR) and In Vitro Diagnostic | G/TBT/N/EU/72/Add.1
Medical Devices Regulation (IVDR)

12| India - Moisture content for Cassia Vera | G/SPS/N/IND/69 Since early 2019 Indonesia | Final Indonesia
(Cinnamomum Burmani) is no longer able to export
Cassia Vera to India, even
though it is in compliance
with the maximum moisture
content of Cassia as set in
the regulation.

Previously raised Specific Trade Concerns

Specific Trade Concern Notification symbol Brief description of Proposed/Final Member(s)
measure Measure -
raising
13| Indonesia - Technical Guidelines for the | G/TBT/N/IDN/64 Proposed United States
Implementation of the Adoption and | G/TBT/N/IDN/64/Add.1 European Union

Supervision of Indonesian National | G/TBT/N/IDN/64/Add.2
Standards for Obligatory Toy Safety | G/TBT/N/IDN/64/Add.3
(ID 328)

14| European Union - Draft Implementing | G/TBT/N/EEC/264 Proposed United States
Regulations amending Regulation (EC) No. | G/TBT/N/EEC/264/Add.1
607/2009 laying down detailed rules for the
application of Council Regulation (EC) No
479/2008 as regards protected designations
of origin and geographical indications,
traditional terms, labelling and presentation
of certain wine sector products (ID 345)

61€/1491/90C
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15

16

17

18

19

Specific Trade Concern

European Union - Quality Schemes for
Agricultural Products and Foodstuffs (ID
512)

European Union - Chlorothalonil (pesticide
active substance) (ID 579)

European Union - Transitional periods for
MRLs and international  consultations
(ID 580)

China - Cosmetics Supervision and
Administration Regulation (Draft) (ID 576)

Uruguay - Labelling of Packaged Food
(ID 578)

Notification symbol

G/TBT/N/EU/139

G/TBT/N/EU/139/Add.1

G/TBT/N/EU/593

G/TBT/N/EU/625

G/TBT/N/CHN/1310

G/TBT/N/CHN/1311

G/TBT/N/URY/25

G/TBT/N/URY/26

Brief description of
measure

Quality Schemes for
Agricultural Products
and Foodstuffs.
Geographical
Indications for
Cheese: Havarti and
Danbo (Denmark
applications)

Non-renewal of
approval of active
substance
chlorothalonil

Cosmetic Supervision
and Administration
Regulations (CSAR)/
Measures for the
Registration and Filing
of Cosmetics

Proposed/Final
Measure

Proposed

Proposed

Proposed

Proposed

Proposed

Member(s)

raising

United States

United States
Colombia

United States

Japan
United States
Korea

United States

61€/1491/90C
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21

22

23

24

25

26

Specific Trade Concern

European Union - Draft Commission
Regulation laying down eco-design
requirements for  electronic displays

pursuant to Directive 2009/125/EC of the
European Parliament and of the Council,
amending Commission Regulation (EC) No
1275/2008 and repealing Commission
Regulation (EC) 642/2009 (and its
accompanying annexes)" (ID 575)

Republic of Korea - Warning statement and
graphic health warnings on alcoholic
beverages (ID 577) (ID 577)

China - Regulations for the Supervision and
Administration of Medical Devices (Order
No. 650 of the State Council) (ID 428)

China - Insurance Regulatory Commission
(CIRC) Information and Communication
Technology Regulation (ID 489)

Ireland - Public Health (Alcohol) Bill 2015
(ID 516)

China - Draft revised Encryption Law of the
People’s Republic of China by the Office of
State Commercial Cryptography
Administration (OSCCA) (ID 534)

European Union — Regulation (EC) No
1272/2008 (CLP Regulation) (ID 539)

Notification symbol

G/TBT/N/EU/609

G/TBT/N/EU/610

G/TBT/N/KOR/817

G/TBT/N/CHN/1313

G/TBT/N/CHN/1172

G/TBT/N/IRL/2

G/TBT/N/EU/629

Brief description of
measure

EU proposed eco-
design regulation for
Electronic Displays

Titanium dioxide and
Cobalt: Regulation
(EC) No. 1272/2008
(CLP Regulation),
Annex VI, Part 2

Proposed/Final
Measure

Proposed

Proposed

Proposed

Proposed

Proposed

Proposed

Proposed

Member(s)

raising

United States
China

United States

Korea

European Union

United States

Japan

European Union

Russia
United States

61€/1491/90C
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28

29

30

31

32

33

Specific Trade Concern

Brazil - Draft Technical Resolution n° 51, 7
April 2017 on labelling of beverages, wine,
and grape derivatives (ID 557)

Israel - Addendum to the Pharmacist
Regulations (Cosmetics 5778-2018)
(ID 552)

European Union - Regulation of the
European Parliament and of the Council
laying down rules and procedures for
compliance with and enforcement of Union
harmonization legislation on products and
amending relevant regulations (ID 565)

Dominican Republic - Regulation on
Cosmetic and Hygiene Products (ID 569)

Chile - Regulations on the classification,
labelling and notification of chemical
substances and mixtures (ID 570)

China - Requirements for information
security products, including, inter alia, the
Office of State Commercial Cryptography
Administration (OSCCA) 1999 Regulation on
commercial encryption products and its on-
going revision and the Multi-Level Protection
Scheme (MLPS) (ID 294)

Indonesia - Halal Product Assurance Law
No. 33 of 2014 (ID 502)

Notification symbol

G/TBT/N/ISR/709/Add.2

Brief description of
measure

Proposed/Final
Measure

Proposed

Proposed

Proposed

Proposed

Proposed

Proposed/Final?

Proposed/Final®

Member(s)

raising

European Union

Korea

China

Mexico

Mexico

Japan

European Union

United States
European Union

! The EU has indicated that this measure is proposed. Japan has indicated that this measure is final.
2 The US has indicated that this measure is proposed. The EU has indicated that this measure is final.

61€/1491/90C
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35

36

37

38

Specific Trade Concern

China - Cybersecurity Administration of
China- Draft implementing measures for the
Cybersecurity Review of Network Products
and Services (CAC) (ID 533)

European Union - Amendments to the
Directive 2009/28/EC, Renewable Energy
Directive (ID 553).

Kingdom of Saudi Arabia - Technical
Regulation for plastic products OXO -
biodegradable (ID 583)

India - New Telecommunications related
Rules (Department of Telecommunications,
No. 842-725/2005-VAS/Vol.IlI (3 December
2009); No. 10-15/2009-AS-III/193 (18
March 2010); and Nos. 10-15/2009-
AS.III/Vol.II/(Pt.)/(25-29) (28 July 2010);
Department of Telecommunications, No. 10-
15/2009-AS.111/Vol.1I/(Pt.)/(30) (28 July
2010) and accompanying template,
"Security and Business Continuity
Agreement") (ID 274)

Russian Federation - Draft Technical
Regulation on Alcohol Drinks Safety
(published on 24 October 2011) (ID 332)

Notification symbol

G/TBT/N/SAU/947

G/TBT/N/RUS/2

Brief description of
measure

Proposed/Final
Measure

Proposed/Final®

Proposed/Final*

Final

Final

Final

Member(s)

raising

Japan
European Union

Malaysia
Colombia
Indonesia

United States
European Union

United States
European Union

European Union

3 The EU has indicated that this measure is proposed. Japan has indicated that this measure is final.
4 Colombia has indicated that this measure is proposed. Malaysia and Indonesia have indicated that this measure is final.
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40

a1

42

43

44

45

46

Specific Trade Concern

India - Electronics and Information
Technology Goods (Requirements for
Compulsory Registration) Order, 2012
(ID 367)

European Union - Hazard-based approach to
plant protection products and setting of
import tolerances (ID 393)

India - The Stainless Steel Products (Quality
Control) Order, 2015 (ID 486)

China - Registration Fees for Drugs and
Medical Device Products (ID 466)

China - Interim Measures for Quality
Management of Commercial Coal (ID 477)

India - Draft Food Safety and Standards
(Alcoholic Beverages Standards)
Regulations, 2015 (ID 494)

China - Formula Registration Regulation for
Infant and Follow-up Formula (ID 493)
Russian Federation - Rules of cement
certification (ID 497)

Notification symbol

G/TBT/N/IND/44
G/TBT/N/IND/44/Add.1

G/TBT/N/IND/44/Add.2

G/TBT/N/IND/44/Add.3

G/TBT/N/IND/44/Add.6

G/TBT/N/IND/47
G/TBT/N/IND/58

G/TBT/N/EU/383
G/TBT/N/EU/384
G/SPS/N/EU/166

G/TBT/N/IND/50

G/TBT/N/IND/51

G/TBT/N/RUS/48
G/TBT/N/RUS/49

Brief description of
measure

Revised Proposal for
the Categorization of
Compounds as
Endocrine Disruptors
of 19 February 2013
by DG Environment

Proposed/Final
Measure

Final

Final

Final

Final

Final

Final

Final

Final

Member(s)

raising

United States

United States
Canada

European Union

Korea

Australia

European Union

United States

European Union

_0'[_
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50

51

52

53

54

Specific Trade Concern

Egypt - Manufacturer Registration System
(Decree No. 43/2016 and Decree No.
992/2015) (ID 505)

The Separate Customs Territory of Taiwan,
Penghu, Kinmen and Matsu - Draft of the
Organic Agriculture Act (ID 511)

China - National Standards on Limits of
Volatile Organic Compounds for Furniture
(ID 509)

China - Cybersecurity Law (ID 526)

European Union - Organic production and
labelling - Maté (erva-mate) (ID 524)

China - Draft revised Encryption Law of the
People's Republic of China by the Office of
State Commercial Cryptography
Administration (OSCCA) (ID 534)

European Union - Regulation (EC) No
1107/2009 - non-renewal of approval of the
active substance picoxystrobin (ID 535)

China - Certification
processed foods (ID 547)

requirements for

Notification symbol

G/TBT/N/EGY/114
G/TBT/N/EGY/115

G/TBT/N/TPKM/225

G/TBT/N/TPKM/225/Add.1

G/TBT/N/TPKM/225/Add.2

G/TBT/N/CHN/1094
G/TBT/N/CHN/1095
G/TBT/N/CHN/1096

G/TBT/N/EU/437

Brief description of
measure

Registration of

importers: Decree No.

43/2016 and

Ministerial Decree No.

991/2015

Regulations EC
834/2007 and EU
2018/848

Proposed/Final
Measure

Final

Final

Final

Final

Final

Final

Final

Final

Member(s)

raising

European Union

European Union

European Union

Japan
European Union
United States
Korea

Brazil

United States

Brazil

United States
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58

59

60

Specific Trade Concern

Viet Nam - Decree 116/2017/ND-CP on
business requirements for manufacturing,
assembly and imports of automobiles,
automobiles warranty and maintenance
services (ID 549)

Viet Nam - Cybersecurity Measures (ID 544)

China - Catalogue of Solid Wastes Forbidden
to Import into China (ID 545)

India - Amended regulation on toy imports
(ID 546)

European Union - Application of Regulation
No. 1169/2011 and Regulation (EC) No.
1924/2006 as regards the labelling of food
products, in not prohibiting or examining
the use of "palm oil free" labels (ID 555)

Thailand - Certificate of Analysis for the
import of alcoholic beverages (ID 556)

Notification symbol

G/TBT/N/VNM/116

G/TBT/N/THA/524

Brief description of
measure

Decree on the
regulation on
conditions for
automobiles
manufacturing,
assembling importing
and automotive
warranty &
maintenance services

New certification
requirements under
the Thai Ministry of
Finance's Ministerial
Notification on
Importation of Spirits
into the Kingdom of
Thailand (B.E 2560)

Proposed/Final
Measure

Final

Final

Final

Final

Final

Final

Member(s)

raising

United States
European Union
Thailand

Japan
United States

United States
Australia

New Zealand
China

Colombia
Indonesia

European Union
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65

Specific Trade Concern

India - Testing and Certification of telegraph
(The Indian telegraph (Amendment) Rules,
2017) (ID 558)

United States - TSA Certification on security
screening equipment) (ID 559)

Russian Federation - Federal law No 487-FZ,
providing a framework for comprehensive
use of special labelling and traceability of
goods and Decision No. 792-r specifying the
goods to which labelling will apply and the
dates of introduction of the mandatory
labelling (ID 567)

Brazil - Technical Regulation 14, 8 February
2018, to set the additional official identity,
quality standards for wine and derivatives of
grape and wine products as well as the
requirements to be acquainted and
Technical Regulation No. 48, 31 August
2018 published in the Official Gazette on 10
September 2018 (ID 568)

Egypt - Halal requirements for Poultry Parts
and Offal (ID 571)

Notification symbol

G/TBT/N/IND/66

Brief description of

Proposed/Final
Measure

Final

Final

Final

Final

Final

Member(s)

raising
United States
Korea

China

European Union

European Union
New Zealand

United States
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PRACTICAL GUIDELINES TO SUPPORT REGULATORS IN THE CHOICE AND DESIGN OF
APPROPRIATE AND PROPORTIONATE CONFORMITY ASSESSMENT PROCEDURES

Submission from the European Union

The following communication, dated 14 June 2019, is being circulated at the request of the
delegation of the European Union.

1.1. The European Union welcomes the recommendation of the Eighth Triennial Review adopted
on 15 November 2018! under Article 15.4 of the Agreement on Technical Barriers to Trade (TBT
Agreement), whereby the TBT Committee agreed to initiate work on developing non-prescriptive
practical guidelines to support regulators in the choice and design of appropriate and proportionate
conformity assessment procedures (the "Guidelines").

1.2. Annex 1 to the TBT Agreement defines conformity assessment procedures as any procedure
used, directly or indirectly, to determine that relevant requirements in technical regulations or
standards are fulfilled. They include, inter alia, procedures for sampling, testing and inspection;
evaluation, verification and assurance of conformity; registration, accreditation and approval as
well as their combinations.

1.3. In accordance with the Eighth Triennial Review, the Guidelines should include, but not be
limited to, the following areas:

i. Criteria related to risk assessment and other relevant factors, including for
identification of lower and higher risk products;

ii. The range of approaches to conformity assessment available to regulators within
different regulatory frameworks;

iii. Elements of conformity assessment that regulators can use in designing appropriate
procedures;

iv. Legal and administrative frameworks that enable regulators to confidently rely on a
particular conformity assessment regime.

1.4. This submission intends to identify and develop some initial key guidance principles and best
practices for regulators to set up appropriate and proportionate conformity assessment procedures
of products in their domestic systems. These guidance principles and best practices should also
serve as trade-facilitating tools, enhance trust between different regulatory systems and contribute
to facilitating the acceptance of results of conformity assessment. For that purpose, this
submission refers to some of the approaches contained in the TBT Committee's "indicative list of
approaches to facilitate acceptance of the results of conformity assessment"?.

1.5. The European Union proposes to consider in the future work of the TBT Committee on the
Guidelines the elements on conformity assessment presented in Section 1 of this submission.

! G/TBT/41.
2 G/TBT/1/Rev.13.
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These elements proved useful in the creation and efficient functioning of the EU internal market for
goods.

1.6. Section 2 of this submission further develops some of these elements and provides
information on specific regulatory features of the EU system on conformity assessment, including
an overview of the EU conformity assessment procedures and the main EU approaches to accept
results of conformity assessment?>.

1.7. This submission also takes stock of the main outcomes of prior discussions on conformity
assessment held in the TBT Committee in the past, including the latest thematic session on risk
assessment and market surveillance held in March 2019.

1 PROPOSED OBIJECTIVES AND PRINCIPLES AND UNDERLYING CRITERIA OF THE
GUIDELINES

1.1 GENERAL REMARKS

1.8. The European Union considers that the Guidelines' objectives should be to list a baseline of
common guidance principles and best practices to be considered by regulators when setting
up domestic mandatory conformity assessment procedures of products. This would contribute to
reducing technical barriers to trade and to preventing the emergence of new ones.

1.9. The Guidelines should be without prejudice to specific regulatory requirements on conformity
assessment that Members may require in their domestic systems for the fulfilment of legitimate
public interest objectives, and which are not in contradiction with the proposed guidance principles
and best practices.

In this regard, the European Union proposes the following general underlying principles to be
considered in the Guidelines:

e Members should be strongly encouraged to make best use of relevant international
standards when adopting regulatory approaches on conformity assessment.

The Guidelines should refer to, and take stock of the existing international guides,
recommendations and standards related to conformity assessment developed by ISO/IEC,
in particular the ISO Committee on Conformity Assessment ("CASCO") toolbox, given their
wide support and use.

This is important as the use of relevant international standards, guides and

3 The relevant EU regulatory framework on conformity assessment includes:

(i) Regulation (EC) 765/2008 of 9 July 2008 setting out the requirements for accreditation and market
surveillance relating to the marketing of products (OJ L 218/30, of 13.8.2008). Regulation (EC) 765/2008
sets down the general principles and rules governing the EU regulatory systems on accreditation and
marker surveillance.

(ii) Decision 768/2008/EC of 9 July 2008 on a common framework for the marketing of products
(0J L218/82, of 13.8.2008). Decision 768/2008 provides for a general horizontal framework for EU
sectoral harmonisation legislation. It lays down common principles and reference provisions on
conformity assessment intended to apply across all EU sectoral harmonisation legislation. It also provides
for a horizontal menu of conformity assessment procedures (modules) to be used in EU sectoral
harmonisation legislation.

(iii) Commission Notice "The "Blue Guide" on the implementation of EU product rules 2016" (OJ C 272/1, of

26.7.2016). The Blue Guide is a guidance document intended to better understand the EU product rules
and ensure their uniform and coherent application across different sectors and throughout the EU single
market.
On the basis of these horizontal rules and provisions, EU sectoral harmonisation legislation provides for
specific rules on conformity assessment applicable to the particular sectors subject to their scope of
application. These provisions and rules can be further developed and interpreted by the case-law of the
EU Courts of Justice. They are also complemented by the following general rules on product safety and
liability:

(iv) Directive 2001/95/EC of 3 December 2001 on general product safety (OJ L 11/4, of 15.1.2002).

(v) Directive 85/374/EEC of 25 July 1985 on the approximation of the laws, regulations and administrative
provisions of the Member States concerning liability for defective products (0OJ L 210/29/29, of 7.8.1985).
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recommendations gives a common understanding of how conformity assessment should be
performed with respect to the functioning of the different activities carried out (e.g.
testing, calibration, inspection or certification) and of the possible range of conformity
assessment procedures. The use of relevant international standards is also an essential
prerequisite for developing mechanisms to facilitate the acceptance of conformity
assessment results generated by conformity assessment bodies in different jurisdictions.
This facilitates global trade and reduces burdens and costs for industries.

e Members should also ensure the transparency, coherence, predictability and legal
certainty in the definition and implementation of conformity assessment procedures.
Internal coordination structures and appropriate consultation mechanisms should be
envisaged and effectively implemented among all relevant actors intervening in domestic
decision-making processes for the set-up of conformity assessment procedures.

1.2 CRITERIA RELATED TO RISK ASSESSMENT AND OTHER RELEVANT FACTORS,
INCLUDING FOR IDENTIFICATION OF LOWER AND HIGHER RISK PRODUCTS

1.10. Article 5.1.2 of the TBT Agreement provides that conformity assessment procedures shall
not be stricter or applied more strictly than is necessary to give the importing Member adequate
confidence that products conform to the applicable technical regulations or standards, taking
account of the risks non-conformity would create.

1.11. By referring in particular to the need to take into account the risks that non-conformity
would create (that is, the risk of placing on the market a product non-compliant with essential
requirements), the TBT Agreement incorporates the notion that risk assessment is a crucial
element for Members in choosing and designing appropriate and proportionate conformity
assessment procedures. This requires that conformity assessment procedures do not create
unnecessary obstacles to trade whilst ensuring that risks are effectively addressed.

1.12. The European Union considers that the Guidelines should further develop these
considerations with the aim of facilitating the selection of conformity assessment procedures
correlated and proportionate to the nature and degree of the risks involved by the products at
stake and the level of safety or protection of other relevant public interest required as based on a
risk assessment”.

In this context, the European Union proposes that the Guidelines include the following elements:

e The risk assessment should include the identification, analysis and evaluation of the
particular risk for the public interests at stake and should be undertaken in accordance
with criteria inspired or based on existing relevant international guides, recommendations
and standards (e.g. ISO 31000 series on risk management and risk assessment).

e For this purpose, regulators should ensure, whenever possible, that the choice of
conformity assessment procedures is based on as thorough a scientific risk assessment as
possible, account being taken of the particular circumstances of the case at issue. This risk
assessment should enable regulators to ascertain, based on the best technical or scientific
evidence, when available, whether the risk and/or its magnitude is acceptable or not. In
doing so, regulators may rely on opinions of relevant scientific bodies, specialised agencies
or other independent scientific expertise.

e The choice of conformity assessment procedures should consider other factors that might
also influence the regulators' decision-making process, such as the economic infrastructure
of the sector (e.g. type and size of companies), the complexity of product technology, the
lifetime of a product, or the type and importance of production.

e Taking into account these overall factors aiming at providing a high level of confidence as

4 For further information on risk assessment in the European Union, reference is made to the EU
presentation given at the thematic session of 13 June 2017, G/TBT/GEN/226; RD/TBT/222.
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regards the conformity of products, while avoiding the imposition of heavier procedures
than necessary and minimising the burden on manufacturers to the extent possible,
regulators should select the least onerous and proportionate procedure.

e In particular, the European Union considers that the Guidelines should include the
following criteria for the selection of conformity assessment procedures:

(a) the nature of the risks entailed by the product and the extent to which conformity
assessment corresponds to the type and degree of risk;

(b) whether the procedure concerned is appropriate to the type of product, including its
complexity, nature, way of production (e.g. mass production based on a "specimen”,
small series production) and its intended use;

(c) the need to avoid imposing procedures which would be too burdensome for the
manufacturers in relation to the risks covered by the technical regulations concerned,

(d) the size and the structure of the manufacturers in the sectors concerned; and
(e) the specificities of these sectors.

e The carrying out of a risk assessment should also be embedded in domestic regulatory
frameworks as a good regulatory practice to be considered by regulators, not only on
the possible need for regulation, but also on the choice of adequate and proportionate
conformity assessment procedures.

1.3 RANGE OF APPROACHES TO CONFORMITY ASSESSMENT AND ELEMENTS OF
CONFORMITY ASSESSMENT THAT REGULATORS CAN USE IN DESIGNING APPROPRIATE
PROCEDURES

1.13. The successful accomplishment of conformity assessment procedures enables
manufacturers to demonstrate and the competent authorities to ensure that products made
available on the market conform to the essential requirements set by the legislation to protect the
relevant public objectives.

1.14. In this regard, the European Union proposes that the Guidelines should provide elements on
practical aspects of the implementation of the main regulatory approaches to conformity
assessment available to regulators (i.e. first-party and third-party conformity assessments). These
approaches should be based on clear, transparent, non-discriminatory and coherent criteria.

1.3.1 First-party conformity assessment (Supplier's Declaration of Conformity, "SDoC")

1.15. First-party conformity assessment (SDoC), whereby the manufacturer declares conformity
on his/her sole responsibility as assurance of conformity to technical regulations, can facilitate
market access for both domestic manufacturers and suppliers located in other countries without
prejudice to the fulfilment of legitimate policy objectives. As indicated by the European Union in its
submission of 9 March 2018, SDoC schemes are generally regarded as bringing advantages to
businesses, increasing the offer of products available to consumers, and facilitating trade. From
the manufacturers' perspective, the main advantages are considered to be: lowering costs of
demonstrating compliance, giving more control over time and access to market, often shortening
time-to-market, and giving the choice of testing bodies between third-party conformity
assessment bodies and in-house testing bodies.

> G/TBT/W/462.
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In this regard, the European Union proposes the following elements for the Guidelines:

e The Guidelines should consider the use of SDoC as the preferred option by regulators for
the conformity assessment of product categories presenting risks for the public interest
that are generally considered to be low as based on a risk assessment.

e Regulators may need to take into account other factors besides the nature of risks, such as
in particular the economic infrastructure of the sector and the production system, as well
as ex post market surveillance and product liability regimes that complement the
assumption of responsibility by manufacturers.

The European Union considers that in order to facilitate the use of SDoC by manufacturers and its
acceptance by regulators, the Guidelines should:

e Include the requirement by the manufacturer to establish a technical file containing the
relevant documentation on the conformity of the products and to make this file available to
public authorities, so as to render the monitoring and control of SDoC more effective.

e In case testing to support the SDoC is undertaken by in-house bodies belonging to the
manufacturers' organisation, provide for the conditions of independence as far as
possible and impartiality of the activities of these bodies.

1.3.2 Third-party conformity assessment

1.16. With respect to third-party conformity assessment procedures, the Guidelines should
address a number of general horizontal elements to be considered in the set-up of these
procedures in order to facilitate its compliance by manufacturers and ensure trust and reliability on
the activities of conformity assessment bodies.

In particular, the European Union proposes, as elements for the Guidelines, that regulators should:

o Offer manufacturers a choice of alternative third-party conformity assessment
procedures to demonstrate compliance with technical requirements, where this choice
is possible and ensures the same level of assurance of conformity.

o Where appropriate, provide for the possibility of carrying out the conformity
assessment procedure in two steps (first the examination of conformity of the
prototype/specimen against the relevant legal requirements, and then the
determination of the conformity of the series products against the approved type), for
instance, in cases of mass production based on a prototype/specimen.

o Promote and use accreditation as a preferred method of qualifying conformity
assessment bodies and demonstrating their technical competence in accordance with
relevant international standard (e.g. ISO/IEC 17011).

This requirement would be in line with Article 6.1.1 of the TBT Agreement, which
specifies that accreditation, when operated according to relevant international
standards, guides and recommendations, offers a mechanism which could promote
confidence on the technical competence of conformity assessment bodies.

The particular value of accreditation would also lie in the cases in which it provides an
authoritative statement of the technical competence of bodies whose task is to ensure
conformity with the applicable requirements.

o Do not adopt regulatory measures that limit or reduce the choice among the
conformity assessment bodies designated for a particular product or set of products in
their territories.

o Ensure that conformity assessment bodies are impartial and independent of
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manufacturers, importers and other interested parties, including their clients, in the
performance of their activities, and that there are no conflicts of interest between
accreditation bodies and conformity assessment bodies.

The proposed requirement for independence should cover the whole organisation,
including the board or directors, and also apply to bodies belonging to business
associations or professional federations.

In order to guarantee their impartiality, conformity assessment bodies and their staff
should be free from any commercial, financial and other pressure that might influence
their judgment. The structure of the body should also safeguard its impartiality,
especially if the body has activities other than those of a conformity assessment body.

Where conformity assessment bodies use subcontractors to perform testing or
inspections in relation to conformity assessment, require subcontractors to meet the
same requirements that the sub-contracting conformity assessment body should meet
in order to perform the sub-contracted tests or inspections itself. The conformity
assessment body should retain responsibility and control over the subcontracted
activities, and sufficient oversight of the subcontracted activities should also be
ensured.

Ensure the protection of confidential information and data and avoid unnecessary
burdens for economic operators, so that the technical documentation provided to
conformity assessment bodies is limited to that which is required solely for the purpose
of assessing conformity to the legislation.

Ensure transparency, so that information on the bodies that regulators have
designated to perform conformity assessment is made publicly available, including on
the scope of activities of each body.

Transparency should also be advocated in particular in relation to the fees
methodology applied for conformity assessment performed by specified government
authorities. It should also be ensured that such fees are made publicly available and
are limited to the approximate cost of the services provided.

Ensure the coordination and exchange of best practices among conformity
assessment bodies, where appropriate, to guarantee the consistency of the
assessments carried out by those bodies against the applicable requirements.

The Guidelines should also provide for elements to facilitate the acceptance of third-party
conformity assessment results from other jurisdictions. In particular, it is suggested that
regulators should:

Make best use of and/or take into account international agreements or
arrangements involving cooperation among accreditation bodies to contribute to
reinforcing the acceptance of conformity assessment results. This should be without
prejudice to requirements that regulators may impose on accreditation bodies and
conformity assessment bodies for the acceptance of results of conformity assessment
on the basis of public policy interests in accordance with their domestic rules on
products.

Encourage conformity assessment bodies to join relevant functioning international
agreements or arrangements for harmonisation and/or facilitation of
acceptance of conformity assessment results.
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1.4 MARKET SURVEILLANCE AS LEGAL AND ADMINISTRATIVE FRAMEWORK THAT
COMPLEMENTS THE EFFECTIVE IMPLEMENTATION OF CONFORMITY ASSESSMENT

1.17. The Eighth Triennial Review highlighted the importance of market surveillance when
referring to "legal and administrative frameworks that enable regulators to confidently rely on a
particular conformity assessment regime" as an area of work in which the Guidelines should focus.
This was further emphasized during the thematic session on this topic held in March 2019 in which
market surveillance was singled out as a post-market control that effectively complements
conformity assessment. Taking stock of these discussions, the following considerations are put
forward by the European Union for the Guidelines.

1.4.1 The role of market surveillance

1.18. Market surveillance consists of monitoring products placed on the market to ensure that
they comply with applicable requirements and taking remedial action when products do not comply.
Market surveillance is crucial to the enforcement of product legislation. It contributes not only to
protecting users against unsafe or otherwise non-compliant products, but also to shielding
businesses from unfair competition by those who do not comply with or wilfully circumvent the
rules.

1.4.2 Market surveillance and conformity assessment

1.19. In the overall scheme of product compliance assurance, pre- and post-market controls need
to be considered as two sides of the same coin. Indeed, any type of conformity assessment
procedure requires an adequate level of post-market surveillance. The aim should be to achieve a
balance between pre-market and post-market controls responding to the risk to be managed and
to the particular circumstances of the market.

1.20. The development of adequate quality infrastructure and market surveillance capacity is
essential to enable regulators to choose more flexible conformity assessment procedures that
facilitate trade, and therefore to support the implementation of the TBT Agreement. In particular,
investment in market surveillance can support the choice of conformity assessment procedures
based on first-party conformity assessment (SDoC) for categories of products presenting a lower
risk.

1.4.3 Key pillars of market surveillance to be considered in the Guidelines

1.21. The European Union considers that the Guidelines should include the following principles:

General market surveillance principles

e Considering the impossibility to check all products placed on the market, market
surveillance systems should be evidence-based and risk-focused, in accordance with
the general principles of risk assessment and risk management. Such risk-based
approaches require adequate prioritisation, targeting based on sound data and evidence,
as well as regular evaluation of results.

e Market surveillance activities should be exercised in accordance with the principle of
proportionality, meaning that the frequency of inspections and the resources employed
should be proportionate to the level of risk and that enforcement measures should take
into account the expected level of non-compliance and its likely impact.

e Restrictive measures taken by market surveillance authorities, for instance to recall or
withdraw a product from the market, should follow principles of due process in respect
of the economic operators concerned. In particular, such measures should state the exact
grounds on which they are based. They should be communicated to the affected economic
operators, together with adequate information on the remedies available to them and on
the time limits applicable for such remedies. The economic operator should have the
opportunity to be heard prior to the formal adoption of the measures, unless urgent action
needs to be taken (in which case the operator should be heard as soon as possible and the
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actions taken may be reviewed thereafter).

Market surveillance activities should rest on a clear legal framework building on the
above principles and ensuring good governance. For example, it should be fundamental to
maintain transparency in the designation and role of the authorities responsible for
enforcing regulation in specific geographic areas or product sectors. Adequate
cooperation structures and processes between the different authorities involved
(including customs authorities) should be established, including for the exchange of
information and for ensuring smooth and effective controls that do not create unnecessary
delays.

Regulators should ensure the independence of market surveillance functions from
conformity assessment functions with a view to avoiding conflicts of interest; and ensure
that there are no conflicts of interest between market surveillance authorities and the
economic operators subject to control or supervision, in particular the manufacturer, the
importer and the distributor.

Market surveillance capacities and approaches

Market surveillance authorities should be entrusted with the powers, resources and
knowledge necessary for the proper performance of their tasks. This includes not only
professional skills and competences but also adequate testing facilities since compliance
verification often requires specialised laboratory capacities. Market surveillance activities
should rely on an appropriate mix of pro-active and reactive investigations. In
addition, the approach should not be restricted to compliance controls and enforcement
measures: public policies should also seek to promote and support compliance through
adequate information or guidance to economic operators, and the use of other relevant
instruments facilitating cooperation with stakeholders.

In order to maximise the effectiveness of market surveillance, priority should be given
to requesting corrective action from the operator(s) responsible for placing a non-
compliant product on the market. Should this approach fail, or if urgent action is
necessary, national authorities should of course be empowered to adopt adequate and
proportionate restrictive measures.

Strategic planning is key to ensuring the effectiveness of market surveillance policies.
Strategies should take into account not only short-term risks but also medium- to long-
term developments of the market.

Market surveillance powers

Clear definition of powers should be established for effective functioning of market
surveillance, which may be exercised directly by the market surveillance authorities,
through other public authorities or by judicial means. Critical powers should include -
but not be limited to - the right to carry-out inspections, request information and
documents, take samples of products and adopt proportionate measures which are
required when products present a risk or do not comply. These should be accompanied by
appropriate sanction mechanisms, such as the ability to impose penalties to economic
operators found to be in breach of the rules.

In the context of increasing internationalisation of trade and of the rapid development of
e-commerce, new challenges arise for public authorities in charge of market controls.
This may require new types of powers, such as the ability for market surveillance
authorities to buy products on-line under a cover identity, as well as cooperation with
relevant actors in the e-commerce supply chain.
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2 CONFORMITY ASSESSMENT IN THE EUROPEAN UNION
2.1 OVERVIEW OF EU CONFORMITY ASSESSMENT PROCEDURES

2.1. The EU system on conformity assessment provides for a menu of conformity assessment
procedures (the so-called "modules") which are pre-defined and regulated in a horizontal decision
addressed to the EU legislators®. Out of this menu, each sector-specific harmonisation legislation
must specify which one(s) of those procedures is or are applicable to the products which fall under
its scope of application. This modular approach is based on the conformity assessment toolbox
developed by ISO CASCO’, and provides for a wide range of conformity assessment solutions from
which the legislator can make a choice in relation to its specific regulatory needs. That ensures a
coherent approach to the extent that the legislator cannot deviate from the specified conformity
assessment procedures.

2.2. Conformity assessment procedures in the EU are grouped in two main categories which
include:

a. First-party conformity assessment, whereby the manufacturer declares conformity on
his/her sole responsibility as assurance of conformity to technical regulations. This is the
preferred procedure for low to medium risk products, which are the vast majority of
products covered by EU harmonisation legislation®.

b. For products presenting a higher-risk to the relevant public policy objectives, the
intervention of an independent third-party conformity assessment body is required,
including cases where the assessment is performed by specified governmental bodies.

2.3. These two broad categories include sub-variants and combinations. They are without
prejudice to other voluntary procedures that might also be used in non-regulated sectors or
complementarily, such as second-party conformity assessment, whereby the purchaser/user of the
products performs the conformity assessment for his needs of assurance that the products meet
the applicable technical requirements. They are also without prejudice to the existence of specific
systems of regulatory pre-market approvals, whereby the regulator itself may authorise the
placing on the market of a particular product in certain sectors (e.g. pharmaceuticals).

2.4. The key regulatory features of each of these approaches are the following.
2.1.1 First-party conformity assessment

2.5. First-party conformity assessment (also called internal production control in the EU system)
includes the performance of a safety assessment of the product by the manufacturer for both the
design and production phases of a product.

2.6. In order to render the monitoring and control of this type of conformity assessment,
manufacturers must establish a technical file containing the documentation that covers the design,
manufacture and operational aspects of the product reflecting the results of an appropriate risk
assessment, the standards followed and, if applicable, the test results obtained from a competent
laboratory.

2.7. The manufacturer must also draw up and keep together with the file a copy of the declaration
of conformity. The manufacturer must keep the file and the declaration of conformity for a specific
period (10 years) in order to make them available to the competent authorities upon request.

5 Decision 768/2008 of 9 July 2008, on a common framework for the marketing of products, see
footnote 3 above.

7 In particular, European harmonised standards on conformity assessment developed by the European
Standardisation Bodies are based on relevant ISO/IEC standards (i.e. ISO/IEC 17000 series). The list of
harmonised standards on conformity assessment can be found at: https://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=03:C:2017:298:FULL&from=EN.

8 In the European Union, first-party conformity assessment applies in the fields of electrical equipment,
machinery, toys, some medical devices, cosmetics, personal protective equipment, radio equipment, textiles,
some equipment for explosives atmospheres, some construction products, and consumer products.
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2.8. The manufacturer takes responsibility for placing the products on the market and must also
take all necessary measures in order that the manufacturing process ensures compliance with the
technical documentation and the relevant applicable legal requirements.

2.9. First-party conformity assessment may be supported by additional testing. In these cases,
the manufacturer has the free choice of the testing laboratory: it can perform the relevant tests in-
house if he possesses the adequate facilities, or make recourse to a third-party body.

2.10. Furthermore, in the cases where legislation allows conformity assessment to be performed
with the involvement of an in-house body or test facility that forms a part of the manufacturer's
organisation, it must be ensured that this facility, including its personnel, remains impartial and
does not participate in the design, production, supply, installation, use or maintenance of the
product it assesses. They must not engage in any activity that might conflict with their
independence of judgment or integrity in relation to their assessment activities either.

2.1.2 Third-party conformity assessment

Conformity assessment procedures/modules

2.11. EU third-party conformity assessment modules include procedures such as type examination,
quality assurance of the final product, quality assurance of the production process, product
verification, unit verification, or combinations of these elements. In some cases the conformity
assessment procedure can take place in two phases combining two modules: first, examination of
a specimen or the design of the product (the so-called EU-type examination) and secondly,
examination of the conformity of the manufactured products against the approved specimen. This
is relevant for the cases of mass production based on a prototype/specimen representative of the
production envisaged and where the product in question is of complex design, as it clearly reduces
the burden of conformity assessment for manufacturers.

2.12. In many cases EU legislation also enables manufacturers to choose the type of conformity
assessment procedure to follow (e.g. product verification or quality assurance), so as to allow
them to have different alternatives equally acceptable and leading to the same results of
assurance of conformity which take into account their manufacturing structures and production
processes. This is of importance for small and medium sized companies that might not have full-
fledged in-house capacities to apply more stringent conformity assessment procedures, such as
full quality management systems of their manufacturing process.

2.13. As in the case of first-party conformity assessment, the manufacturer must also establish a
technical file and keep it together with the declaration of conformity at the disposal of the
competent authorities for a period of 10 years.

Notification process and accreditation

2.14. To carry out conformity assessment activities in the European Union, third-party conformity
assessment bodies must be officially designated (notified) by the competent national authorities of
the Member States in which they are established (notifying authorities). By means of the
notification, Member States' notifying authorities take final responsibility for the technical
competence, independence and impartiality of their notified bodies.

2.15. Through the notification, the notifying authority informs the European Commission and the
other Member States that a conformity assessment body has been designated to carry out
conformity assessment according to a specific EU harmonisation legislation. Through this process,
the European Commission and other Member States must be given sufficient information to
demonstrate the competence of the conformity assessment body to carry out their tasks.

2.16. For this purpose, Member States may rely on accreditation, which is the preferred
instrument for evaluation of the technical competence and integrity of the conformity assessment
bodies to be notified in the European Union.
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2.17. Accreditation is an essential tool to ensure the professional competence and reliability of
conformity assessment bodies. Accreditation of conformity assessment bodies is based on
European harmonised standards that rely on relevant international standards. They define the
general competence criteria for EU conformity assessment bodies, but additional competence
criteria that are specific to the relevant sectorial legislation are also required where applicable.

2.18. Accreditation bodies in the European Union have to demonstrate that they are capable and
competent to carry out accreditation and for that purpose they have to adhere to the European
harmonised standard EN ISO/IEC 17011 that relies on relevant international standards. The main
principles of accreditation in the European Union that accreditation bodies must also meet are:

i. Accreditation is to be operated as a public authority activity. For this reason, each
Member State may appoint one single national accreditation body.

ii. The responsibilities and tasks of national accreditation bodies have to be clearly
distinguished from those of other national authorities.

iii. There is no competition between national accreditation bodies.
iv. Accreditation is to be provided on a not-for-profit basis.

v. Accreditation bodies are only to be active on the territory of their own Member
States as a general rule.

vi. Stakeholders' involvement is ensured in the accreditation bodies.

2.19. If accreditation is not used in the assessment of the technical competence of conformity
assessment bodies, the notifying authority must base its evaluation in alternative documentary
evidence necessary for the verification of this competence.

2.20. In terms of process, the notification of a notified body is sent by the notifying authority to
the Commission and the other Member States through an electronic notification tool managed by
the European Commission where a list of all notified bodies can be found®. The notification must
include full details of the body, its conformity assessment activities, the conformity assessment
procedures and products concerned for which it is competent, and the relevant attestation of
competence.

2.21. The notification is published following a period allowed for objections by other Member
States or the European Commission, and only where no such objections have been raised.

2.22. After the notification, there is a regular public monitoring by Member States' notifying
authorities and the European Commission of the notified bodies which have been listed. For
instance, notifications must be updated every 5 years. Also the notifying Member State in case of
serious concerns that the notified body does not longer fulfil the applicable requirements, may
suspend or withdraw the designation/notification.

2.23. The European Commission can also on its own initiative or upon a complaint request
information and appropriate documented evidence to a notifying Member State if it considers that
a notified body does no longer meet the appropriate criteria. If information is not provided, it
might bring the case to the attention of the other Member States for discussion and ultimately
request the notifying Member State to de-notify the conformity assessment body. In case this
request is not carried out, the European Commission may ultimately open an infringement
procedure against the notifying Member State before the European Court of Justice.

 This system is named the New Approach Notified and Designated Organisations (NANDO) Information
System.
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2.2 ACCEPTANCE OF RESULTS OF CONFORMITY ASSESSMENT BY THE EUROPEAN UNION

2.24. The European Union accepts results of conformity assessment produced in other
jurisdictions in different ways and by means of different procedures that are in line with the TBT
Committee's indicative list of approaches to facilitate results of conformity assessment.

2.25. As above mentioned'?, the European Union widely accepts the use of first-party conformity
assessment (SDoC) in a wide range of sectors, which directly facilitate market access.

2.26. Another of the instruments to promote international trade of products by the European
Union is the conclusion of mutual recognition agreements (MRAs) in accordance with Article 6.3 of
the TBT Agreement. MRAs are government-to-government agreements for the purpose of mutual
recognition of results of conformity assessment between the parties.

2.27. Further to the practice and experience of the European Union, MRAs may differ in terms of
scope, regulatory aspects and levels of ambition:

a. Traditional MRAs: Traditional MRAs are designed so that conformity assessment bodies
of one party certify products for access to the other party's market according to this
second party's technical regulations. In other words, the second party accepts the
mandatory test reports and/or certificates issued by laboratories and/or conformity
assessment bodies of the first party. The conformity assessment bodies and/or
laboratories are designated under the MRA for assessing conformity in the field(s)
covered by the MRA, so that the products are evaluated in the country of production
against the regulatory requirements of the country of destination. As pre-condition for a
MRA the two regulatory systems of the parties are, as a rule, deemed to ensure a
comparable level of protection regarding health, safety, environment or other public
interests.

MRAs may apply to one or more categories of products or sectors for which the
regulations of at least one of the parties require third-party conformity assessment. They
may also contain provisions on cooperation between the accreditation bodies of the
parties with the aim of extending their scope to a broad range of categories of products.

MRAs bring forward different benefits and advantages. Where a product intended for two
markets may still have to be assessed twice (when technical requirements or standards
are different), the assessment will be cheaper when carried out by the same body. The
time to market is also reduced since contacts between the manufacturer and the single
conformity assessment body, and a single assessment, speed up the process. MRAs can
also pave the way towards bringing the systems of standardisation and certification by
the parties closer to each other, and increase transparency of their regulatory systems.

b. Enhanced-MRAS: MRAs can provide for further regulatory convergence and equivalence
of the legislation of the parties. In such cases, the conformity assessment bodies of one
party is allowed to issue certificates according to its own legislation, which are deemed
equivalent to those issued by the conformity assessment bodies of the other party. In
these cases, the benefit is clear as the product is assessed only once.

This can only be possible in case the parties have equally developed technical
infrastructure (e.g. public or private institutions dealing with standards, accreditation,
conformity assessment, market surveillance and consumer protection). Moreover, the
parties must modify and align their legislation in the sectors covered by the agreement
or, alternatively, have their respective legislations harmonised in accordance with and
based on relevant international instruments and standards.

10 See Section 2.1.1 above.
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3 CONCLUSION

3.1. The European Union trusts that the initial elements on conformity assessment presented in
this submission will positively contribute to the future work on the development of the Guidelines,
and it looks forward to a fruitful exchange of views, experiences and practices with other Members
on conformity assessment.

3.2. The European Union remains ready to provide further complementary explanations and
contributions on this topic as the discussions and work on the Guidelines progress as a follow-up to
the implementation of the Eighth Triennial Review.
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FOLLOW-UP TO THE EIGHTH TRIENNIAL REVIEW: AIDE-MEMOIRE

NOTE BY THE SECRETARIAT?

Revision

At the 14-15 November 2018 meeting, the Chairperson reported on discussions related to
the organization of work in 2019. The Chairperson invited Members to provide ideas and proposals
for speakers for all thematic sessions to be held in 2019. In addition, the Chairperson invited the
Secretariat to prepare a running list to keep track of the proposals and ideas received from
Members relating to work in 2019, including thematic sessions. This document is intended to serve
as an aide-memoire of the ideas and proposals received to date; it is intended to facilitate
Members' deliberations on the follow-up to the Eighth Triennial Review (G/TBT/41). It will be
updated as appropriate.

1 GOOD REGULATORY PRACTICE
1.1 March 2019

1.1. The Thematic Session on domestic committees, and other administrative mechanisms, that
facilitate internal coordination on TBT? took place on 5 March 2019.3

1.2 Other
1.2. Future thematic sessions:

a. Ecuador called for discussion of regulatory impact assessment to facilitate analysis of
new regulations, and of experiences of Members in applying cost benefit analysis.*

2 CONFORMITY ASSESSMENT PROCEDURES
2.1 March 2019

2.1. The Thematic session on risk assessment; post market controls (e.g. market surveillance)
and other pre-market controls® took place on 5 March 2019.°

! This document has been prepared under the Secretariat's own responsibility and is without prejudice
to the positions of Members or to their rights and obligations under the WTO.

2 G/TBT/41, para. 8.2(a)(iv), and footnote 294.

3 G/TBT/GEN/256, Moderator's report.

4 G/TBT/M/76, para 4.7.

5 G/TBT/41, para. 8.2(a)(iv), and footnote 295.

¢ G/TBT/GEN/257, Moderator's Report.
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https://docs.wto.org/dol2fe/Pages/FE_Search/FE_S_S006.aspx?DataSource=Cat&query=@Symbol=G/TBT/41*&Language=English&Context=ScriptedSearches&languageUIChanged=true
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2.2 November 2019

2.2. Thematic session on National Quality Infrastructure’

a.

Indonesia proposed a presentation: "Indonesia's experience on the use of Accreditation
as a basis for conformity assessment acceptance", speaker to be confirmed.®®

The European Union '° proposed a presentation: "Overview of the system for
accreditation in the EU as part of National Quality Infrastructure" (title to be confirmed),
Mr. Andreas Steinhorst, Executive Secretary, FEuropean co-operation for
Accreditation.!/12

Australia said the Australian Technical Infrastructure Alliance (ATIA) will require further
time to consult and identify relevant case studies and specific potential speaker/s, and
may possibly be able to present.!3

The International Bureau of Weights and Measures (BIPM) suggested a presentation:
"A common international approach to Quality Infrastructure - recent developments”,
Mr. Andy Henson, Director of International Liaison and Communication Department,
BIPM.*

China expressed interest in participating in the session, the exact topic and speaker
would be confirmed in due course.®

Trinidad and Tobago proposed a presentation: title to be confirmed, Ms. Joanne Beharry,
Standards Officer III, Trinidad and Tobago Bureau of Standards.®

2.3 Other

2.3. Future thematic sessions

Brazil highlighted the recommendation for a thematic session on "case studies of
practical examples of how Members arrive at the acceptance of conformity assessment
results"!” and said it was preparing a paper on this topic for upcoming discussions.®

South Africa suggested that the issue of "certificates of free sale"!® be discussed,
including: the cost to the exporting Member; how certificates of free sale fit within the
TBT Agreement; application of a certificate of free sale requirement in conjunction with
other technical regulations or conformity assessment procedures; the challenges in
connection with complex value chains and products that are manufactured only for
export and according to the requirements of the importing Member but not domestic
requirements; the competent authority that issues such certificates and the possibility of
issuing a certificate of free sale as an exporter's declaration of conformity; and, resource
constraints that prevent Members (requiring certificates of free sale) from putting
technical regulations and conformity assessment procedures in place domestically.?°

7 G/TBT/41, para. 8.2(a)(iv), and footnote 298.
8 G/TBT/M/76, para 4.4.

° JOB/TBT/278.

10 G/TBT/M/76, para 4.4.

11 JOB/TBT/281.
12 Informal TBT Committee meeting, 8 February 2019.

13 JOB/TBT/285.

14 JOB/TBT/276.

15 Informal TBT Committee meeting, 8 February 2019.
16 JOB/TBT/302.

17 G/TBT/41, para. 4.17(c.vi).

18 G/TBT/M/76, para 4.4.

19 G/TBT/41, para 4.17(c.iii).

20 Informal TBT Committee meeting, 8 February 2019.
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2.4. Follow-up to Triennial Review Recommendations

a. Development of guidelines to support regulators in the choice and design of conformity
assessment procedures.?!

The European Union said this recommendation was a priority for follow-up. The EU
believed that the guidelines should at least contain elements of the four main areas
identified in the Eighth Triennial Review report: criteria related to risk assessment;
range of approaches to conformity assessment available to regulators; elements of
conformity assessment that regulators can use in designing appropriate procedures;
and, other legal and administrative frameworks that could enable regulators to rely
on one or another conformity assessment procedure.?? Working on this basis, the EU
suggested the development of an initial outline, to bring forward ideas or elements
under the four main areas of work, that could be complemented afterwards by
subsequent written contributions on specific topics for discussions within the
Committee. The EU invited other Members to bring forward their initial ideas and
elements as to the main principles and criteria that should be contained in these
Guidelines. 2®> The EU intended to present an initial outline of relevant general
principles ahead of the 18 June 2019 informal meeting, to facilitate the start of the
discussions. In addition, the EU intended to draw out some general principles on
market surveillance following the outcome of the March 2019 thematic session?*, and
intended to build on the Indicative List of Approaches to Facilitate the Results of
Conformity Assessment?°.2%

The United States said recommendations on conformity assessment producers were
a priority for follow-up.?” The US was preparing a submission along the lines of the
mandate contained in the Eighth Triennial Review, which it anticipated circulating
ahead of the June 2019 informal meeting.?®

China said recommendations on conformity assessment procedures were a priority
for follow-up, and in particular discussion on mutual recognition of conformity
assessment results.?°

. New Zealand welcomed discussions on the guidelines for conformity assessment

procedures and offered to share its experiences, possibly ahead of the June 2019
informal meeting, including materials to guide regulators and businesses on
standards and conformity assessment.3°

Canada said the Standards Council of Canada was working on a submission, likely to
be provided ahead of the June 2019 informal meeting.>!

21 G/TBT/41, para. 4.17(b).

22 G/TBT/41, para. 4.17(b).(i-iv).

2 Informal TBT Committee meeting, 8 February 2019.
24 G/TBT/GEN/257, Moderator's Report.

%5 See: Annex 1 of G/TBT/1/Rev.13.

26 Informal TBT Committee meeting, 29 April 2019.

27 Informal TBT Committee meeting, 8 February 2019.
28 Informal TBT Committee meeting, 29 April 2019.

2 Informal TBT Committee meeting, 8 February 2019.
30 Informal TBT Committee meeting, 29 April 2019.

31 Informal TBT Committee meeting, 29 April 2019.


https://docs.wto.org/dol2fe/Pages/FE_Search/FE_S_S006.aspx?DataSource=Cat&query=@Symbol=G/TBT/41*&Language=English&Context=ScriptedSearches&languageUIChanged=true
https://docs.wto.org/dol2fe/Pages/FE_Search/FE_S_S006.aspx?DataSource=Cat&query=@Symbol=G/TBT/41*&Language=English&Context=ScriptedSearches&languageUIChanged=true
https://docs.wto.org/dol2fe/Pages/FE_Search/FE_S_S006.aspx?DataSource=Cat&query=@Symbol=G/TBT/GEN/257*&Language=English&Context=ScriptedSearches&languageUIChanged=true
https://docs.wto.org/dol2fe/Pages/FE_Search/FE_S_S006.aspx?DataSource=Cat&query=@Symbol=G/TBT/1/Rev.13*&Language=English&Context=ScriptedSearches&languageUIChanged=true

JOB/TBT/273/Rev.3

-4 -

3 TRANSPARENCY

3.1 June 2019

3.1. Thematic Session on Transparency including the Ninth Special Meeting on

Procedures for Information Exchange

a.

32,33

The European Union proposed a presentation: "EU practice on the dissemination of
comments and substantive replies on notified measures via online tools", by Ms. Patricia
McGinley, EU WTO TBT Enquiry Point Coordinator, Directorate-General for Internal
Market, Industry, Entrepreneurship and SMEs, European Commission,343°:36

Brazil proposed the following topics and presentations with respect to "Submission of
notifications: measures that may relate to both the SPS and TBT Agreements"*’:

i. Introduction of relevant provisions and procedures by the Secretariat.

ii. Members' experiences with incoming notifications / trade implications. Brazil
proposed a presentation: title to be confirmed, Representative of the Department of
Non-Tariff Negotiations of the Ministry of Agriculture.

iii. Members' experiences in submitting notifications. Brazil proposed a presentation:
title to be confirmed, Representative of Inmetro.

The United States® proposed five presentations3°:

i. "How Communication Between Enquiry Points Can Be Used to Reduce, Clarify and
Resolve Specific Trade Concerns", MaryAnn Hogan, United States Enquiry Point,
National Institute of Standards and Technology.

ii. "Using a TBT Notification Alert System to Engage the Private Sector in Commenting
on WTO Notifications: U.S. Experiences and Practices", MaryAnn Hogan, United
States Enquiry Point, National Institute of Standards and Technology.

iii. "How the United States evaluates and incorporates comments received in the
rulemaking process", Ravi Bharwani, U.S. Food and Drug Administration.

iv. "Notice & Comment and Cooperation on Other Transparency Best Practices: U.S.
Experience on Cooperation in Commercial Dialogues and Other Initiatives", Sigrid
Simpson, Senior International Trade Specialist, Good Regulatory Practices,
U.S. Department of Commerce.

v. "Experience Assisting with the Functioning of Enquiry Points in Africa via the
Standards Alliance", Leslie McDermott, Director, International Development,
American National Standards Institute.

32 G/TBT/41, para. 8.2(a)(iv), and footnotes 296 and 297.

33 On 19 March, a draft outline was circulated by the Secretariat in JOB/TBT/303.
34 JOB/TBT/280.

35 Informal TBT Committee meeting, 8 February 2019.

36 Informal TBT Committee meeting, 29 April 2019.

37 J0B/TBT/283.

38 Informal TBT Committee meeting, 29 April 2019.

39 JOB/TBT/305.
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d. Australia proposed:

i. that the Secretariat provide a draft for Members' consideration of the proposal
contained in the Eighth Triennial Review with respect to adopted final texts.*°

ii. a topic for presentation*': "Increasing transparency and addressing Non-Tariff
Barriers (NTBs): Australia's experience", speaker to be confirmed.*?

e. China proposed a presentation ** : "The Working Mechanisms of China on TBT
Transparency"”, Mr. Yang Song, Director, National TBT/SPS Notification and Enquiry
Center of the People's Republic of China.**

f. The Separate Customs Territory of Taiwan, Penghu, Kinmen and Matsu proposed a
presentation: "Practical Experience of Processing Requests", Li-Yu Wei, Associate
Technical Specialist, Bureau of Standards, Metrology and Inspection*®

g. Uganda proposed a presentation": "Use of ePing by the Enquiry point to disseminate and
coordinate review of draft SPS and TBT measures in Uganda", George Opiyo, Uganda
National Bureau of Standards.*®

3.2 Other

3.2. Follow-up to Triennial Review Recommendations

a.

b.

Switzerland expressed interest in the recommendations on improving the handling of
comments*’, and would provide more specific suggestions in due course.*®

China said recommendations on transparency were a priority for follow-up, in particular
those relating to the submission of notifications.*® During China's internal notifying
procedure, it was sometimes difficult to establish whether a draft technical regulation or
conformity assessment procedure may fall under TBT or SPS Agreements. China also
faced challenges on identification of products including with respect to the use of ICS or
HS Codes and product nhames where precise codes do not apply.>°

4 STANDARDS

4.1 November 2019

4.1. Thematic session on incorporating standards by reference in regulations®*

a.

Canada proposed a presentation: "Incorporation of Standards by Reference in Canada:
Considerations for Trade", Stephen Head, Manager, Strategic Policy and Sector
Engagement, Standards Council of Canada.>?>3

0 JOB/TBT/304.

4! Informal TBT Committee meeting, 29 April 2019.

2 JOB/TBT/306.

43 Informal TBT Committee meeting, 29 April 2019.

44 JOB/TBT/307.

45 JOB/TBT/308

46 JOB/TBT/309.

47 G/TBT/41, para. 6.19(f).

48 Informal TBT Committee meeting, 8 February 2019.
4 G/TBT/41, para. 6.19(d).

50 Informal TBT Committee meeting, 8 February 2019.
51 G/TBT/41, para. 8.2(a)(iv), and footnote 299.

52 G/TBT/M/76, para 4.4.

53 JOB/TBT/293.
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b. Australia said Standards Australia could possibly present on the topic of Australia's
experience with incorporating standards by reference in regulations. This could be
followed by a discussion of how to increase awareness when standards referenced in
regulations have been updated.>*

c. China expressed interest in participating in the session, the topic and speaker would be
confirmed in due course.>®

d. The European Union expressed interest in participating in the sessions, to provide an
overview of EU practice on incorporation of standards by reference in legislation.>®

54 JOB/TBT/286.
55 Informal TBT Committee meeting, 8 February 2019.
%6 Informal TBT Committee meeting, 8 February 2019.
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Practical Experience of
Processing Requests

Li-yu Wei
TBT Enquiry Point

The Separate Customs Territory of Taiwan,
Penghu, Kinmen and Matsu (Chinese Taipei)

The tasks of our Enquiry Point

‘ Respond to enquiries & comments

‘ Translate important notifications

‘ Maintain domestic TBT alert system




Where are we?

Electrical products
Electronic products
Chemical products
Mechanic products

Ministry of Economic
Affairs

Cosmetics
Vehicles
Food

Bureau of Standards,

Metrology and

Inspection (BSMI)

H BSMI’s regulated products
® QOthers’ regulated products
“ Non-regulated products

Usage of Enquiry Point is increasing!

100
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60 W Domestic Comment
50 © Member's Comment
40 B Domestic Enquiry
30 B Member's Enquiry
20
10
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(Jan-May)

2019/7/11



Procedure of handling enquiries from
international stakeholders

Acknowledge
reciept

Receive Consult the responsible
enquiry person

Respond to the enquirer

time needed:
Note: ) < 5 days
Our response usually contains:
(1) supporting documents; or
(2) links to official websites. .

Procedure of handling enquiries from
domestic stakeholders
Clarify the

enquiry
Receive Search Send enquiries to
enquiry Internet relevant Members

Average: 2 weeks
Longest: 2 months

Respond to the enquirer
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Difficulties in sending enquiries to
Members

No acknowledgement/response
* Time consuming

Partial response

Accuracy/correctness of the response

Suggestions (1)

» To follow the decisions stated in
Paragraph 5.7.2.1.1 of G/TBT/1/Rev.13
* To acknowledge receipt of an enquiry

* To process within 5 working days for requests
for documentation

(Chapter 3 of WTO TBT Enquiry Point Guide also
contains similar texts)
* To provide supporting documents or
official links

2019/7/11



FAQ by domestic stakeholders

1. Is my product for export regulated?
2. What are the applicable standards?
3. Who can perform the CAPs?

Receive ‘ Search Send enquiries to
enquiry Internet relevant Members

Respond he enquirer

Information
collected for
future reference.

9
Sharir 24 what we have collected
Information on the access to websites of y or technical
The following table shows links to the official websites of some Members that contain the on the scope of lated E&E products
and applicable standards. The links were collected, as of 31 May 2019, by Chinese Taipei’s TBT Enquiry Point during its service to respond to
enquiries received. They were provided to enquirers as the first step to answer questions instead of raising them directly to the TBT Enquiry
Point of relevant Members. Requests were sent afterwards if the information was not available on the websites or if further clarification was
needed..
No. | Members- Links. Access method/update time-
1. | The Philippines. | Bureau of Philippine Standards. Click “List of Products Under Mandatory Certification” at the
bottom-right of the website..
http://www.bps.dti.gov.ph/ -
*last updated on 2 April 2019.
2 Viet Nam. Vietnam TBT Enquiry Point. DATA>>Group 2 - Products and Goods-
http://tbt.gov.vn/ - *last updated on 2 April 2019.
3. Baden i Nasional SNI>>Technical i ‘echnical (SNI
http://www.bsn.go.id, *last updated on 2 April 2019.
4 Thailand- Thai Industrial Standards Institute (TISI). List>>List of C Y
| https://www.tisi.go.th/home/en - *|ast updated on 2 April 2019
Total 13 Members Main page of
official website 10

2019/7/11
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Suggestion (2)

* To share Member’s approaches to helping
stakeholders access other Members’ TBT
information

Thank you for your attention!

Liyu Wei

Chinese Taipei TBT Enquiry Point

Bureau of Standards, Metrology and Inspection
Email: tbteng@bsmi.gov.tw

Fax: 886-2-2343-1804
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ORGANIC AGRICULTURE ACT

SEPARATE CUSTOMS TERRITORY OF TAIWAN, PENGHU, KINMEN AND MATSU —THE

ORGANIC AGRICULTURE ACT

(G/ITBT/N/ITPKM/225, & ADD. 1-2)

Thank you, Chair.

The European Union would like to thank Chinese Taipei for its written communication

and the bilateral dialogue on the reform of its regulation on organic products.

The new Organic Bill was promulgated on 30 May 2018. Chinese Taipei notified to
the TBT Committee, on 7 January 2019 the draft implementing regulations of the new
bill. The European Union submitted comments on the implementing regulations on 14
March 2019, to which Chinese Taipei replied on 22 March 2019.

We very much regret that the new Bill allows only for a transitional period of 2 years,
after which the unilateral recognition of 16 Member States will expire. The European
Union considers that the consequences for trade partners are disproportionate, and a

more flexible transitional arrangement should be considered in the future.

The European Union's main concern is how the Organic Bill will be implemented.
Given that the European Union is the second largest exporter of organic products to
Chinese Taipei, this system needs to be effective and to avoid any trade disruptions
which would also harm retailers and consumers from Chinese Taipei. In particular,
the European Union requests Chinese Taipei to quickly set up a clear information tool
to allow European operators and Control Bodies to familiarize with the new imports
procedures as soon as possible.

Subsequently, the European Union calls for a rapid and swift recognition of the

European Control Bodies by the competent authorities of Chinese Taipei.

The European Union would also request to effectively recognize the European
standards for products coming from the European Union. This is currently not the
case since, in practice, compliance with Chinese Taipei standards is still checked.
This is causing tremendous problems for trade and, given the high level of European
standards, Chinese Taipei can have full confidence that by respecting the European
standards, products from the EU are safe. This recognition should extend to all 28




EU Member States because the EU is a single market with a single production

standard.

Thank you, Chair.
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Statement by Chinese Taipei for STC no.48 “Draft Organic
Agriculture Act” (ID 511)

Thank you, Chair.

We appreciate the continued concern by the EU for our Organic
Agriculture Promotion Act. We notified all implementing regulations to
the WTO, and all of them are adopted. For details of the adopted text,
please see the addendums of notifications G/TBT/N/TPKM/346-348,
364-366, 370 and 371.

Without reiterating what was said at the previous meeting, we assure to
the EU of our continued efforts to work closely with the EU on this
matter. Thank you.
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