
World Trade Organization 
Agreement on Technical Barriers 
to Trade and What It Means for 
Health Regulatory Authorities

Kristan Callahan, JD
Office of Global Policy and Strategy (OGPS),

Office of Trade and Global Partnerships (OTGP)

November 2023



2

Objectives
• Understand the WTO Agreement related to 

Technical Barriers to Trade
• Identify regulations that may have trade 

obligations
• Understand and model good regulatory 

practices to make better regulations



3

World Trade Organization
• International organization that provides a legal and 

institutional framework for the implementation and 
monitoring of trade commitments made by WTO 
Member States
– Provides a forum for members to negotiate trade 

agreements
– Serves as a forum to resolve the trade disputes
– Monitors how the agreements are being implemented
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World Trade 
Organization 

• General Agreement on Tariffs 
and Trade (GATT)
• Agreement on Technical 

Barrier to Trade (TBT 
Agreement)

• Agreement on the Application 
of Sanitary and Phytosanitary 
Measures (SPS Agreement)

• Agreement on Trade-related 
Aspects of Intellectual 
Property Rights (TRIPS)

Relevant Agreements

Agreements 
Particularly
Relevant to 
USFDA
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World Trade 
Organization 

• Aims to ensure that 
technical regulations, 
standards, and conformity 
assessment procedures are:
• Non-discriminatory
• Do not create unnecessary 

obstacles to trade

TBT Agreement

Agreement on 
Technical 
Barriers to Trade
(TBT)



6

AfCFTA
• Reaffirms TBT Agreement
• Objectives:
• Reinforces international best practices 

in regulation and standards setting;
• Promotes the use of relevant 

international standards as a basis for 
technical regulations; and

• Identify and assess instruments for 
trade facilitation such as harmonization 
of standards, equivalence of technical 
regulations, metrology, accreditation 
and conformity assessment.



7

Terms and Definitions
Technical Regulations
• Document which lays down product characteristics or their 

related processes and production methods, including the 
applicable administrative provisions, with which compliance is 
mandatory.

Standards
• Document approved by a recognized body, that provides, for 

common and repeated use, rules, guidelines or characteristics for 
products or related processes and production methods, with 
which compliance is not mandatory.

Conformity Assessment Procedures
• Any procedure used, directly or indirectly, to determine that 

relevant requirements in technical regulations or standards are 
fulfilled
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• Use of International Standards
• Transparency
• Not More Trade-Restrictive Than 

Necessary
• Non-Discrimination

Key TBT Principles
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Non-Discrimination Principles
Most Favored Nation 
(MFN)
• Countries should treat all 

their trade partners equally
• No country should be “more 

favored” in terms  of their 
imports.

National Treatment

• Eliminate “hidden” 
domestic barriers  by 
according imported 
products treatment no less 
favorable than that 
accorded to products of 
national origin.
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MFN and 
National 
Treatment

 Members shall ensure that in respect of 
technical regulations, products imported 
from the territory of any Member shall be 
accorded treatment no less favorable than 
that accorded to like products of national 
origin and to like products originating in any 
other country

Article 2.1

 Conformity assessment procedures are 
prepared, adopted and applied so as to grant 
access for suppliers of like products 
originating in the territories of other 
Members under conditions no less favorable 
than those accorded to suppliers of like 
products of national origin or originating in 
any other country

Article 5.1.1
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Trade Restrictiveness

Article 2.2
• Members shall ensure that 

technical regulations are not 
prepared, adopted or applied with 
a view to or with the effect of 
creating unnecessary obstacles to 
international trade.  For this 
purpose, technical regulations 
shall not be more trade-restrictive 
than necessary to fulfil a 
legitimate objective, taking 
account of the risks non-fulfilment 
would create.

Article 5.1.2
• Conformity assessment procedures 

are not prepared, adopted or applied 
with a view to or with the effect of 
creating unnecessary obstacles to 
international trade. This means, inter 
alia, that conformity assessment 
procedures shall not be more strict 
or be applied more strictly than is 
necessary to give the importing 
Member adequate confidence that 
products conform with the applicable 
technical regulations or standards, 
taking account of the risks non-
conformity would create.
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Trade-Restrictiveness
and Legitimate Objectives 

Legitimate Objectives
• Protection of human health or 

safety
• The protection of animal or 

plant life or health
• The protection of the 

environment
• National security interests
• Prevention of deceptive 

practices
• Etc.

Elements of Consideration
• Scientific and technical 

information
• Related processing technology
• Intended end-uses of products
• Etc.
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USE OF INTERNATIONAL STANDARDS
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Use of International Standards

Article 2.4
Where technical regulations are 
required and relevant international 
standards exist or their completion 
is imminent, Members shall use 
them, or the relevant parts of 
them, as a basis for their technical 
regulations except when such 
international standards or relevant 
parts would be an ineffective or 
inappropriate means for the 
fulfilment of the legitimate 
objectives pursued, for instance 
because of fundamental climatic or 
geographical factors or fundamental 
technological problems.

Article 5.4
In cases where a positive assurance is 
required that products conform with 
technical regulations or standards, and 
relevant guides or recommendations 
issued by international standardizing 
bodies exist or their completion is 
imminent, Members shall ensure that 
central government bodies use them, 
or the relevant parts of them, as a 
basis for their conformity assessment 
procedures, except where, as duly 
explained upon request, such guides 
or recommendations or relevant parts 
are inappropriate…
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FDA and International Standards
1995 Federal Register Notice, announcing Policy on Standards:

A. Participation in standards development activities
B. FDA is not bound by standards developed with FDA participation
C. The way in which FDA will include standards (or relevant parts of 

them)
D. The use of a standard in the regulatory programs of FDA is 

dependent upon factors, like standard stresses product safety 
and effectiveness

E. FDA employees will comply with agency regulations (Sec. 10.95) 
covering participation in standard setting activities outside the 
agency.
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FDA and 
International 

Standards

• Participation in 
Standard-Setting 
Bodies:
– ISO
– IEC
– ANSI
– ASTM
– Codex

• Multilateral 
Organizations:
– OECD
– WHO

• Example:
– ISO 13485 

and 
– 21 CFR Parts 4 

and 820
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IMPLEMENTING TRANSPARENCY
Process for Notification to the WTO of FDA 
Regulatory Actions
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Obligation to
Implement Transparency

Establish and maintain a national enquiry point;Establish and 
maintain

Publish draft regulations (technical regulations, or TRs) and conformity assessment procedures (CAPs) at an 
early appropriate stage;Publish

Notify draft regulations/amendments to the World Trade Organization (WTO);Notify

Allow for reasonable time for comments while amendments can still be introduced (60 days minimum, 
longer if possible); Allow

Provide copies of relevant documents (upon request);Provide

Take written comments/discussions into account when developing the final regulation; Take

Allow a reasonable interval between publication and entry into force of the final TR or CAP so producers 
may adapt (6 months minimum, longer if possible).Allow
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e-Ping
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e-Ping
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TBT Enquiry Contacts
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Regulator Perspective
• Implementation:
– Inter- and intra- agency coordination
– Be a part of the broader conversation
• E.g., Thematic sessions

– ePing is a tool for anyone, including regulators



= Science Based Decisions

Consistency Predictability Credibility

Benefits – E.g, International Standards
Standards play a significant role in the design, production, post-production and 

regulation of medical devices throughout their lifecycle. 




