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1. Trade and regulatory coherence (GRP) are vital 
for expediting access to essential medical 
products.

2. Transparency and the WTO/TBT framework can 
improve regulatory quality for better trade and 
health outcomes.

3. The WTO TBT Committee can help find 
cooperation solutions to trade and regulatory 
bottlenecks.

Key messages
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New or modified technical regulation or

conformity assessment procedure

+

No existing international standard or 

Different from the international standard

+

Significant impact on trade

(restricting or facilitating)

NOTIFY

WHAT TO NOTIFY?



Notifications related to medical devices, by year
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Notifications related to medical devices, by 
Member (Americas)
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Some examples of notifications 

Brazil set technical 
requirements for lung 
ventilators for 
intensive care units in 
light of Covid-19 
pandemic

(G/TBT/N/BRA/1017)
(11/06/2020)



Recognizing certification by others: 
regulatory cooperation

Instead of conducting its own 
inspections of pharmaceuticals and 
medical device manufacturers, 
Brazil is accepting information from 
other regulators that participate in 
the Pharmaceutical Inspection Co-
operation Scheme (PIC/S) and the 
Medical Device Single Audit 
Program (MDSAP). (G/TBT/N/BRA/984)

https://docs.wto.org/dol2fe/Pages/SS/directdoc.aspx?filename=Q:/G/TBTN20/BRA984.pdf
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United States 
reclassified non-
invasive bone growth 
stimulators to reduce 
regulatory burdens

(G/TBT/N/USA/1643)

(14/09/2020)
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Mexico laid out 
minimum requirements 
for the design, 
development, 
manufacture, 
warehousing and 
distribution of medical 
devices, based on level 
of risk

(G/TBT/N/MEX/454)
(21/06/2019)



TBT Committee



Two main themes of Committee work

review of measures
“specific trade concerns”

(mostly based on notifications)

Information exchange on cross-
cutting issues (harmonization, 
transparency, …): leading to 

decisions and recommendations
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English: https://www.wto.org/english/res_e/booksp_e/tbt10keys2021_e.pdf

Spanish: https://www.wto.org/spanish/res_s/booksp_s/tbt10keys2021_s.pdf

www.epingalert.org

https://www.wto.org/english/res_e/booksp_e/tbt10keys2021_e.pdf
https://www.wto.org/spanish/res_s/booksp_s/tbt10keys2021_s.pdf
http://www.epingalert.org/

