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TRADEAGREEMENTS
OUROBJECTIVES TODAY

Some Basic Points

» Trade Agreements are much more than headlines

= Much more impactful and profound than name indicates

= Affect many more countriesthan one believes

» Can be directly helpful for MDT and all medtech companies

= Political rhetoricis at its highest point, bothin USand in Europe, for many years

Thustoday lintend to:

» Provide some key backgroundon T-TIP
» Feld your questions and suggestions
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Trade deals show power politics 1s back

By Zaki Laidi

America’s objective is to contain China’s rise by setting a high
regulatory bar, says Zaki Laidi

Imost everyone seems excited about the prospect of a free-trade agreement
between the US and the EU. But not so fast. The pursuit of such deals is eroding
multilateralism. the foundation of post-cold war international relations.

In principle, the emergence of a multipolar world, in which the US is no longer the
only very powerful country, should boost “multilateralism” — institutionalised co-
operation among states in pursuit of shared objectives. It should boost efforts to
achieve free trade via the World Trade Organisation, poverty reduction through the
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TRADEAGREEMENTS
EXISTING UNITED STATESFTAsS

ImplementationDate

U.S.-Israel 9/1/1985
Canada 1/1/1994
Mexico 1/1/1994

U.S.-Jordan 12/7/2001

U.S.-Singapore 1/1/2004

U.S.-Chile 1/1/2004

U.S.-Australia 1/1/2005

U.S.-Morocco 1/1/2006

U.S.-Bahrain 8/1/2006

CostaRica 1/1/2009

El Salvador 3/1/ 2006

Guatemala 7/ 1/ 2006

Honduras 4/ 1/ 2006

Nicaragua 4/ 1/ 2006

Dominican Republic 3/1/ 2007

U.S.-Oman 1/1/2009

U.S.-Peru 2/1/2009

U.S.-Colombia 5/15/2012

U.S.-Panama 10/31/2012

U.S.- South Korea (KORUS) 3/15/2012

Trans- Pacific Partnership (TPP): Australia, Brunei Darussalam, Canada, Chile, Negotiations Ongoing

Malaysia, Mexico, New Zealand, Peru, Singapore, Vietnam, and Japan.

DR-CAFTA

Medtronic



TRADEAGREEMENTS
EXISTING EUROPEAN UNIONFTASs

W EU and Customs union:
Andorra - Monaco - San Marino - Turkey
European Economic Area:
Norway - Iceland - Liechtenstein

W Countries with which the EU has a preferential trade agreement in place:

Mexico - Chile - Peru - Morocco - Algeria - Tunisia - Egypt - Jordan - Israel - Occupied Palestinian Territory - Lebanon - Synia - Former Yugoslav Republic of Macedonia - Albania - Serbia -
gro - Bosnia- govina - Switzerland - Republic of Korea (South Korea) - Antigua® - Barbuda® - Belize” - Bahamas” - Barbados™ - Dominica® - Dominican Republic” - Grenada® -

Guyana® - Haiti* - lamaica® - St Kitts and Nevis® - St Lucia® - 5t Vincent and the Grenadines® - Suriname* - Trinidad and Tobago® - Colombia - Honduras - Nicaragua - Panama - Guatemala -
Papua New Guinga® - Sth Africa - Madagascar® - Mauritius® - Seychelles® - Zimbabwe* - Costa Rica - El Salvador - Fiji - Cameroon® - Georgia - Moldova - Ukraine

B Countries with which the EU negotiates or has a preferential agreement that is not yet applied:
Canada - India - Malaysia - Brazil - Argentina - Uruguay - Paraguay - Saudi Arabia - Botswana® - Ivory Coast® - Kuwait - Qatar - United Arab Emirates - Oman - Bahrain - Libya - Cook 1sland®
- Kinbati* - Lesotho® - Swaziland” - Mozambigue® - Marshall Islands® - Micronesia® - Nauru® - Samoa® - Solomon® - Tonga® - Tuvalu® - Vanuatu® - Angola® - Namibia® - Comoros® - Djibouti” -
Eritrea® - Ethiopia® - Malawi* - Sudan® - Zambia® - Burundi® - Kenya® - Rwanda® - Uganda® - Tanzania® - Central African Republic® - Chad® - Congo® - Democratic Republic of Congo® - Equatorial
Guinea® - Gaben® - Sao Tome and Principe® - Benin® - Burkina Faso® - Cape Verde®" - Gambia® - Ghana® - Guinea-Bissau® - Liberia® - Mali* - Mauritania® - Niger* - Nigeria® - Senegal® - Sierra
Leone® - Togo® - Zambia® - Vietnam - Armenia - United States of America - Thailand - Japan - South Africa® - Mauritius® - Madagascar® - Seychelles® - Zimbabwe® - Papua New Guinea® -
Singapore - Morocco - Ecuador - Phalippines
Countries with which the EU is considering opening preferential negotiations:
Azerbaijan - Brunei D - Ind - Bolivia - Australia - New Zealand
Countries with which the EU is negotiating a stand-alone investment agreement:
China - Myanmar *Economic Partnership Agreements

Medtronic




TRADEAGREEMENTS
T-TIP: WHO ISINVOLVED?

United States
Negotiationsled by U.S. Trade Representative’s Office

= U.S. Trade Representative Mike Froman

European Union
Negotiations led by European Commission Trade Directorate

= EFU Trade Commissioner Cecilia Malmstrom(Sweden)

EU Member States: Austria, Belgium, Bulgaria, Cyprus,
Czech Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Netherlands, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden and the United
Kingdom. *Statesnegotiate as a block.




TRADEAGREEMENTS
WHAT WILL THET-TIP FTAENCOMPASS?

Examples:

= Elimination of tariffson U.S.-EU trade

= (Possible) section on pricing/ health economic transparency
» Invest ment protections

» Improved access/ processto government procurement

= Regulatory transparency, cooperation and provisions on “behind-the-
border” obstaclesto trade (e.g., Technical Barriersto Trade)

» Trade-related intellectual property rights (IPR) provisions
= Agreementson Environmental and Labor standards
= Competition-Policy Related Matters
= Cooperationonnew “global” challenges: (orientedto Em Mkt s!)
= State-ownedEnterprises
= | ocalization
= Raw materials and energy
= Customs andtrade facilitation




TRADEAGREEMENTS
INDUSTRY ENGAGEMENT

Medical Imaging & Technology Alliance (MITA) United States& European Coordination Committee
of the Radiological, Electromedical and Healthcare IT industry (COCIR) Eropean Union

= Single audit system that would allow relevant authorities to share inspections reports and reduce
dug icative audits and inspections. MITA and COCIR propose to accept mutual recognition of ISO 13485
audits.

= Single harmonized standard for marketing application documentation.

= Unique Device Identification (UDI). MITA and COCIR pledge for efforts to make U.S. and EU UDI
systems compatible.

Advanced Medical Technology Association (Advamed) United States

= Unique device Identification (UDI?(. A UDI system is being developed in the EU and US legislation and
Advamed pledges for efforts to make both systems compatible.

= Single audit system that would allow relevant authorities to share inspections reports and reduce
duplicative audits and inspections. Advamed proposes an MRA for company inspections and audits when
EU finalizes its new regulations for medical devices.

= Interpretation of ISO 14971 (this is a standard on the management of risk for medical
devices). Advamed criticizes that the EU has rejected the use of the ALARP (as low as reasonably
accepted) to determine the acceptable risk level.

Health Enterprises (SME, medical devices type |) United States

= Eliminate the need for doubleregistration.

= Requests harmonization of medical devices legislation in both sides of the Atlantic without further
specification.




TRADEAGREEMENTS
INDUSTRY ENGAGEMENT

Joint Industry Contribution: COCIR, MITA, EUCOMED, EDMA and ADVAMED* *

“Industry is focused on making TTIP a matter of highimportance that will bring
measureable results in the short and mid-term such as 1) mutual recognition of ISO
13485, 2) a single audit process, 3) harmonized format for product registration
submissionand 4) a common way to trace products through a single unique device
identification (UDI) process withinteroperable databases.”

MITA Press Release, April 11,2013



http://www.medicalimaging.org/2013/04/11/medical-technology-industry-calls-for-regulatory-convergence-in-u-s-e-u-trade-deal/

T-TIPNEGOTIATION
WHERE AREWENOW, WHERE AREWE GOING?

MACRO PICTURE

= Negotiators met in Washington for first session in 2012—last session early May in
NYC

= Multiple negotiationsin multiple European and UScities

= Subsequent negotiating sessions will occur in different EU countries, in various US
states (increase visibility)

MDT and INDUSTRY STANDING and EVOLVING POSITIONS
» We are largest medtech company, AdvaMed member and chair Eucomed.

= We strongly believe we have arole to play on behalf of the highly competitive
medtech sector

= WWe are gathering inputs on problems, suggestions and trying to convert them into
negotiating objectives

= \We will assess shortly if we wish to push objectives greater than trade associations
have agreed.

= \WWe are asking questions, beyond the original asks, whether discplines in Healthcare
Services and “Transparency and Procedural Fairness” might be appropriate asks.




CONTACT

Questions? Suggestions?

Trevor Gunn

Vice President, International Relations &

Adjunct Professor, School of Foreign Service (CERES)
Georgetown University

Trevor.Gunn@Medtronic.com

Tel: +1202 442 3655
Fax +1651367 2404
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