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General Information

« Virtual guests:
* Please keep yourself muted throughout the duration of the session.
» Use the chat box for any questions or comments.
» Once the Ethics Coalition session is complete, please use the same link to connect to the session for the
Regulatory Coalition.
« If you have any technical difficulties accessing the meetings during the day of the event, please contact:
leticia@interamericancoalition-medtech.org

* In-person guests:
« Simultaneous translation in Spanish and Portuguese is offered for all hybrid
Coalition activities. Please connect your device to the meeting Zoom using the
QR code (such as a cell phone or laptop) along with headphones. Please keep
your mic muted once connected.
* WIiFi details (Andrew to share)
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Welcome to Boston: “Health Innovation Capital of the United States”

@ Leading global city in healthcare innovation, from
research and development to providers

HHHE Over 120 health information technology and digital
health companies
centers

ﬂ Home to 25 hospitals and 20 community health
$ Received most National Institutes of Health funding
of any U.S. city in the last 21 years
@ Healthcare and social assistance industry accounts
for over 18% of the city’s total employment

State of Massachusetts has more residents covered
by insurance than any other state in the U.S. (98%)
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8:00 — 8:05 am: Opening Welcome Remarks

Christopher White
General Counsel & Chief Policy Officer
Advanced Medical Technology Association
(AdvaMed)
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Andrew Blasi
Executive Secretary
Inter-American Coalition for Business Ethics in
the Medical Technology Sector
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* Ethics pillar in Americas RISE for Health  Primary Outcomes through 2023:

* 9™ Coalition Meeting @ Summit of the Americas 1. Demonstration of code implementation by

the companies of each Coalition member
» Presentation to Trade Ministers

2. Launch/Implementation of multi-

» Session on Brazil Procurement Law with CGU stakeholder partnerships to uphold the
and Ministry of Health Bogota Principles

» Update on Global Distributors Compliance 3. Coalition Resource Guide on government
Toolkit utilization in Latin America strategies to encourage ethical business

conduct + 1-2 pilots
e Distributors Compliance Trainings
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Prioritizing Government Strategies to Encourage
Ethical Business Conduct:

Advocacy for Integrity Requirements in Public
Procurement of Health Products
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Needs
assessment and
market analysis
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= Lack of adequate needs assessment
= Influence of external actors on officials decisions
= Informal agreement on contract

Planning and
budgeting

Development of
specifications/
requirements

Choice of
procurement
procedure

Source: OECD

= Absence of public notice for the invitation to bid
* Evaluation and award criteria are not announced
* Procurement information isn’t disclosed and isn’t made public

Request for
proposal/bad

Bid submission La[:k_ of cnm;_)etmgn Of cases of collusive bidding (cover bidding, bid suppression, bid

= Abuses of the supplier in performing the contract, in particular in rela

Tendering phase

price and tining:
Bid evaluation # Substantial change in contract conditions to allow more time and
Q ] the bidder
_uﬂu Contract #* Product substifution or sub-standard work or service not meetin;
= management/ specifications
=, performance # Theft of new assets before delivery to end-user or before being 1
Contract E » Deficient supervision from public officials and/or collusion betv
award = supervising officials
*-'é » Subcontractors and partners chosen in an on-transparent way or
= = Deficient separation of financial duties and/or lack of supervision of |
leading fo:
Order and # False accounting and cost misallocation or cost migration betwe
payment # Late payments of invoices

= False or duplicate invoicing for good and services not supplied and fo
advance entitlement
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OECD Focus Areas in Public Procurement

INTEGRITY
R PACTS
st IN THE EU:

¢ Transparency

C . SUITABILITY,
¢ Stakeholder participation SETUP AND
*  Accessibility IMPLEMENTATION
¢ E-procurement CONTRACTRG FROECTS

¢ Oversight and control

INTEGRITY
PACTS ELI
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What about Ethics & Compliance Programs as a
requirement for contracting with the public sector?

« Already extensive/growing requirement for contracting between private sector entities.

« United States: Federal Acquisition Regulation was amended in 2008 to require contractors to have a
written code of ethics, an employee ethics and compliance training program, and an internal control
system (for contracts exceeding USD 5.5 million)

« Brazil: Procurement Law No. 14133 was passed in 2021 requiring bidders winning contracts of BRL

200 million to implement an integrity program within six months. The existence of this program functions
as a tie-breaker criterion.

 Key Questions for Requirements: How are compliance programs evaluated? Who is responsible for this
evaluation? Do all countries have qualified staff to evaluate these programs? Is there any type of ongoing
monitoring or regular assessment?
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What about Ethics & Compliance Programs as a
requirement for contracting with the public sector?

 What is your country’s approach?
« Have you seen any recent developments in this area?

« How can Coalition members best advocate for integrity requirements in
public procurement?

« Should members advocate for lower financial thresholds where integrity
requirements exist?
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Brief Status Updates / 2023 Ethics Priorities

by Coalition Members and Partners
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2023 Coalition Meeting Schedule:
Considerations for Location and Timing
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Summary of Outcomes and Next Steps
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Coffee and Tea
Networking Break




