
Session One | 29 June 2020

7th Meeting of the      
Inter-American Coalition 
for Business Ethics



Introductions by Principal 

Members / Technical Secretariat



Welcome Remarks

Mr. Ian Saunders

Deputy Assistant Secretary for 
the Western Hemisphere, U.S. 
Department of Commerce



Overview of 6th Meeting Outcomes and 
7th Meeting Agenda

Andrew Blasi

Technical Secretariat



Setting the Scene: The Coalition’s 
Achievements and Future Ambitions

Sergio Pinto

Chair, AdvaMed Latin America 
Compliance Working Group



Review and Discussion of Coalition Action 
Items from COVID-19 Webinar 

Nancy Travis

AdvaMed (USA)



Spotlight: 1st Latin America 
Health Ethics Forum (Spring 2021)

Carlos Gouvea

Executive President, CBDL & 
Executive Director, Instituto Ética 
Saúde



Looking Ahead to the 
2021 Summit of the Americas

Lynn Costa 

Senior Advisor, International 
Trade Administration, U.S. 
Department of Commerce



Overview of the Coalition’s Action Plan 
and Progress To-Date

Bruno Boldrin

Executive Director, ABRAIDI
(Brazil) 



Roundtable Discussion and Initial List of 
Coalition Action Plan Updates

Andrew Blasi

Technical Secretariat



Summarize Session One Outcomes 
and Session Two Plans



Session Two | 29 June, 2020

7th Meeting of the      
Inter-American Coalition 
for Business Ethics



Special Presentations on 2020 
Coalition Code of Ethics Updates



INTER-AMERICAN 
COALITION OF 
BUSINESS ETHICS

ADVAMED’S REVISED 
CODE OF ETHICS

Nancy S. Travis
Vice President, Global 
Compliance & Governance
AdvaMed

June 29, 2020



ADVAMED CODE REVISIONS
Background/Timeline

• Original AdvaMed Code launched in Sept. 2003 
(formerly HIMA Code, eff. January 1993)

• Revised & Restated AdvaMed Code launched in 
July 2009

• In the intervening 10 years:

– New government guidance; informative settlements 
& enforcement actions

– AdvaMed has issued additional guidance on critical 
topics (transparency, inventory management, PODs, 
etc.)

– Other life sciences associations (PhRMA, MTANZ, 
MedTech Europe, and others) have launched and 
revised their own codes

– AdvaMed launched AdvaMed Code in China, eff. 
January 1, 2016

Project Goals

• Update language to 
address challenges under 
existing Code, reflect 
evolving standards & 
business models

• Integrate existing 
AdvaMed guidance, where 
appropriate 

• Bring FAQs & examples 
current

• Improve readability & user 
friendliness in mobile 
environment



ADVAMED CODE REVISIONS (CONT’D)
Process

• Formed working group of 55+ attorneys and compliance 
officers to draft updates

• Collected feedback from stakeholders (physicians, medical 
societies, medical colleges/hospitals, supply chain 
organizations, sales organizations, former prosecutors)

• November/December 2018 – internal AdvaMed 
governance process to vet, review, and approve revisions 
to Code

• December 2018/January 2019 – communication plan to 
share revisions (and offer individualized training sessions 
to) provider groups, specialty societies, other life sciences 
associations, and relevant government agencies

• Approval & public notification – December 7, 2018 

• Effective date of revised Code – January 1, 2020

2019 Efforts

• Graphic artist to further enhance 
Code appearance 

• Created new FAQs & updated 
tools/resources

• Created virtual Code certification 
program

• Developed small company 
resources

• Enhanced Code enforcement and 
adjudication 

• Launched online Code training 
program

• Issued additional communications



ADVAMED CODE REVISIONS (CONT’D)

New Cover Page New Table of Contents New Graphics



ADVAMED CODE REVISIONS (CONT’D)

New Cornerstone Values New Interpretive Principles



ADVAMED CODE REVISIONS (CONT’D)
New Glossary New Summary: Value of HCP Interactions



ADVAMED CODE REVISIONS (CONT’D)

Introduction:  

• Consolidates existing Preamble and Code Compliance section 
• New defined terms:  Commercial Sponsorship; Educational Grant; Satellite 

Symposium; Third-Party Program; Third-Party Program Organizer
• Enhanced definitions:  Medical Technologies; HCP

Consulting:  
• Content remains primarily the same 
• Adds clarifying language on what is “legitimate need”
• Includes callout explanation of how to develop a 

fair market value methodology
• Explains why sales’ role is limited under the Code
• Adds callout box highlighting that physicians may 

have conflicts of interest that require mitigation
• Includes language requiring confirmation of 

services before making payment



ADVAMED CODE REVISIONS (CONT’D)
• Company Programs:  

• Consolidates existing sections on training & education and other business meetings 

• Parameters for all company-conducted programs

• Content remains largely the same, focused on setting, appropriate faculty, and legitimate need

• Third-Party Programs:  

• Merged existing sections on support for third-party educational, charitable, and research programs

• Educational Grants – content largely the same:

✓ Creates distinction between Educational Grant (funding to defray costs of putting on education) and Commercial 
Sponsorship (new terminology) (reasonable fee paid in exchange for ad/promo opportunities)

✓ Removes statement that conference organizer must be responsible for content, speakers, attendees, and materials, 
focusing instead on adhering to conference/accreditation standards that might apply

✓ Allows companies to send speaker to Third Party Program, provided the Third-Party Organizer sanctions it and 
appropriate disclosures are made

✓ Includes new “Educational Grant Review Process” checklist for companies to use when assessing whether to fund an 
Educational Grant

✓ Includes new FAQ indicating that companies can’t give HCPs any benefit that the company has received in exchange for 
its financial support of a third party’s program

✓ Includes new FAQs on satellite symposia and when it is OK to pay for travel/lodging for third-party program attendees

• Charitable Donations & Research Grants – Content is largely the same; incorporates existing FAQs; 
clarifies parameters for funding donations and research grant requests



ADVAMED CODE REVISIONS (CONT’D)
• Co-Conducted Education & Marketing:  

• New section on jointly-conducted education and marketing 
programs 

• Requires legitimate need for the program; appropriate company 
controls (including requiring HCP to meet company’s off-label                                              and 
HE&R guidelines); content should be balanced between                                                 HCP 
and company; equitable contributions towards activity                                                             
and cost; subject to written agreement)

• Travel:  

• New section that consolidates existing travel guidance, provides clarification on when travel 
is permitted (consulting, company training, legitimate need for meeting and HCP presence) 
and when travel is prohibited (general education; attending Third-Party Program; no 
legitimate need)

• Includes additional information on evaluating appropriate venues for meetings (central 
location, conducive to exchange of information, no top category or luxury hotels)

• Meals – Consolidates all guidance on meals into one section, adds language encouraging 
companies to develop meal policies & to review benchmarking information for support



ADVAMED CODE REVISIONS (CONT’D)
• Communications & Technical Support – Two new sections on:

• Describes principles for communicating information on 
unapproved or uncleared uses of products:

✓ Company representative must have appropriate expertise

✓ Communications must be truthful & non-misleading

✓ Information on off-label uses should be identified as such

✓ Includes note for Companies to reference existing guidance –
including judicial decisions – in developing policies

• Principles for company representatives providing technical 
support in the clinical setting 

✓ Must be present at the request & under supervision of HCP; 

✓ No medical decision-making; 

✓ Must comply with applicable patient privacy requirements; 

✓ Must comply with applicable hospital/facility policies; and 

✓ Cannot provide to eliminate an HCP’s overhead expense)



ADVAMED CODE REVISIONS (CONT’D)

• Demonstration & Evaluation Product:  
• Enhances existing language with clarity on when it is acceptable to 

provide evaluation products and contents of evaluation agreement
• Adds language that companies should be mindful of transparency 

requirements
• Adds language on consignment products and recommendations for 

controls 

• Branded Promotional Items; Entertainment & Recreation – content 
remains primarily the same

• Providing Coverage, Reimbursement and Health Economics Information –
content remains primarily the same



ADVAMED CODE:  FOCUS OF WORK IN 2020

• COVID Pandemic Compliance Guidance
• Affirming high standards of business ethics
• Ensuring donations, volunteers and training logistics (e.g. providing 

meals) are appropriate and transparent
• Communicating strong support from company leadership

• Education
• Medical Societies
• Third parties, particularly distributors

• Global Coalition Support
• Inter-American Coalition for Business Ethics
• Business Ethics for APEC SMEs Initiative
• GMTA Global Compliance Network



AMID Code of interactions with HCPs
Recent Improvements

• AMID members to ensure Commercial 
Intermediaries adherence to Code (written form)

• Demo Equipment → Maximum term  (1 year)

• Zero gifts policy → suppression of courtesies

• No sponsorship at Paradisiac places: addition of Puerto
Vallarta



• Annual training (October 2019)  
a. 250 distributors, 100 members

b. Panels with industry stakeholders / sharing of best business practices

c. Presence of the Mexico´s Department of Government Affairs (SFP)

• Partnership with Executive Secretary of the National   
Anticorruption System (SESNA): trainings

• Training to 180 Public Sector physicians “Centro Medico La 
Raza”

• Guidelines: Donations, procurement and factories

AMID Code of interactions with HCPs
Recent Actions



Review 2019 Coalition Member Association 
Report & Designing and Executing the 2020 

Coalition Member Association Survey

Ethan Gumpert

AdvaMed



Update on AdvaMed Distributor Working 
Group and Virtual Toolkit / Modules

Ethan Gumpert

AdvaMed



PROJECT CHARTER 

The AdvaMed Distributor Compliance Capabilities (ADCC) Project would consist of two 
separate and distinct Workstreams:

A. Creation of standard Distributor Compliance Program materials and implementation 
training/curriculum to be delivered to and implemented by distributor employees

B. Creation of an AdvaMed Strategy and Campaign to disseminate and drive adoption of 
Program by industry associations, distributor associations, and member companies



PROJECT PHASES 1 & 2: WORKSTREAM A

The AdvaMed Distributor Compliance Capabilities (ADCC) Project would consist of two 
separate and distinct Workstreams:

A. Creation of standard Distributor Compliance Program materials and implementation 
training/curriculum to be delivered to and implemented by distributor employees

Phase 1 (September - December) Draft Introductory Toolkit Material 
Phase 2 (February - April) Draft Substantive Toolkit Material

B. Creation of an AdvaMed Strategy and Campaign to disseminate and drive adoption of 
Program by industry associations, distributor associations, and member companies



WORKSTREAM A WORKING GROUP

Boston Scientific
❖ Pamela Panagian, Senior Manager, Communications, Training & Third-

Party Compliance (USA)

Cardinal Health
❖ Carmen Guerra Manager, Compliance Business Partner, LATAM (USA)
❖ Fernanda Garay, Mexico Legal Counsel (Mexico)

Edwards Lifesciences
❖ Tiffany Chang, Senior Manager, Compliance Policies, Training & 

Communications (USA)

Elekta
❖ Roberto Heckmann, Vice President & Regional Chief Compliance 

Officer, (USA)

Johnson & Johnson
❖Michelle Wagner, AdvaMed Working Group Chair, Global Lead, Third-

Party Intermediary & Supply Chain Compliance (Australia)

Zimmer Biomet
❖ Daniel Bork, Vice President, Global Third-Party Compliance (USA)

Medtronic
❖ Nieves Liste, Senior Director, Global Channel Compliance (Spain)
❖ Eulalia Mesanza Costa Global Channel Compliance, Finance & Business 

Controller, EMEA (Spain)
❖ Jose Ayala, Program Director, Global Compliance (USA)

Smith & Nephew
❖ Caterina Szafranski, Compliance Senior Director Latam & Global Third-

Party Compliance (Colombia)

Stryker
❖ John Roudabush, Senior Director, Global Indirect Channel 

Management (Switzerland)

Wright Medical
❖ Tamara Tubin, International Compliance Director, Corporate 

Compliance (Switzerland)

AdvaMed Distributor Capacity Building Working Group



WORKSTREAM A: PROGRESS

Global Distributor Compliance Toolkit - Conception

Phase 1
1. Gathered existing company and association material
2. Worked through and re-drafted existing material to narrow concept and build foundation
3. Completed introductory material and created the Key Areas of Global Compliance



WORKSTREAM A: PROGRESS

Global Distributor Compliance Toolkit - Conception & Creation

Phase 1
1. Gathered existing company and association material
2. Worked through and re-drafted existing material to narrow concept and build foundation
3. Completed introductory material and created the Key Areas of Global Compliance

Phase 2
1. Gathered remaining existing material
2. Built substantive toolkit material upon the foundational intro material and Key Areas 

concept



THE TOOLKIT TODAY

Material

Key Areas of Global Compliance Intro Deck

Global Distributor Toolkit Postcard

Global Distributor Center Webpage Front

Templates & Forms Overview

Global Distributor Compliance Toolkit Compendium

Recognizing Government Officials Identifying Conflicts of Interest Preventing Bribery & Corruption Keeping Good Books & Records Interacting with HCPs & GOs Reporting a Concern

Definition Definition & Examples Definition & Example Musts & Must Nots Definition & Examples Contact Info 

Five Principles

Training Slide(s) Examples Meals

Gifts & Entertainment

Charitable Donations

Sponsorship of an Individual HCP

Research & Education Grants

Public Tenders

Demonstration Products & Samples

Example Scenarios

Case Studies Parisian Surgeon Your Spouse Product Training Documenting Dinner Business Dinner

Public Tender New Sales Rep Conference Booth Hiding Illegal payments Small Talk

Know Your Customer Customs Official Financial Controls & Bookkeeping Travel Request

Procurement Officer Concert Tickets

State Monument

Free Samples

Infographic Identifying Conflicts of Interest Preventing Bribery & Corruption Keeping Good Books & Records Interacting with HCPs & Gos

Templates & Forms COI Declaration Self Certification Form Expense Reimbursement Form HCP Meeting, Event or Training Packet

Sponsorship Packet Notification on Use of Sub Distributors HCP Sign-in Sheet

Grant or Donation Packet

Guidance Due Diligence Quick Check Keeping Good Books & Records Guidance Code of Conduct

Other Do's & Don’ts Brochure Speak Up Postcard

Introductory Slide(s)

Overview Material – 5 assets Digital Drafts – 2 assets
• 360 Articulate GDC Toolkit
• AdvaMed Global Distributor Center

Toolkit Content – 51 assets

https://360.articulate.com/review/content/7d303953-f281-4875-b32c-28b95b955006/review
https://www.advamed.org/issues/code-ethics/global-distributor-center


EXAMPLES: OVERVIEW MATERIAL

Toolkit material overviews Webpage menu/landing page



EXAMPLES: INTRO & TRAINING SLIDES

Definitions Do’s and Don’ts



EXAMPLES: CASE STUDIES

Multiple choice challenges Scenario studies



EXAMPLES: INFOGRAPHICS



EXAMPLES: TEMPLATES & FORMS

Communication templates Request forms



EXAMPLES: GUIDANCE

Detailed best practices/principles Summary guidance/code of conduct



EXAMPLES: DIGITAL DRAFTS

360 Articulate GDC Toolkit AdvaMed Global Distributor Center

https://360.articulate.com/review/content/7d303953-f281-4875-b32c-28b95b955006/review


THE TOOLKIT TODAY – QUESTIONS & DISCUSSION

Overview Material – 5 assets Digital Drafts – 2 assets
• 360 Articulate GDC Toolkit
• AdvaMed Global Distributor Center

Toolkit Content – 51 assets

Material

Key Areas of Global Compliance Intro Deck

Global Distributor Toolkit Postcard

Global Distributor Center Webpage Front

Templates & Forms Overview

Global Distributor Compliance Toolkit Compendium

Recognizing Government Officials Identifying Conflicts of Interest Preventing Bribery & Corruption Keeping Good Books & Records Interacting with HCPs & GOs Reporting a Concern

Definition Definition & Examples Definition & Example Musts & Must Nots Definition & Examples Contact Info 

Five Principles

Training Slide(s) Examples Meals

Gifts & Entertainment

Charitable Donations

Sponsorship of an Individual HCP

Research & Education Grants

Public Tenders

Demonstration Products & Samples

Example Scenarios

Case Studies Parisian Surgeon Your Spouse Product Training Documenting Dinner Business Dinner

Public Tender New Sales Rep Conference Booth Hiding Illegal payments Small Talk

Know Your Customer Customs Official Financial Controls & Bookkeeping Travel Request

Procurement Officer Concert Tickets

State Monument

Free Samples

Infographic Identifying Conflicts of Interest Preventing Bribery & Corruption Keeping Good Books & Records Interacting with HCPs & Gos

Templates & Forms COI Declaration Self Certification Form Expense Reimbursement Form HCP Meeting, Event or Training Packet

Sponsorship Packet Notification on Use of Sub Distributors HCP Sign-in Sheet

Grant or Donation Packet

Guidance Due Diligence Quick Check Keeping Good Books & Records Guidance Code of Conduct

Other Do's & Don’ts Brochure Speak Up Postcard

Introductory Slide(s)

https://360.articulate.com/review/content/7d303953-f281-4875-b32c-28b95b955006/review
https://www.advamed.org/issues/code-ethics/global-distributor-center


THE TOOLKIT TOMORROW

Global MedTech Distributor Center

Global Compliance Toolkit
• Digitization

• Graphic re-design
• Translations

• Toolkit utilization tutorials
• Searchable indexes of material

Global Compliance Institute
• Online training courses

• Phased/maturity learning
• Mechanism to track 

training progress/level of 
compliance program 
maturity

Global Distributor Database
• Database listing all 

distributors trained & 
level of training

• Distributor profiles that 
list the above plus:

• Region
• Products
• Contact 

information
• Robust search functions 

to maximize utility for 
manufacturers seeking 
ethically-minded 
distributors



THE TOOLKIT TOMORROW – QUESTIONS & DISCUSSION

Global MedTech Distributor Center

Global Compliance Toolkit
• Digitization

• Graphic re-design
• Translations

• Toolkit utilization tutorials
• Searchable indexes of material

Global Compliance Institute
• Online training courses

• Phased/maturity learning
• Mechanism to track 

training progress/level of 
compliance program 
maturity

Global Distributor Database
• Database listing all 

distributors trained & 
level of training

• Distributor profiles that 
list the above plus:

• Region
• Products
• Contact 

information
• Robust search functions 

to maximize utility for 
manufacturers seeking 
ethically-minded 
distributors



LAST NOTE – WORKSTREAM B IS YOU

The AdvaMed Distributor Compliance Capabilities (ADCC) Project would consist of two 
separate and distinct Workstreams:

A. Creation of standard Distributor Compliance Program materials and implementation 
training/curriculum to be delivered to and implemented by distributor employees

B. Creation of an AdvaMed Strategy and Campaign to disseminate and drive adoption of 
Program by industry associations, distributor associations, and member companies



Summarize Session Two Outcomes 
and Session Three Plans



Session Three | 30 June 2020

7th Meeting of the      
Inter-American Coalition 
for Business Ethics



Discussion on Coalition Collaboration with the 
Americas Business Dialogue (ABD) and the 

Inter-American Development Bank (IDB)

1. Measuring the Positive Impact of Ethical Conduct 

2. Government Strategies to Encourage Ethical 
Business Conduct 

3. 2021 Summit of the Americas



Concluding Remarks from Coalition 
Executive Committee Members

Bruno Boldrin

ABRAIDI (Brazil)



Concluding Remarks from Coalition 
Executive Committee Members

Marisol Sanchez 

& Gildardo Romero

ANDI-CDMIS (Colombia)



TRAINING AND EDUCATION COMMUNICATION- COVID 19

Ethic Code release, socialization and certification..

http://www.andieticadispositivosmedicos.co
m/.

We have 1.667 people trainned

New and up comming regulation related COVID 19
crisis.

Affiliate companies found daily reports extremely
valued add to implement new regulation and internal
control as required.

COLLABORATION- ANDI ETHICS COMMITTEE

MEETING

COMPLIANCE ENVIROMENT

• Monthly meetings – Collaborative effort focus on
resolution of inquires made by affiliate or not affiliate
companies as well individuals.

• 3 sub committees focus on key aspects of Ethics Code:
Industry and HCPs relationship; Products and
Interactions.

• 5 inquires have been resolved related ethics code
application. No allegations at this time.

• Focus on Ethics programs

• Transfer of value reports

• Investigations on going due to overcosts and other
corruption issues increaaed during pandemic time.

http://www.andieticadispositivosmedicos.com/


Ethics Code release 
project kick off.

Neurobusiness
communication
strategy

Socialization: 5 cities, 
more than 150 Indirect 
channels ; Distributors 
replicated  this 
conference in their 
2020 Kick off meeting.

Ethics Code  Launch 
and  certification ; 
available  at ANDI 
website : As of today  
more than 30 
companies and  1667
individuals have been 
certififed.

CODE OF ETHICS JOURNEY 



We are

DRIVENAliados 20-24

CODE OF ETHICS

SOCIALIZATION AND 
TRAINING



We are

DRIVENAliados 20-24

•It is very valuable that Colombia and the other countries of the Coalition have worked

constantly to achieve an alignment with the Bogotá Principles in a visible and tangible way

(Integrity, Independence, Transparency, Legitimate Interest, Accountability and Excellence).

• In times of Pandemia, strengthen the messages in favor of the Good Business Practices

between the Government and the Private sector through public-private meetings (avoid

Corruption and the opportunism of the New providers).

•Align concepts between the different codes of ethics, establishing a criteria unification

schedule.

•maintain a scoreboard as the most valuable and tangible thing Advamed has in order to

follow up on initiatives

PRINCIPAL CONCLUSIONS FOR THE ACTION PLAN



We are

DRIVENAliados 20-24

• Make our ethical commitment visible with the government

•Advance through the training and certification process of the Code of Ethics, locking 

for increasing the companies engaged with the ethic´s code

•Extend to stakeholders (scientific societies, health professionals and non-affiliates -

companies and distributors) good practices and business ethics

•promote and seek that companies committed to the Association to multiply the 

compliance message

COMMITMENTS

AND CONCLUSIONS



Concluding Remarks from Coalition 
Executive Committee Members

Claudia Freyre
AMID (Mexico)

Ana Riquelme
AMID (Mexico)



Concluding Remarks from Coalition 
Executive Committee Members

Nancy Travis

AdvaMed (USA)



Summarize Coalition 
Meeting Outcomes



Planning for the                                
8th Inter-American Coalition 

Meeting and AdvaMed Digital 
MedTech Conference


