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Moderator:  Mr. Stephan Ekmekjian, MEDEC (Canada)  
 
Panelists: 
1. Mr. Mario Mongilardi, President, COMSALUD (Peru) 
2. Ms. Zhang Beibei, CCCMHPIE (China) 
3. Ms. Johanna Gulle, PAMDRAP (Philippines) 
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Session Two: Best Practices for Low Cost 
Implementation of your Code of Ethics 

Objective:  Strategies for associations and companies, in particular 
small and resource-constrained enterprises, on how to implement 
high-standard codes at little or no cost.   

This session will provide practical evidence and examples to reject 
perceptions that implementing ethical practices is too costly or time 
consuming for organizations. 

 

Structure:  Breakout Team Exercise. 

 

Output:  Module/Toolkit of resources for medical device companies, 
particularly SMEs, which demonstrates the value of high-standard 
ethics and best practices for low cost implementation of a code of 
ethics. 

 

 

 

 

 

 

 



Session Two: Best Practices for Low Cost 
Implementation of your Code of Ethics 

 Anti-corruption laws and enforcement of those laws is becoming 
more aggressive. 

 Violating current anti-corruption laws could lead to: 

 governmental investigations 

 civil lawsuits 

 financial costs associated with investigations, litigation and 
government oversight 

 reputational harm and public embarrassment, leading to loss of 
competitive advantage and consumer trust 

 disruption and loss of business 

 

 

 

 

 

Why is a Code of Ethics Necessary? 

 

 

 



Session Two: Best Practices for Low Cost 
Implementation of your Code of Ethics 

 Civil/criminal penalties, include: 

 jail sentences 

 loss of profits (disgorgement) 

 loss of contracts, permits or licenses 

 exclusion from government-run tenders 

 assignment of compliance monitors 

 

 

 

 

Why is a Code of Ethics Necessary? (cont.) 

 

 

 



Session Two: Best Practices for Low Cost 
Implementation of your Code of Ethics 

 Meets legal and regulatory expectations 

 Protects company from legal/financial harm 

 Creates a productive corporate culture 

 Enhances employee morale, productivity and retention 

 Competitive advantage 

 Creates foundation for long term corporate sustainabilty 

 Reduces cost of capital 

 Increases shareholder value 

 Attracts customers and institutional investors 

 Protects company reputation  
 

 

 

 

Benefits to SMEs of Ethical Behaviour 

 

 

 



Session Two: Best Practices for Low Cost 
Implementation of your Code of Ethics 

A “toolkit” comprising the following material: 

 

1. Third party due diligence checklist to enable this work to be  
“in-sourced” 

2. Speaking up policy 

3. “Decision tree” 

4. “Tips and tricks” on how to establish the “Tone from the Top” in the 
SME context 

5.  A communication strategy around ethics and compliance and the 
adoption of the code, together with communication materials 

 

 

 

 

 

 

 

 

Output from Session Two 
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LUNCH BREAK 
(Luzon Room – Upstairs) 

 

12:00 – 13:00 
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Session Three: Associations as Agents of 
Change for Members & Non-Members 

  
 

 

 

 

Leads: 
• Ms. Nancy Travis, AdvaMed (United States) 
• Ms. Andrea Perez, AMID (Mexico) 



Background 
• Members of the U.S. Congress grew 

concerned about potentially inappropriate 

payments to doctors in the healthcare sector 

 

• In 2008 Congress held a hearing to determine 

whether manufacturers & distributors of 

medical devices, drugs, biologicals and medical 

supplies should track and report payments and 

transfers of value provided to physicians and 

teaching hospitals. 

Case Study 
• The Advanced Medical Technology Association 

(AdvaMed) has a Code of Ethics, which each 

member of the Board of Directors has pledged to 

uphold. 

 

• The AdvaMed Code provides member companies 

with guidance on their interactions with Health Care 

Professionals (HCPs) to ensure that collaborative 

relationships meet the highest ethical standards, 

and medical decisions are based on the best 

interests of the patient. 

 

• It covers a wide variety of interactions, including 

consulting arrangements, training & education, 

meals & travel, and provision of educational items & 

demonstration products, requiring a legitimate 

business justification for the interaction and a fair 

market value limitation to the exchange.  

 

• The Code is in part based on U.S. Government 

guidance and has been recognized by federal and 

state government officials, including in the 

Massachusetts, Connecticut, & Nevada medical 

device marketing law requirements.   

AdvaMed 

Questions 
 

• What risks are there in releasing such data to 

the public? 

 

• How can companies and the association use 

the code of ethics to mitigate those risks? 



Background Case Study 
• The Mexican Association of Innovative Medical 

Devices Industries (AMID) has a Code of Ethics 

and a Code of Interaction with Healthcare 

Professionals. Companies are required to comply 

with these Codes in order to retain their 

membership or to become a member of the 

association. 

• Each company has their own Code of Ethics which 

is aligned with both Codes of AMID. 

• All distributors from each  member company  have 

to Comply with both Codes of AMID. 

• The Company Pharmaceutical Alfa is member of 

AMID. 

• The Company Laboratories Beta is a local 

company with more than 50 years of operations in 

the country and aiming to become the leading 

distributor of Pharmaceutical Alfa. 

• Laboratories Beta is not member of AMID 

 

*The costumers/clients represents more than  40%  

of the total sales of each Company.  

AMID 

Questions 
 

• How do you think Pharmaceutical Alfa 

decided to solve the situation? 

 

• How do you think  Laboratories Beta decided 

to solve the situation? 
  

Pharmaceutical Alfa and Laboratories Beta, both 

received requests from their major 

customers/clients (i.e. Hospitals, Doctors, Clinics, 

etc.)* asking to the commercial team for 

“obligatory contributions” in cash or payments in 

kind in order to carry out all sort of social events 

or holiday celebrations. In both cases, the 

distributors of these companies have also 

received the same requests. The 

customers/clients mentioned if the companies 

grant this “obligatory contributions” they will have 

a preferential treatment, otherwise payments will 

be retained.  
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Pharmaceutical Alfa 

 

 Decided to communicate and escalate the situation to AMID. Therefore, AMID in 

compliance with its Code of Ethics and the Code of Interactions with HCPs, formulated a 

letter supported by all associated companies which expressed the impossibility of giving 

any gift in cash or payment in kind. The letter was circulated among all associated 

companies which, at the same time, circulated it to all its customers/clients in order to let 

them know the position of the industry. 

 

Results 

 The business relationship was not affected 

 

 Background and precedents of good practice where established among member 

companies and the industry. 

 

 Established foundations of a strong culture of compliance and fair competition in the 

market. 

 

 No further requests of this nature where asked. 

 

Solution 



Solution 
Advanced Medical Technology Association 

 

• Working with member  companies, developed a robust advocacy campaign to 

convey the benefits for innovation of collaboration between companies and 

healthcare providers   

 

• In meetings with lawmakers and regulators: 

 

o Used the Code of Ethics as a tool to educate members on the value of this 

collaboration for product development and improvement  

 

o Highlighted the Code of Ethics as a guide to ensure these relationships 

are conducted in the appropriate manner 

 

o Built confidence in the good will of the industry and the association 

through the Code of Ethics 

 



Oct ‘11 

•Submission of interstakeholder letter to HHS Secretary 
Sebelius (raised delayed implementation) 

Nov ‘11 

•Communications with Senate staff regarding “costs” of 
delayed regulatory guidance & proposed implementation 
postponement 

Dec ‘11 

•Submission of written testimony to Committee members 
for Senate Special Committee on Aging Hearing, “Parting 
the Clouds 

Feb ‘12 
•Submission of comments in response to Proposed Rule 

Apr-Jun 
‘12 

•Meetings with CMS & Senate Staff 

Aug ‘12 

•Letter to CMS urging publication of Final Rule (in 
conjunction with other industry associations) 

Sep ‘12 

•Written testimony for Senate Aging Roundtable on 
Sunshine Implementation 

Timeline of AdvaMed’s Sunshine Engagement 

Dec ‘07 
•Advocacy work to shape legislation 

Feb ‘08 
•Testimony before Senate Special Committee on Aging 

Mar 
‘08-10 

•AdvaMed approval of consensus Sunshine positions 

Apr ‘10 

•Formation of Interdisciplinary Working Group to 
prioritize implementation issues; develop policy 
recommendations 

Mar ’11 
•Participation in CMS Special Open Door Forum 

Apr ‘11 
•Meeting with CMS to discuss Recommendations 

Jul ‘11 

•Letter to CMS setting out AdvaMed’s Consensus 
Sunshine Implementation Reccomendations  



The Device Industry  
Difference 

Physician-Industry Interactions: 

A Pathway to Innovation 



The AdvaMed Code as a Tool to Support Innovation 

Sections of the AdvaMed Code 

I.  Preamble:  Goal and Scope of the AdvaMed Code 

II. Code of Ethics Compliance 

III. Company-Conducted Product Training and Education 

IV. Supporting Third-Party Educational Conferences 

V. Sales, Promotional, and Other Business Meetings 

VI. Consulting Arrangements with Health Care Professionals (HCPs) 

VII. Prohibition on Entertainment and Recreation 

VIII. Modest Meals Associated with HCP Business Interactions 

IX. Educational Items; Prohibition on Gifts 

X. Provision of Coverage, Reimbursement & Health Economics Info 

XI. Research and Educational; Grants and Charitable Donations 

XII. Evaluation and Demonstration Products 



Results 
Patient Protection and Affordable Care Act (PPACA) signed into law in 2010 

 

• Includes many of AdvaMed’s recommendations 

 

• Requires medical device manufacturers to report “payments or other transfers of value” to 
“covered recipients” 

o Payments or other transfers of value means a transfer of anything of value.  Certain 
identified payments/transfers excluded, e.g., those less than $10/$100 annual 
aggregate, certain educational materials, in-kind items for charity care  

o Covered Recipients are limited to physicians and teaching hospitals 

o Reportable information includes name and address of covered recipient, amount + date 
of payment, form of payment (e.g., cash, stock), nature of payment (e.g., consulting 
fees, gift, entertainment 
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Sample Code of Ethics  
based on the Kuala Lumpur Principles 



Sample Code of Ethics Training Slide Deck 



Sample Code of Ethics Comprehension Quiz 
Courtesy of MEDEC, Canada’s Medical Technology Companies 



Sample Certification Form 



Sample FAQs 
Courtesy of the Advanced Medical Technology Association 



Sample Postcard on the Code of Practice for HCPs 
Courtesy of the Medical Technology Association of Australia 



Sample Brochure on the Code of Practice for HCPs 
Courtesy of the Advanced Medical Technology Association 



Sample Article 
Courtesy of the Medical Technology Association of Australia 



Sample Decision Trees 
Courtesy of the Advanced Medical Technology Association 



Sample Notice on Information Service 
Courtesy of the Medical Technology Association of Australia 



Examples of Code of Ethics Logos 

* In the past, MTAA offered a Code of Practice Licence to companies that demonstrated the highest level of commitment to 
ethical compliance. In 2014, the Licence was suspended following an external review of the Code of Practice .  MTAA’s Code 
Authority is currently developing an updated strategy to promote the program and broader awareness of the Code of Practice. 

* 



AdvaMed Compliance mobile app  

▶ Tools to assist in interactions and 
discussions with HCPs 

– Code Navigator 

– Mobile Reference 

▶ Global Tools 

– Medtech Industry Codes & Crosswalks 

– Direct Sponsorship 

– SMI Compliance 

▶ Reference & Training Resources 

– Compliance Contacts search 

– List of Certifying Companies 

– Code Brochure & Training Slides 

▶ Benchmarking Survey Tool 

▶ Launched May 15  via iTunes App store 
for free download:  
https//appsto.re/us/Otjl7.i 

 

Sample Code of Ethics App 
Courtesy of the Advanced Medical Technology Association 

Now available for IOS 
devices (iPad, iPhone 
& iPod Touch) 



 

COFFEE & NETWORKING BREAK 
 

15:00-15:30 

 

 

 



 

SESSION FIVE 
 

Managing Third Parties – How 
SMEs Can Get it Right 

 
Session Lead: Lori Reber, Smith & Nephew 

 

 
 

 

 



 

SESSION SIX 
 

How Can APEC Governments Help?  
Moderator: Kathleen Hamann (United States) 
Discussant: Dato’ Hafsah Hashim (Malaysia) 
Discussant: Dr. Marietta Baccay (Philippines) 
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Remarks on Emerging Trends and Issues: 
• Ms. Jane Wurth, MTAA (Australia)  
 

Review of Plenary Session Procedures: 
• Ms. Patricia Wu, C&M International (United States) 

 
Workshop Group Photograph 



Emerging issues and trends in  
the medical device sector  
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Business Ethics for APEC SMEs Initiative 

 As a result of the APEC initiative, codes of 
ethics have been adopted and are 
undergoing implementation by more than 
65 biopharmaceutical and medical device 
industry associations from 19 APEC 
member economies, representing more 
than 14,000 enterprises (10,000+ SMEs). 

Progress so far 

 

 

 



Current issues 

Gifts 

Direct sponsorships 
 

 

 

 

 

 

 

 

 

 

 



Future-proofing the industry 

How can all of us champion 
the importance of business 
ethics in the APEC region? 

Where will we be 5, 10, 20 years 
from now? 
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