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Live Polling Instructions

Text Option Polling Instructions:
1. Text Account Name PC173 to 22333
2. When a poll is shown, text your response.
3. Type “Leave” to exit the account.  This must be done before you can 

enter a new one. 

Guidebook Polling Tool Instructions:
1. Download the conference app using the instructions on the cover of 

your agenda.
2. Select Live Polling from the menu in the conference app.
3. Enter username PC173 and click join
4. When a Poll appears, select your response. 
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Introductions 5

Jonathan Glazier
Senior Legal Counsel, US 
Compliance Lead
Philips Electronics North 
America

William Hrubes
Vice President, Chief 
Compliance Officer 
ACell, Inc.

Andrew Van Haute 
Associate
Sidley Austin LLP

Matt Wetzel
Vice President and Assistant 
General Counsel
AdvaMed

Becky Osowski
Senior Manager, Fraud 
Investigation & Dispute 
Services, Life Sciences
EY



Recent Enforcement Trends
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Sampling of AKS Enforcement Against Device Manufacturers
8

Manufacturer Alleged Activities Settlement Amount Date

Shire / Advanced 
BioHealing

Paid kickbacks to doctors and hospitals in 
the form of meals, entertainment, and 

travel; free product; consulting 
arrangements, etc.

$350 million January 2017

Hollister and Byram 
Healthcare

Paid unlawful kickbacks to supplier to induce 
supplier to conduct marketing promotions 

and conversion campaigns designed to refer 
patients to the manufacturers’ products.

$20.9 million April 2016

Olympus Paid kickbacks to doctors and hospitals in 
the form of free equipment, grants, 

consulting arrangements, etc. 

$646 million March 2016 

Coloplast Paid kickbacks to medical suppliers in the 
form of cash incentives, known as “spiffs”, in 

return for marketing promotions and 
conversion campaigns.  

$3.6 million December 2015

Ev3 Advised hospitals to use its Silver Hawk 
Plaque Excision System on an inpatient 

basis, thereby enabling them to bill Medicare 
for more money

$1.25 million February 2015 

Biotronik Paid kickbacks to physicians, caused 
hospitals and ambulatory surgery centers to 

submit false claims to Medicare and 
Medicaid for the implantation of Biotronik 

pacemakers, defibrillators and cardiac 
resynchronization therapy devices

$4.9 million November 2014 



Key Areas of Government Concern
Consulting relationships in all forms

Meals, travel, entertainment for physicians

Co-Marketing activities

Equipment loans and free devices

“Sham” data fees and royalties

Gifts to physicians and their family members

Sponsored product training and conferences

Charitable donations
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Enforcement: 2016 Olympus Settlement
In March 2016, Olympus Corp. of the Americas (“Olympus”), agreed 
to settle with the U.S. Department of Justice (“DOJ”) for $646 
million, including $623.2 million to resolve criminal and civil 
allegations that Olympus violated the Anti-Kickback Statute (“AKS”) 

Olympus also entered into a 3-year deferred prosecution agreement (“DPA”) 
and a Corporate Integrity Agreement (“CIA”) with the Department of Health 
and Human Services, Office of Inspector General (“OIG”)

To induce customers to purchase Olympus products, Olympus 
offered and/or paid illegal remuneration to customers in the form of:

Free equipment and devices and service agreements
Consulting payments  
Sham “honorarium” and “speaker” arrangements  
Grants to physicians  
Meals and entertainment, facilitated by significant stipends to sales 
representatives
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Key Areas of Government Concern
Significantly, the criminal complaint alleges that the improper 
payments occurred during a time when Olympus lacked training 
and compliance programs that were commonplace at other 
medical and surgical products companies
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“The Department of Justice has longstanding concerns about 
improper financial relationships between medical device 

manufacturers and the health care providers who prescribe or 
use their products…Such relationships can improperly influence 
a provider’s judgment about a patient’s health care needs, result 

in the use of inferior or overpriced equipment, and drive up 
health care costs for everybody.”

Principal Deputy Assistant Attorney General Mizer (Mar. 2016)



Recent Enforcement Trends: Areas to Watch

Narrowing view of discount safe harbor

Value-based arrangements

Email monitoring requirements in CIAs
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Recent Enforcement Trends: Discounts

Coloplast/Hollister/Byram: 2012 FCA complaint alleged 
kickbacks in the form of “illegal price reductions” to DME 
suppliers

While the government has not intervened, it has submitted 
statements of interest on several issues, including what 
does—and does not—constitute a discount under the AKS 
safe harbor
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Recent Enforcement Trends: Value-Based 
Arrangements

Government has expressed enthusiasm for value-based 
arrangements, but has not provided guidance instructing 
manufacturers how to structure them

No public enforcement in this area; new safe harbors 
requested by industry

OIG Advisory Opinion 17-03 (August 18, 2017)

14



Recent Enforcement Trends: CIA 
Requirements

Recent CIAs entered into by device manufacturers (e.g., 
Olympus, Cardiovascular Systems, EndoGastric) require 
monitoring of internal emails of sales personnel

15

XXX



Industry Perspectives
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Building a monitoring program

Where do we start?
As a Covered Manufacturer, we are all likely reporting 
transfers of value to the Government

o The Government has the ability to mine that data, compare it 
with other data and identify trends

o Being proactive in the identification of potential fraud, waste 
and abuse helps to better prepare the organization
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Building a monitoring program

The Philips story
18,000 expense reports per month; 175,000 distinct 
events

Targeted three areas as a start:
o Business meals

o Interactions with Government Officials

o Sunshine reporting

o Leverage reporting systems (e.g., Concur) to begin to 
generate reporting
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Building a monitoring program
The low hanging fruit has value

Focus on accuracy of the data
o Use of data mining and key word searches to identify data 

inconsistencies

Data reporting to flag transactions for review
o Venue 
o Excess spend / over the meal limit
o Split expenses
o Outlier data – top spenders, top recipients, top entities (# and $)

Expand to other payment sources
Evaluation equipment, clinical research, donations, etc.
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Example Monitoring Report 22



Taking it Global

Objective:
To create a Group-wide Monitoring of Business 
Interactions and Sample Testing program in order to 
identify, detect and prevent fraud, waste and abuse 
among the identified risk areas globally

o Use risk-based approach to prioritize resources and areas of 
focus

o Leverage and significantly improve existing infrastructure
o Use US monitoring experience as basis for pilot
o Based on pilot learnings and local needs, further deploy market- 

per-market
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Taking it Global

Domains
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Anti-Bribery & Anti- 
Corruption

Healthcare 
Compliance

Export Control & 
Sanctions

Data Privacy

Antitrust

Identified in risk assessment as 
priority areas for monitoring program 
via available data*    

Identified as secondary focus area. 
Monitoring in next phase based on 
learnings from phase 1

Area where hard controls are already 
strongly embedded in processes

Monitoring is one the fundamental elements of any compliance program and the goal is to 
understand and lower Philips risk exposure by focusing on the highest impact areas. 

Data Sources



Use of technology

Global Legal Compliance App
Provides general guidance:

o Code of Conduct

o Antitrust

o Privacy

o Export Controls

o Anti-bribery / Anti-corruption

o Available for download on Android, Apple and Windows 
platform devices on Philips and personal mobile devices
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Use of technology
Enhancements to address Healthcare Compliance

Pilot launch in 10 countries
Content available in 10 languages
Users answer questions like:  

o I would like to engage an HCP licensed in [country] in [activity]

Content includes guidance from regional codes of 
conduct (e.g., COCIR, MedTech, AdvaMed China)
Cost effective alternatives:

o AdvaMed App
o Decision Trees
o Flow Charts
o If/Then
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Mexico, 
USA, Brazil India, 

Singapore

France, 
Germany, 
Spain, Russia



27



28



KOL consultant engagement

Evolution of compliance (small/med/large)
Role of Commercial versus Compliance
KOL consultant engagement management

Role of Compliance in the engagement and payment 
process

Pharma versus Med Device 
R&D, Clinical, MSL 
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Updates from AdvaMed
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Who is AdvaMed? 31

Advanced Medical Technology Association (AdvaMed) 

World’s largest medical technology association

Nearly 300 members with a global presence in countries including
China, Europe, India, Brazil and Japan

Advocate on a global basis for the highest ethical standards, timely 
patient access to safe and effective products and economic policies 
that reward value recreation

Act as the common voice for companies producing medical devices,
diagnostic products and health information systems



32



AdvaMed Code of Ethics

Originally launched in 2003
Revised & Restated in 2009

2007 Deferred Prosecution 
Agreements – orthopedics
Evolution in CIAs and Other 
Settlements 
New Transparency and 
Marketing/Behavioral Restrictions
Updated with FAQs & Best Practices 
Guidance

33



AdvaMed Code of Ethics
Impact of self-regulation

Requires companies to take a hard look at both policies 
and practices
Mitigates risk of government enforcement through 
reasonable rules and behavioral restrictions
Demonstrates industry-wide commitment to acting with 
ethics & integrity
Grounds all customer interactions in pragmatic 
compliance principles
Preserves objectivity and patient-centric decision-making
Enhances industry and individual company reputations
Supports innovation and development of cutting-edge 
technologies
Provides industry with credibility in other contexts (e.g., 
transparency)
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AdvaMed Code of Ethics 35



AdvaMed Code of Ethics 36



AdvaMed Code of Ethics 37



Global Compliance Efforts

Code Harmonization
Efforts underway to develop harmonized code principles 
around the world

Launch of Inter-American Coalition on MedTech Ethics

Approval of Bogota Principles – principles for business 
ethics in Latin America to be embedded in country-
specific codes
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Global Compliance Efforts

APEC Distributor Guidelines
Asia-Pacific Economic Cooperation (APEC) Business Ethics 
for Small- and Medium-Sized Companies – Sept 2017 
forum in Hanoi
Leaders from over 150 public, private and civil society 
organizations
Release of APEC guidance for ethical third-party 
intermediary relationships in the medical sector –
guidance to help ensure that third parties sales & 
marketing intermediaries adhere to ethical business 
practices
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Global Compliance Efforts

Phase-out of Direct Sponsorships
Effective January 1, 2018

AdvaMed – China

MedTech Europe – Europe, Middle East, Africa

APACMed – Asia Pacific

Companies can no longer pay directly for HCPs’ costs 
incurred to attend third-party educational conferences

Move to an educational grant model around the world
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Global Compliance Efforts 42



Other Compliance Initiatives

Value-Based Health Care
Moving from fee-for-service model to risk-sharing model

Seeking legislative or regulatory solutions – expanded safe 
harbors, OIG guidance

Dental Compliance
Building coalition of AdvaMed members and non-AdvaMed 
members to raise the dental sector’s compliance profile

Dental Is Not Different!
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Other Compliance Initiatives

Physician-Owned Distributors
Ethical concerns; fraud & abuse risks

Hospital policies disproportionately impacting start-ups

Sunshine Act – Fill the GPO Loophole!

Stark Law – Potential Recommendations from MedPAC to 
eliminate availability of indirect compensation exception
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Other Compliance Initiatives

U.S. Physician Payments Sunshine Act 
Global transparency requirements – need for uniform 
legislation?

Cleaning up Open Payments System Issues

Need for greater clarity and context

Acquisition payments; debt forgiveness; evaluation 
equipment; other

Expansion to other practitioner types
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