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Conflicts of Interest:  A Beast With Many Heads
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Overview

• Overview of the landscape 
– Perceptions of patients and the public
– Legal standards

– Congressional scrutiny

– Industry guidance

– Ethical concerns

• Review responses by some organizations:  strict vendor 
access and conflict of interest policies

• Discuss strategies for creating effective and compatible 
policies and other internal controls in the 
academic/community hospital setting

• Explore ideas to promote physician engagement in the 
development and implementation of such initiatives
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Vendor Relationships to Consider

• Vendors to consider
– Pharmaceutical and medical device manufacturers
– Durable medical equipment suppliers
– Other suppliers who engage in marketing

• Relationships are varied and complicated
– Vendor gifts and benefits

• Tickets to sporting and social events
• Travel and lodging for industry seminars
• Free meals
• Trinkets

– Vendor grant making efforts
• Continuing medical education (CME) considerations

– Vendor compensation for serving on medical advisory committees and 
consulting arrangements

– Vendor sponsorship of clinical trials
– Free drug samples
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Recipients to Consider

• Physicians and physician group practices
– Independent contractors (physicians) with medical staff 

privileges
– Employed physicians

– Residents

– Medical students and other students

• Hospitals and staff
– Academic medical centers
– Community hospitals

• Allied health care professionals
– Nurses and nurse practitioners

– Physician assistants
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Vendor Spending on Physicians

• Pharmaceutical companies spend more than 90% of 
their advertising budget marketing their products directly 
to physicians 
– $18 billion in drug samples

– $6.7 billion in gifts and food

Source:  JAMA, “Health Industry Practices that Create Conflicts of Interest: A Policy Proposal for Academic Medical 
Centers,” Jan. 25, 2006; “Doughnuts & Prozac,” www.SunJournal.com, Jan. 20, 2008.
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Vendor/Physician Relationships

• 94% of physicians report having some relationship with 
vendors from the pharmaceutical industry

• 83% receive free food from vendors
• 78% receive free drug samples
• 35% receive reimbursement for costs associated with 

professional meetings or CME
• 28% receive compensation for serving on medical advisory 

boards, consulting or running clinical trials
Source:  New England Journal of Medicine, “A National Survey of Physician-Industry Relationships,” April 26, 2007.
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Influence of Vendor Gifts

• 61% of third year residents believe that vendor 
promotional items and samples do not affect his/her 
practice

BUT

• Only 16% of them believe that promotional items and 
samples do not affect his/her colleagues’ practice

Source:  Journal of General Internal Medicine, “Physicians and Drug Representatives: Exploring the Dynamics of the Relationship,” Jan. 17, 2007, citing 
T. Anderson, “Drug launches and the impact of pharmaceutical promotion on physician treatment decision,” presented at Prudential Financial/Impact/Rx 
Joint Industry Conference, June 20, 2003. 
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Opinions of Physicians and Patients Differ on Influence of 
Gifts

• 1998 Study:  “A Comparison of Physicians' and Patients' Attitudes Toward 

Pharmaceutical Industry Gifts”
– Participants rated 10 pharmaceutical gifts on whether they were appropriate for 

physicians to accept and whether they were likely to influence prescribing. 
– Patients found gifts less appropriate and more infl uential than did their 

physicians.
– About half of the patients were aware of such gifts; of those unaware, 24% 

responded that this knowledge altered their perception of the medical profession. 
– Asked whether they thought their own physician accepted gifts, 27% said yes, 20% 

no, and 53% were unsure. 

Source:  Journal of General Internal Medicine, “A Comparison of Physicians' and Patients' Attitudes Toward Pharmaceutical 
Industry Gifts,” March 1998.
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Perspective of a Sales Rep

"During training, I was told, when you're out to dinner with a 
doctor, the physician is eating with a friend. You are eating 
with a client. It's my job to figure out what a physician's 
price is . For some it's dinner at the finest restaurants, for 
others it's enough convincing data to let them prescribe 
confidently and for others it's my attention and 
friendship...but at the most basic level, everything is for 
sale and everything is an exchange .”

Former Eli Lilly Sales Rep 

Source:  Jim Stillman, “Free Gifts to Doctors May be Bad for Your Health,” May 4, 2007.
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Vendors are Getting More Sophisticated in their Marketing

• Vendor marketing techniques include:
– Buying biographical data on individual doctors from the AMA, 

including their prescription license numbers 
– Buying information from pharmacies about what a particular 

physician is prescribing

– Tracking what tends to influence the prescribing habits of 
specific physicians

– Use of celebrity medical experts in direct advertising 
campaigns… e.g., Pfizer’s Lipitor®

• Pushback
– AMA Prescribing Data

Restriction Program

– State legislation
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Popular Press

• New York Times Magazine, Nov. 25, 2007:  “Dr. Drug Rep,” by Daniel 
Carlat, M.D. (describes detailing for Wyeth drug Effexor)

• New York Times, Jan. 30. 2008:
“Financial Ties are Cited as Issue in Spine Study”
– Financial ties undermined study integrity
– Physicians at half of the research centers involved in a clinical study of 

PRODISC® stood to profit financially if it succeeded
– Patient sued her surgeon, who had a financial interest

in development of the disc

– Others’ financial interests included investments in start-up device 
companies and paid advisory committee positions

• New Jersey Attorney General announced on Feb. 4, 2008 that subpoenas 
have been issued to PRODISC® manufacturers and a New York 
investment firm regarding the financial arrangements behind the artificial 
spinal disc replacement - specifically, the involvement of physicians 
participating in the relevant trials, their enforcement of the device and their 
investment interest in the device.
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Popular Press

• Popular press picked up the findings published in an article in the 
American Journal of Public Health (Feb. 2008), “Characteristics of 
Recipients of Free Prescription Drug Samples: A Nationally 
Representative Sample” --
“ Poor and uninsured Americans
are less likely than wealthy
or insured Americans to
receive free drug samples.
Our findings suggest that free
drug samples serve as a
marketing tool, not as a
safety net.”
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Response to Vendor Influence

• Legal Standards and Actions
– Federal laws and compliance guidance
– Enforcement actions:  Deferred prosecution agreements with medical device 

manufacturers require public disclosure of vendor benefits to specific 
physicians

– State legislation (See handout)

• Congressional scrutiny
• Professional and trade organizations

– Studies of vendor-physician relationships
– Codes of Conduct

• Voluntary adoption of vendor access policies and conflict of interest 
policies by academic medical centers and other health care 
organizations  

• Private foundation initiatives
– Prescription Project led by Community Catalyst in Partnership with Institute 

on Medicine as a Profession and PEW Charitable Trust 
(www.prescriptionproject.org) 

www.hcca-info.org | 888-580-8373 16

Sen. Chuck Grassley (R-Iowa)
Ranking Member, Senate Finance Committee

• Heath Care Oversight and False Claims Act, 
whistleblower lawsuits

• Led Senate Finance Committee 
investigative effort regarding pharmaceutical 
and medical device manufacturers’ grant 
making policies with concern that “sales and 
marketing personnel may influence the 
awarding of grants in a way that favors 
those individuals or organizations that are 
known to advocate use of specific 
product(s) … and that … professional 
and patient advocacy organizations, 
many or which develop treatment or 
practice guidelines, may come to rely on 
such funding to an extent that may 
compromise their independence

• Fall 2007:  Sought information from 
Medtronic regarding payments to 
physicians, consulting arrangements, 
financial support for educational programs 
and charitable contributions

• Specifically concerned with “exorbitant”
payments to physicians and millions of 
dollars to provide free travel to “exotic”
locations
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Legal Authority

• Prescription Drug Marketing Act
– Prohibits selling or purchasing

prescription drug samples

– Violations punishable by up to
10 years in prison

• Federal Anti-Kickback Statute
– Criminal prohibition against payments made to induce or reward 

the referral of federal health care business

– Prohibits the offer or receipt of anything of value in return for 
purchasing, ordering or recommending any item or service 
reimbursable  by a federal health care program (e.g., Medicare 
or Medicaid)

– Violations punishable by fines, and/or imprisonment, and 
exclusion from federal health care programs
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Recent Legal Developments

• Transparency in Medical Device Pricing Act of 2007
– S. 2221- Introduced October 23, 2007
– Require manufacturers to submit quarterly data based on 

average and median sale prices for implantable devices

– Violations: Penalties up to $100k for failure to report data

• Physician Payment Sunshine Act
– S. 2029- Introduced September 7, 2007
– Require manufacturers with more than $100 million in annual 

revenue to report all gifts to physicians, clinicians, and other
prescribers valued over $25.

– Violations: Penalties ranging from $10K to 100k for failure to 
disclose. 
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Federal Compliance Guidance

• Office of Inspector General Guidance

– 1991 Report entitled “Promotion of Prescription Drugs through Payment 
and Gifts”

– 1992 Report entitled “Prescription Drug Promotion Involving Payments 
and Gifts: Physicians’ Perspectives”

– 1994 Fraud Alert on drug industry marketing practices
• Problem areas:  Product conversion programs; cash gifts and travel in 

exchange for new prescriptions; grants and fees paid with little or no 
expectation of study or service  

– 1996 letter confirms physician investment in medical device companies 
is subject to close scrutiny and “regular” OIG rules about investments in 
entities to which referrals are made 

– 2000 CPG for Physician and Physician Practices
– 2003 CPG for pharmaceutical manufacturers 

• Compliance with Pharma Code helpful but not determinative
• Consider potential for influence of physician’s judgment, fair market value, 

impact on utilization and costs, dissemination of misleading information, and 
impact on patient safety   
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Enforcement Actions

• False Claims Act and anti-kickback settlements that arose from financial relationships 
between physicians and vendors:

– TAP Pharmaceutical settlement (2001) $875 M fine; drug samples provided to physician at 
no (or discounted) cost and billed Medicare for the samples

– AstraZeneca (2003):  guilty plea, $300 M fine;  drug samples provided for sale by physicians; 
payments for consultants, travel, honoraria, educational grants to induce prescription of its 
products

– Pfizer (2004):  $430 M paid to settle criminal charges for unlawful promotion of its drugs 
through illegal payments to physicians

– Serono (2005):  $704 M paid to settle criminal charges and civil allegations, including 
providing travel, free goods, and other payments to physicians to induce use of its products

– Medtronic (2006):  $40 M and 5 yr CIA for inappropriate gifts and trips, and sham consulting 
arrangements to induce use of its spinal implant   

– Merck (2008):  $650 M and 5 year CIA for paying kickbacks to doctors to induce them to 
dispense Mevacor, Vioox, Zocor and Pepcid.  
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Merck CIA (February 2008)

• Mandatory policies and procedures must address:
– consultant arrangements entered into with health care 

professionals (including, but not limited to, speaker programs, 
speaker meetings, advisory board meetings, training programs, 
colloquiums, roundtables and forums) to make sure that such 
arrangements and related events are used for legitimate and 
lawful purposes

– sponsorship or funding of grants (including educational grants)

– sponsorship of funding of research or related activities

– compensation to ensure that individuals do not receive financial
incentives for the improper promotion, sales and marketing of 
Merck’s products
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Enforcement and Transparency

• Investigations of financial relationships involving hip and 
knee surgical implants 

• Five companies admitted paying surgeons

• Not disclosed to hospitals or patients

• Settlements -- Deferred Prosecution Agreements
– Public disclosure payments to physicians

– Disclosure to patients
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Public Information - Payments to Consultants

• Zimmer: www.zimmer.com
• Depuy: www.depuyorthopaedics.com
• Smith Nephew: www.global.smith-nephew.com
• Biomet:  www.biomet.com
• Stryker:  www.stryker.com*
• Each site allows access to Deferred Prosecution 

Agreement and list of payments to physicians (by name 
and location) for meals, travel, other

*Non-prosecution agreement
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Industry Reactions to Vendor Influence

• PhRMA Code/IFPMA Code

• AdvaMed Code

• NEMA Code (National Electronic Mfrs. Assn)

• ACCME Guidelines

• Voluntary, trade association codes that have been 
adopted to address legal issues and perceptions in the 
marketplace
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Provider Reaction to Vendor Influence

• Academic medical centers, health care providers and 
professional organizations are banning vendor gifts

– Stanford, Yale, University of Pennsylvania and University of 
California have banned all direct and indirect vendor gifts, 
including food, travel and incidentals

– Some of these organizations have banned drug samples

– Minnesota-based hospital system has banned gifts and purged 
the system of all existing “trinkets”
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Provider Reaction to Vendor Influence

AMA Opinion E-8.061:  “Gifts to Physicians from Industry”
“Some gifts that reflect customary practices of indu stry may not be 

consistent with the Principles of Medical Ethics.”

� Guidelines address -

• Gifts of minimal value related to patient care
• Drug samples for personal/family use
• Financial support for conferences promoting objective scientific and 

educational activities

• Subsidies for hospitality limited to modest meals or social events held as a 
part of a conference

• Reasonable honoraria and travel expenses paid to faculty
• Reasonable compensation for bona fide consulting services

• “No gifts should be accepted if there are strings a ttached.”
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Provider Reaction to Vendor Influence 

• Institute of Medicine Proposal
– A ban on providing drug samples to physicians. 

– A ban on manufacturers' providing support, direct or indirect, to continuing 
medical education activities. 

– Doctors with financial relationships with drug companies should not participate 
in hospital and medical group formulary groups or committees overseeing 
purchases. 

– Academic medical center faculty should not serve as members of speakers 
bureaus for drug or device makers, nor should they publish articles or editorials 
ghostwritten by industry employees. 

– Open-ended grants and gifts should be prohibited. Terms of consulting and 
research contracts should be posted on a publicly available Web site to 
promote more transparency. 
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State Reactions to Vendor Influence

• Legislation at the state level

– California, Maine, Minnesota, Nevada, Vermont, West Virginia, and 
the District of Columbia all have laws requiring gift reporting by 
pharmaceutical manufacturers. 

– At least 20 states have considered or are considering legislation to 
restrict vendor gifts and/or require disclosure of gifts

• Arizona, Connecticut, Hawaii, Idaho, Illinois, Iowa, Massachusetts, 
Mississippi, Montana, Nebraska,  Nevada, New Hampshire, New Jersey, 
New Mexico, New York, Ohio, Oregon, Rhode Island, Texas, 
Washington, and Wyoming. 
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Comparison of Ethical Codes

• Meals

– PhRMA: Modest, subordinate/conducive to education
– AMA:  Modest meals with education
– Stanford: No meals funded directly by industry

– UKy:  Modest, subordinate to education program

• Drug Samples:

– PhRMA: Patient use per PDMA
– AMA: Personal use OK but priority to patients
– Stanford, UPenn:  Not allowed for individuals

• OIG/Anti-Kickback Law:  All a potential violation;
No quid pro quo
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Comparison of Ethical Codes

• Travel & Entertainment/Programs

– PhRMA: Modest; faculty services
– AMA: Modest; faculty services
– UPenn:  Modest; faculty services

– Stanford: ACCME; disclose conflicts

• Gifts/Trinkets (pens, notepads, etc.):

– PhRMA: Minimal value, associated 
with patients/professional practice; < $100

– AMA: Minimal, related to patient care

– Stanford, UChi, UPenn:  Not allowed

– UKy: Patients/Education; < $100

� OIG/Anti-Kickback Law:  All a potential violation; no quid pro quo
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Ethical Concerns

• Query:  Are the vendors’ meals, trinkets, gifts and 
educational materials affecting treatment plans,  
prescription or device choices in a way that may: 
– negatively impact patient care?

– reward vendors who provide gifts?

– result in higher costs to the patient?

– result in greater rewards to clinicians and institutions?
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Solutions

What does all 
this mean for you?
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Policy Development

• Why worry about this now?
– Desire to foster transparency

– Desire to promote trust 

– Increased scrutiny from patients, media, enforcers, lawmakers

– Avoid liability (e.g., conduct of employed physicians)
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Policy Points for Consideration

• Access

• Meals

• Travel 
• Entertainment

• Gifts (pens, etc.)

• Drug samples

• Support for CME 
and educational
programs

• Other relationships --
– Ownership interests

– Royalties
– Consulting contracts
– Advisory committees

– Research funding

Universal Questions:
Are we doing enough to track employees’ outside interests?  How can we 
make sure they are disclosed?
Are there some types of relationships we should allow in all cases?
Are there some types of relationships we should never allow?
Are these arrangements disclosed to patients?  
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NEXT STEPS
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Define the problem

• 7/1/07 ACGME Institutional Requirements
– Must establish and implement P&P re the quality of education 

and work environment for all residents including:
• Vendor interactions:  Statement or institutional policy (not 

necessarily GME specific) that addresses interactions between 
vendor reps/corporations and residents 
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Vendor interactions

• Research
– Pharmaceutical/clinical trials

• Internal medicine
• Family practice
• Ob/GYN
• Pediatrics

– Devices
• General surgery
• Vascular surgery
• Orthopedic surgery
• Plastic surgery

• Teaching
– Faculty
– Residents
– Medical students
– Outside physicians’ training
– Consulting
– Guest lectures
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Define scope

• Multi-campus statewide university system
– Three campus health science center

• College of Medicine

• Multi-campus community health system
– Main campus and Children’s Hospital

• Faculty
– Full time, part time, volunteer

• Residents and medical students
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Look for the hook

• Annual research symposium

• Panel
– Asst professor of medicine, University of Chicago

– Professor, UT COMC & CME coordinator
– Resident, Co-President of House Staff Assoc.
– Pharmacist/insurer regional pharmacy director

– Manager, Medical Policy Research & Development
– Pharmaceutical representative
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Follow up roundtable

• Administrative support
– The Dean recommended every program/department be 

represented

• Draft document for review
• Corresponding hospital policies identified
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Guidance Committee Implemented

• Strong chair
– Faculty
– Residents

– Community member
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Committee charge

• Develop a policy for the UT COMC regarding physician-
industry interaction.  Draft to be submitted to the GMEC 
for final approval

• Scope:  UT COM Chattanooga campus only
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Acquire supporting data

• Each department submitted a survey on commercial support for 
various activities
– Rounds

– Journal club
– Dept. noon conference (lunches)
– Travel (annual CME conferences)

– Resident educational travel
– M&M conference
– Continuity clinics
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Benchmark existing policies

• Online
• Committee member recommendations
• PharmFree Scorecard (AMSA 2007)
• Limit 
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Review all parallel policies

• Hospital policies
– Pharmacy
– Procurement

– OR Supplies

• University policies
• Federal policies
• Research policies
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Draft

• Identify one person to write and distribute
• Review line-by-line once committee members have 

received input from constituents
• MOVE ON



24

www.hcca-info.org | 888-580-8373 47

Limit

• Ongoing introduction of new materials
– Articles
– Opinions

– Policies (Grass-Is-Always-Greener syndrome)
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Implementation Strategies

Deadly mission creep
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Process Strategies

• Six Sigma
• 7 Habits
• Quality improvement
• Avoid mission creep
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Questions

?
Sylvia Friedl Sara Kay Wheeler
423.778.3899 404.572.4685
sylvia.friedl@erlanger.org skwheeler@kslaw.com
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