REPORT ON PHYSICIAN COMPENSATION
ARRANGEMENTS

INTRODUCTION

This Report on Physician Compensation concerns the pervasive and largely
unregulated conflicts of interest that arise from the financial relationships between
physicians and pharmaceutical and medical device companies. Such financial
relationships threaten to bias medical decision-making and compromise patient health.
The residents of the State of New Jersey deserve a medical community that is free from
such conflicts.

In 2007, the Division of Consumer Affairs was tasked with identifying ways in
which the potential for conflicts of interest between doctors and pharmaceutical
companies and medical device manufacturers could be minimized to ensure that patient
care is always guided by the unbiased, best judgments of the treating doctor. As part of
that initiative, the Division has engaged in a dialogue with physicians, pharmacists,
hospital executives, and pharmaceutical industry and insurance company representatives,
who provided insight on current developments in industry, academia, the medical
community and state and federal initiatives. Through that dialogue, as well as the
substantial, independent research undertaken, the Division of Consumer Affairs devised
the policy recommendations contained in this report presented to the Attorney General.
The report recognizes that there are beneficial interactions between physicians and
pharmaceutical and medical device companies, but urges the adoption of regulations that
will: (a) limit such interactions to those that advance the public health; and (b) regulate
such interactions in order to prevent abuse.

The issuance of this report is timely in light of the ongoing national debate—from
academic medical journals to the halls of Congress—on physician compensation.! This
debate has already led to significant changes to industry’s voluntary codes of conduct and
has encouraged leading companies, health care institutions and academic medical centers
to voluntarily adopt reforms, such as curtailing gift-giving and mandating disclosure of
other financial interests.? Yet, these efforts have only begun to reshape the relationship
between industry and physicians and to bring about needed reform. Indeed, as recently as
April 2009, the Institute of Medicine, part of the National Academy of Sciences, issued a
report that criticized prevalent industry practices pertaining to its financial entanglements
with physicians and called upon medical professionals to avoid such financial
arrangements.®

The function of this report to the Attorney General is to recommend a reform
initiative that will complement and advance these ongoing national efforts. As the head
of the Department of Law and Public Safety, the Attorney General, together with the
Board of Medical Examiners (the “BME”) and the Division of Consumer Affairs,
regulates New Jersey’s 33,000 physicians. The reforms proposed herein would create
enforceable standards applicable to New Jersey’s physicians to regulate their financial
relationships with industry. While several states have imposed disclosure obligations and



other limitations on industry,* no state has imposed such requirements on physicians. The
imposition of such obligations on physicians is a critical element of the initiative to
impose principled standards on the relationships between doctors and industry. These
standards will benefit New Jersey’s patients and health care consumers.

This report outlines recent developments in the study of physician conflicts of
interest, identifies reform models adopted in industry voluntary codes of conduct and
standards adopted in other jurisdictions, and makes specific regulatory and legislative
recommendations. Part | addresses gifts, reimbursements and financial arrangements
between physicians and industry. Part 1l concerns the disclosure of such financial
arrangements. Part Il proposes measures to limit the influence of industry on continuing
medical education. Part IV recommends reforms to control the influence of industry on
physician prescribing practices through the use of data mining. Part VV makes specific
recommendations for limiting conflicts of interests in the context of medical academia.
Part VI addresses physician accountability for research and promotional activities. Part
VII addresses health care facilities. Part VII1 addresses academic detailing.

l. GIFTS, FOOD AND REIMBURSEMENTS

For years, pharmaceutical companies and medical device manufacturers have
given physicians expensive gifts, free vacations, and lavish meals.® In addition, recent
studies demonstrate that even gifts of nominal value, including food, have an impact on
physician prescribing practices.® The receipt of gifts, payments and perks - large and
small — engenders a loyalty (or feeling of obligation) in the receiver to reciprocate.” This
loyalty, either consciously or unconsciously, could influence subsequent medical
decision-making. Indeed, even physicians recognize that industry payments and gifts can
compromise medical judgment. Studies show that doctors agree that payments and gifts
influence the behavior of their colleagues, but believe that they themselves are not
personally influenced by accepting such payments and gifts.® The purpose of this section
is to propose reforms that will eliminate the influence of such gifts on physicians.

Industry also recognizes that gifts are improper and can create influences that do
not serve patients’ interests. Two leading industry associations have adopted voluntary
codes of conduct designed, among other things, to limit such gifts. Pharmaceutical
Research and Manufacturers of America (“PhRMA?”), representing 30 pharmaceutical
and biotechnology research companies,® has developed a detailed ethical code to guide its
members.”® The Advanced Medical Technology Association (“AdvaMed”), representing
the medical device and equipment manufacturers, has also adopted a voluntary code of
ethics."* The PhRMA and AdvaMed Codes (the “Codes™) prohibit member companies
from, among other things, providing entertainment,*? vacations or meals to physicians,
unless the meals are modest and are offered in connection with an informational
presentation at a medical office or in a clinical setting.** They also have prohibited
member companies from distributing non-educational branded items, such as pens and
mugs.™ Parts A through C below, which, in turn, address gifts, food and free samples,
contain recommendations for regulatory reform that mirror and, in certain instances, go



beyond the substantive provisions of the PhRMA and AdvaMed Codes, while still
permitting those gifts, including free samples, that benefit patients.

A. Gifts

While the Codes provide a valuable blueprint for reform, standing alone they
cannot eradicate conflicts of interest because they do not provide a mechanism for
enforcement; nor do they apply to all companies and manufacturers. Accordingly, in
light of the unenforceability of these voluntary codes, several states have created
mandatory standards through legislation that require pharmaceutical companies to
annually and publicly report gifts to physicians and hospitals or standards that otherwise
prohibit or limit such gifts. The legislative approaches range from requiring a declaration
of compliance with industry codes (California), to prohibiting companies from giving
gifts over a certain threshold (Minnesota), to the licensure of sales representatives (the
District of Columbia).*® And, as will be discussed in greater detail in Part Il below,
proposed federal legislation on health care reform in both the U.S. Senate and the House
of Representatives includes demands for transparency, requiring manufacturers to
publicly disclose gifts and other payments to physicians in a national database.®

To ensure unbiased medical decision-making that benefits patients, it is
incumbent upon New Jersey to likewise create its own enforceable standards with a true
mechanism for compliance. These standards will limit the receipt of gifts to those that
directly benefit patients and to those that indirectly benefit patients by advancing
physician learning or legitimate research goals.

Recommendation 1

Amend BME regulations to expressly forbid a licensee from accepting from any
pharmaceutical or medical device manufacturer any of the following, either directly
or indirectly:

e Any payment or other subsidy (including tuition, fees, travel,
lodging or other incidental expenses) to support attendance as a
participant at an accredited continuing medical education program.

e Any fees or travel or lodging reimbursement for non-faculty or
non-consultant attendees at company-sponsored meetings.

e Items intended for the personal benefit of a licensee (including, but
not limited to, floral arrangements, artwork, CDs, DVDs or tickets
to a sporting event) or items that may have utility in both the
professional and non-professional setting (including, but not
limited to, a DVD or a CD player).

e Any payment in cash or a cash equivalent (such as a gift
certificate) unless it is compensation for bona fide services (such as



serving as a consultant or participating in research or publication
activities).

e Any company-funded entertainment or recreational item, unless
the health care professional is a salaried employee of the
manufacturer.

The regulations, however, should permit the receipt of items that provide a
direct benefit to patients, such as, samples or anatomical models for use in
examination rooms. In addition, the regulations should permit physicians to
accept things of value, such as, remuneration for service as a speaker or
faculty organizer for CME events, which indirectly benefit patients by
advancing physician learning or legitimate research goals.

B. Food

The practice of providing free food to practitioners and their staffs raises concerns
as to whether unbiased medical decision-making is occurring. Providing free food to
physicians and staff in an office setting or at an educational/promotional dinner has no
benefit to patients or to the broader public, and would appear to have no other purpose
than to gain access and favor with the physician. The Codes recognize the potential for
undue influence, but still allow companies to provide “modest meals” in a clinical setting
if the meals accompany an informational presentation.'” The perception exists, however,
that industry continues to provide food to physician practices and hospitals as a means to
influence medical decision-making. As Daniel J. Carlat, MD, assistant clinical professor
of psychiatry at Tufts University of Medicine and a former paid speaker for the
pharmaceutical industry stated:

Pens, post-it notes and mugs have never been the focus of critics of industry
marketing tactics . . . [t]hat is chump change compared to the platters of food
brought in to feed the entire office staff, which is done to cement a good
relationship with the doctor and to ensure continuous access in order to deliver
sales pitches.*®

Physicians interested in learning about new products can accept literature about
new treatments and therapies and listen to informational company presentations in a
clinical setting, but they should be required to pay the fair market value for any food
provided. Moreover, it would be appropriate for physicians to accept modest meals in an
educational setting to maximize the time at an accredited seminar that can be devoted to
physician learning. The BME regulations, however, should be amended to ensure that
food does not improperly influence medical decision making.



Recommendation 2

Amend BME regulations to prohibit physicians and physician in-office staff from
accepting food from manufacturers, whether in-office, at health care facilities or in
commercial venues, such as restaurants.

Recommendation 3

Amend BME regulations to require physicians attending unaccredited educational or
promotional sessions organized by manufacturers at which meals are served, to pay
the fair market value for the meals served in connection with those sessions.

Recommendation 4

Amend BME regulations to allow the receipt of modest meals at CME seminars,
third-party conferences and professional meetings accredited by the Accreditation
Council for Continuing Medical Education or the American Asteopathic Association,
where the provision of meals facilitates the scheduling of the educational program to
maximize physician learning, and where such meals are provided at the discretion of
the CME provider. Such meals may not be paid for directly by manufacturers.

C. Free Samples

The retail value of drug samples distributed in the United States was more than
$18 billion in 2005." The provision of samples for newer, more expensive brand-name
medications is a key component to pharmaceutical company marketing.?® The availability
of samples affects physician prescribing, and may lead to the increased prescription of
those marketed drugs.”* The use of samples results in increased costs for patients and
third party payors, including government programs, because once patients initiate a
course of treatment with sample medications, the likelihood of their continuing on the
same, more expensive medication long term is increased.?

Notwithstanding these concerns, there is a consensus among physicians that the
provision of sample medications benefits patients and should be continued. A 2003 poll
reported that close to 90% of physicians surveyed found product samples “valuable” or
“extremely valuable” in their practices.”® According to the chairman of the Asthma and
Allergy Foundation’s Medical-Scientific Council, samples are an important tool to
discover which medications work for patients.”* Furthermore, a recent Kaiser Family
Foundation survey found that 75% of physicians frequently (58%), or sometimes (17%),
give patients free samples to assist them with their out-of-pocket costs.”> Another survey
established that a “patient’s financial situation” was a consideration or strong influence
86% of the time that physicians dispensed a free sample.?® A patient’s insurance status
was a consideration or strong influence 58% of the time.?” According to Robert M. Sade,
MD, samples provide *“a clear and direct benefit to patients who have a medically
indicated need for treatment, but lack the resources to obtain the necessary care.”?®



Moreover, providing samples is perceived by patients to be both a convenience
and a cost savings. Virtually every jurisdiction that has adopted a disclosure requirement
has excluded the value of samples. Vermont, Minnesota, Maine, and most recently
Massachusetts, all expressly exempt samples from the ban on gifts and do not require that
their value be included when calculating threshold amounts.? The District of Columbia
is, at present, the only jurisdiction that includes the value of samples in the accounting of
the reportable things of value, if the samples are not distributed to patients free of
charge.®® Significantly, the physician payment disclosure provisions in the current health
care reform bills in both the Senate and the House of Representatives also exempt
samples.™

Recommendation 5

Amend BME regulations to permit continued receipt of sample medications by
physicians for the exclusive benefit of patients without charge. The value of samples
would not count towards the disclosure threshold.

Il.  DISCLOSURE

While physicians should not be permitted to accept gifts from industry, physicians
do enter into other types of permissible financial arrangements with pharmaceutical or
device companies that should be known to patients. Such arrangements include serving
as consultants, participating in the development of new treatments and therapies, and
providing training on behalf of the companies, all of which are necessary activities. Such
financial arrangements may play a role in influencing physician behavior and can create
excessive or inappropriate loyalties and entanglements.®* Greater transparency of these
arrangements will serve to deter the most flagrant abuses. Indeed, a number of states
have addressed this issue through legislation requiring companies to annually and
publicly report payments they make to physicians and hospitals.®* Even PhRMA and
AdvaMed have publicly expressed their support for the disclosure of appropriate transfers
of value through a national database.®*

At the same time, industry representatives expressed concern that physicians will
be deterred from attending pharmaceutical or medical technology-sponsored CME or
participating in clinical trials and research that lead to product innovation and advances in
life-saving technology because of the administrative burdens they would encounter if
disclosure of payments is required. Moreover, representatives from PhRMA and
AdvaMed argue that any additional administrative burdens could reduce clinical research
and dissuade academicians from seeking research opportunities in New Jersey. Notably,
federal regulations already require the collection and reporting of much of this
information, though such regulations are poorly enforced.*

On balance, these objections are speculative and have not been seen in the clinical
research context in other jurisdictions that have enacted legislation on this topic.
Moreover, a national database does not yet exist.  Therefore, New Jersey should
implement appropriate disclosure mechanisms to provide patients with tools now



available in other states. Models in development on the federal level and those adopted
in other jurisdictions provide a good framework with which physician regulations can
dovetail.

On the federal level, the Senate Finance Committee recently released its policy
options for heath care reform, which included the Physician Payment Sunshine Act
(“Sunshine Act”). The proposed Sunshine Act contains several requirements. First,
manufacturers of covered drugs, devices, biological and medical supplies that make a
payment or transfer of value to a physician must disclose certain information in electronic
form on an annual basis to the Secretary of Health and Human Services. The disclosure
would include information on the recipient, and information on the payment, including
value, form and nature, and if the payment is related to marketing, education or research.
In addition, if the recipient transfers payment to another, the manufacturer must disclose
that information. Delayed reporting requirements would apply for payments made
pursuant to a product development agreement or clinical trial.

There are exclusions to the proposed federal disclosure requirements, including:
payments or transfers of ten dollars or less, unless the aggregate annual payments or
transfers to a recipient exceeds $100, in which case all payments or transfers must be
reported; samples intended for patient use; patient education materials; a covered device
loaned for a short period of time; discounts and rebates; payments made to a physician
for the provision of health care to employees; payments to a physician who is also a
licensed, non-medical professional if the payment is solely related to non-medical
services; payments to a physician solely for services related to a civil or criminal action
or an administrative proceeding; and in-kind items used for charity care.

Also, the manufacturer or related group purchasing organization is required to
report information regarding ownership or investment interest, other than publicly traded
securities and mutual funds, held by a physician or immediate family member in the
manufacturer or group purchasing organization during the preceding year.

Civil monetary penalties of $1,000 to $10,000 would be imposed for each
payment or transfer not reported to a maximum of $150,000. Knowing violations would
be subject to a civil monetary penalty of $10,000 to $100,000 for each payment or
transfer not reported, not to exceed $1,000,000 annually.

The Physician Payments Sunshine provision of the current House of
Representatives’ health care reform bill includes many of the same requirements, but the
House bill exempts the reporting of individual payments and gifts valued at less than five
dollars. The House bill, however, requires manufacturers to make annual aggregate
payment reports, which would include the total value of transfers of value below this five
dollar threshold.*

On the state level, several states and the District of Columbia have already
enacted their own “sunshine laws” that set limits on industry payments to physicians
and/or require disclosure of the payments. Although the limitations on payments in
these jurisdictions vary, each jurisdiction has required industry to disclose payments



to physicians in excess of an established dollar amount, ranging from $25 to $100. ¥
The experiences in other jurisdictions highlight the need to ensure public access to this
information.

Recommendation 6

Mandate, as part of the BME biennial renewal process (until the creation of an on-line
system allowing regular updates), that physicians disclose whether they accepted
more than $200 during the preceding two years from manufacturers in the form of
compensation, food, travel, consulting fees or honoraria, funding for research,
funding for education, stock or stock options, ownership or investment interest, or
any other economic benefit. The required disclosure should include the name of the
company, the value, date and nature of the payment, and if applicable, the name of
the product, and whether the payment is related to marketing, education or research
pertaining to a specific drug, device, biological or medical supply.

Recommendation 7

Create a searchable, user-friendly database to make physician-disclosed information
available to the public and require physicians to post a notice in their offices advising
consumers of the existence of the database. If technologically feasible, doctors
should be responsible for updating disclosures into the database periodically. And as
an alternative means of reporting, companies should be given access to provide direct
disclosure of information to the database.

Recommendation 8

The State of New Jersey should enact legislation requiring manufacturers to disclose
payments and other things of value made to physicians, physician practices and
physician groups - identifying the name, nature and purpose for the payment, unless
the payment has been reported to a recognized national database.

I11. CONTINUING MEDICAL EDUCATION

Physicians are required to participate in continuing medical education (“CME”) as
a condition of licensure renewal.®® The FDA requires that industry limit its CME
involvement to financial support, otherwise it might cross the line into advertising or
product labeling, both of which are subject to agency oversight. Specifically, CME
courses are to be "nonpromotional and otherwise independent from the substantive
influence of the supporting company," with CME providers maintaining full control over
program planning, including the selection of speakers and development of course
content.*

Even though CME providers maintain control of program planning, many
observers believe that industry-funded courses are nonetheless promotional in nature,
focusing on the newest available treatments and off-label uses that lack evidence of



safety or efficacy.”’ Industry funding for accredited CME was approximately $1 billion
in 2008.*" As a Senate Finance Committee report put it, "it seems unlikely that this
sophisticated industry would spend such large sums on an enterprise but for the
expectation that the expenditures will be recouped by increased sales.”**

Many drug and device companies dispense funds via requests for proposals in
which they specify the diseases or conditions to be covered by funded activities.* Even
in the absence of an explicit agreement, the sponsoring company likely expects that the
funded activity will include a discussion of the sponsor's product or products which treat
the specified disease or condition. And the provider knows that it is unlikely to receive
funding in the future if such a discussion is not included.** To give another example of
permissible influence, the physicians who serve as CME faculty for courses addressing a
particular disease or condition often serve as company-paid promotional speakers on the
same disease or condition. This, too, undermines confidence in the independence of CME
presentations.

While empirical evidence of pro-industry bias in industry-funded CME is limited,
the authors of a literature review commissioned by the Accreditation Council for
Continuing Medical Education ("ACCME"), the primary accrediting body for the United
States and Canada, concluded that the few extant empirical studies do establish that CME
affects attendees' prescribing patterns.*

To address these concerns, all CME courses should meet ACCME or American
Osteopathic Association (“AOA”) standards for creating a separation between
educational content and the source of the subsidy. In addition, efforts to encourage a
phase in for CME courses of evidence-based educational opportunities should be
launched.

Recommendation 9

Amend BME regulations to provide credit only for those CME courses that meet
ACCME or AOA standards that specifically bar the CME provider from obtaining
advice from a subsidizing company as to faculty or content. Promotional dinners and
workshops would not be counted towards CME mandates.

Recommendation 10

Amend BME regulations to impose an obligation on physicians who are engaged as
CME speakers to directly disclose to physician-learners, at the beginning of the
presentation, the receipt of reportable compensation from manufacturers.

Recommendation 11

Amend BME regulations to direct that 25% of the required CME be obtained in
evidence-based educational programs or through academic detailing. (See Part VIII,



Academic Detailing, below). This requirement would be phased-in over future
biennial renewal periods.

IV. DATA MINING

Healthcare Information Organizations (HIOs), companies that acquire, compile
and analyze prescription data and other medical information for resale, have been
aggregating and marketing prescribing data since 1993.“° HIOs are able to manipulate
data into highly marketable information by purchasing prescription data from
pharmacies.*” This data, while encrypting patient identifying information, contains a
physician identifier number that is then combined with the AMA Physician Masterfile
Database,* allowing identification and other information about the prescriber to be
paired with each prescription. Industry then purchases this information to tailor
marketing to each physician’s prescribing habits.*®

This information is extremely valuable to the pharmaceutical industry. Marketing
departments and field sales representatives use the data to refine and improve the
effectiveness of their evolving promotional strategies.”® Distribution of drug samples can
be targeted based upon a physician’s volume of patients for new start or maintenance
medications and for historical prescribing practices. Physicians in a sales territory can be
prioritized, based upon volume of products used, in the event of adverse news concerning
products. Companies can use the data to influence physicians by hiring them to give
promotional speeches as a reward for high volume prescribing of their products. A
physician promoter of one drug recalled:

Before each of these Lunch ‘n Learns, as they are called, the rep would fax
me a little cheat sheet about the doctor we’d be visiting. This sheet
spelled out exactly how many prescriptions for which anti-depressants this
doctor was writing. Doctors who wrote too much Celexa and Zoloft, and
not enough Effexor, were crucial targets, and | was implicitly encouraged
to give these misguided doctors a particularly hard sell.>

Physician reaction to the use of this data has been largely negative. A survey
conducted by the Kaiser Family Foundation found that once aware of the sale of their
information, 43% of the physicians were bothered by the practice, but understood why it
was done, and 31% were strongly opposed to the practice.®> An AMA survey found a
66% disapproval rate - prompting the need for a response from the AMA.>* In 2004, the
American College of Physicians and several other national and state medical societies
formally asked the AMA to cease activities that allow the release or sale of physician-
identified prescribing information.>® In response, the AMA and H1Os developed an “opt
out” mechanism for physicians listed in the AMA Masterfile.® On July 1, 20086, the
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AMA launched its opt-out program, as an alternative to more restrictive measures being
called for at the time.>" Critics of the program noted that little effort has been made by
the AMA to aggressively publicize the program.®® Many physicians remain unaware of
its existence.”

At the same time, states have adopted legislative restrictions on the sharing of
prescriber identified data.®® Though early legislative efforts were challenged in court,
recent decisions have affirmed the states ability to regulate the practice. ® Recently, in
IMS Health v. Ayotte, 550 F.3d 42 (1st Cir. 2008), cert. denied, 129 S. Ct. 2864 (2009),
the First Circuit upheld the constitutionality of New Hampshire’s Prescription
Information Law, which prohibits the transfer of physicians’ prescribing histories for use
in detailing, although permitting it for other commercial purposes. In contrast to the
District Court, which had found the law to be an unconstitutional restriction on free
speech, the First Circuit determined that the law regulated the conduct of data mining —
the aggregation, compilation and transfer of data for detailing — not the free speech rights
of any of the parties. Citing the potential for influencing physician prescribing practices
and the increased expense of the drugs promoted by detailers, the Court determined that
New Hampshire’s law appropriately regulated the conduct which had the potential to
cause the greatest harm while regulating only the type of speech that influences a party’s
bargaining power in negotiations, not the type of speech afforded the highest level of
protection under the First Amendment.®? In light of this development, New Jersey
legislators should develop a legislative proposal to address data-mining concerns.

Recent amendments to the PARMA Code also have sought to address concerns
about these practices by restricting access to this data. The Code requires member
companies that choose to utilize prescriber data to develop policies to safeguard the
confidentiality of such information and to protect against its misuse, and to abide by the
wishes of any health care professional who asks that his or her prescriber data not be
made available to company sales representatives.®

Recommendation 12

Utilize the BME biennial renewal process and the BME website to acquaint
physicians with the AMA’s opt-out of data-mining program.

Recommendation 13
Amend Board of Pharmacy regulations to require pharmacies to maintain
documentation confirming that prescribers have consented to the sale of their
prescribing information.

Recommendation 14
The State of New Jersey should enact legislation to restrict the transfer, use or sale of
prescriber-identifiable prescription information for commercial purposes.
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V. PHYSICIANS-IN-TRAINING

Industry funding for medical education and the operation of academic medical
centers also has significantly increased.** Financial relationships among industry and
academic medical institutions, departments, and faculty are common and exist, according
to one study, in at least 80% of clinical departments.®> Restricted and unrestricted grants
from industry to clinical departments and faculty are used to fund research, department
operations including food, clinical equipment, resident and fellowship training, CME
programs, journal subscriptions, educational software, and support for attendance at
meetings.®® In a recent study, department chairs were asked to rate their departments’
ability to provide independent, non-biased education (including CME) and training. The
study indicated widespread recognition among responders that their departments’
financial entanglements with industry had a negative impact on their ability to provide
independent, non-biased education, depending on the type of relationship considered.®’

In light of these multilayered financial relationships with industry, the medical
education community has a heightened responsibility to develop and maintain robust
conflict of interest standards.®® The medical education community must provide
appropriate educational opportunities to physicians-in-training, free from commercial
bias. As a result, more and more academic medical institutions have implemented
rigorous conflict of interest policies for departments and faculty. Additional policies
have been created that restrict industry representative access to students, trainees and
staff, on and off campus. In June 2008, the Association of American Medical Colleges
(“AAMC”) released a report recommending that academic medical centers establish
standards for faculty and physicians, both on and off-site, that would limit such conflicts
and mitigate the effects of these prevalent financial entanglements.®® Specifically, the
AAMC recommended that:

e Academic medical centers establish and implement policies that prohibit the
acceptance of any gifts, including food and meals, from industry by physicians
and other faculty, staff, students, and trainees of academic medical centers,
whether on or off-site;

e Distribution of sample medications in academic medical centers be centrally
managed; and

. Detailigg by pharmaceutical representatives be limited to furthering educational
7
goals.

The AAMC also recommended that faculty should be:
e Discouraged from participating in industry-sponsored speakers’ bureaus, except

where academic investigators are presenting results of their industry-sponsored
studies to peers and there is opportunity for critical exchange;
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e Barred from allowing their professional presentations of any kind, oral or written,
to be ghostwritten by any party, industry or otherwise;

e Required to disclose all potential conflicts of interest and be recused from
involvement in purchasing decisions in which there is a financial interest; and

e Permitted to enter into consulting arrangements or to participate on industry
boards of directors and scientific advisory boards only when compensation for the
services provided is set at fair market value.”

In sum, the recommendations are designed to assure that “moving forward, the
overarching goal for both academic medicine and industry must be to maintain
productive relationships in research, education, and patient care that contribute to the
health of the public and sustain the public’s trust.”? Industry representatives have
expressed support for many of the recommendations, although there has been
considerable resistance to adoption of a directive that faculty and trainees avoid
involvement in speakers’ bureaus.”

Academic medical centers and teaching hospitals not only need to lead by
example, but they need to devise curricula that will prepare physicians-in-training to
distinguish promotional claims from evidence-based research.

Recommendation 15

Amend BME regulations to hold physicians, who are serving as faculty and
preceptors, accountable to adhere to AAMC guidelines, both on and off campus.

Recommendation 16

Amend BME regulations to add a requirement that Medical Education Directors
incorporate, as part of residency training, curriculum designed to teach residents to
identify: (a) evidence-based data; and (b) conflicts of interest. Such instruction will
permit residents to better assess the impact that the source of research funding may
have on the value of the information presented.

V1. PHYSICIAN ACCOUNTABILITY

Physicians who participate in any paid activities on behalf of pharmaceutical and
device companies should be prohibited from recklessly providing inaccurate or
misleading information in an educational or promotional venue and should be required to
completely and accurately disclose the nature and extent of their financial interests to the
institutions at which they work and to government regulators. The BME regulations
should make clear that physicians bear a responsibility to provide accurate and truthful
information in any promotional or educational setting, including in medical school and
residency training, as well as in professional publications. In addition, physicians should
provide all required information about their financial interests so that the public, their
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colleagues and regulators can evaluate whether their interest should be considered in
evaluating their statements.

Recommendation 17

Amend BME regulations to prohibit physicians from recklessly providing inaccurate
and misleading information in educational or promotional venues.

Recommendation 18

Amend BME regulations to prohibit physicians from claiming authorship of any
article or study unless they, in fact, authored the work in question. Attribution
should, however, be deemed appropriate if the physician supervised or reviewed the
work of medical students, residents, fellows or researchers.

Recommendation 19

Amend BME regulations to prohibit physicians from misrepresenting financial
interests in any required disclosure form, including through the omission of required
information.

VIlI. HEALTH CARE FACILITIES

The New Jersey Department of Health and Senior Services (“DHSS”) licenses
certain health care institutions in the State. We have already discussed the conflicts that
exist between physicians and industry in many scenarios. However, the mixture of
industry, physician and health care institutions brings about additional conflicts that
create impediments to unbiased medical decision-making. DHSS can play a key role in
monitoring the activities of individuals working within these institutions to assess
possible conflicts of interest with industry.

Academic medical centers, hospitals and other employers licensed by the DHSS
should routinely and regularly inquire about industry interests. An assessment should
occur to determine whether individuals with such interests should be in positions to
establish formularies, make purchasing determinations, conduct clinical trials or
participate on institutional review boards (IRB). Research shows a strong correlation
between receiving industry benefits and favoring their products.”

A conflict of interest is created when a physician who has a financial relationship
with a company sits on a purchasing committee considering the company’s product or a
competitor’s product. This conflict could potentially lead to a purchase of a medical
product based on personal interest rather than a sound medical decision that is in the best
interest of the patient. Provisions should be adopted to assure that decisions are made
that are in the best interests of the patients and the health care system. While some New
Jersey hospitals currently mandate disclosure of interests, there is wide variability in what
must be disclosed and to whom it is available.
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Recommendation 20

DHSS is encouraged to promulgate policies and procedures that address the
following:

e Creation of a standardized conflict of interest form for use by all New
Jersey licensed health care facilities.

e Whether physicians with financial interests should serve on advisory
bodies, such as formulary committees, purchasing committees or groups
established to develop practice guidelines, or should conduct clinical trials
or participate in IRB research.

e Whether disclosures of interests should be mandated in in-hospital
educational venues before presentations begin (i.e. grand rounds, patient
rounds and classroom).

e Creation of programs that allow community hospitals to ensure that the
acceptance of industry funding for CME does not skew the message of
educational sessions.

e Creation of a system to manage conflicts to avoid potential detriment to
the safety of clinical trial participants or to the integrity of the research.

VIill. ACADEMIC DETAILING

Academic detailing is a method of outreach education that combines the
interactive, one-on-one communication approach of industry detailers with the evidence-
based, noncommercial information of academia. The term “academic detailing” reflects
this hybrid concept.”

Academic detailing programs and other portals for dissemination of medical
information are growing in number.”® Recent evidence indicates that physicians are
willing to participate in such programs to improve patient care.”” In general, these
programs work by sending a pharmacist, nurse or doctor (known as a “detailer”) to visit a
physician’s office, just as industry would. However, the detailer is not sent to promote a
certain product to the exclusion of all others, as opposed to an industry representative. In
contrast, detailers discuss general medical issues with physicians. For example, the
detailer and the physician may have a discussion about antibiotic resistance and the
consequent need to prescribe antibiotics judiciously. Objective information would be
presented on the “relative cost” and effectiveness of various treatment regimens. This
discussion would ultimately serve to benefit the overall view of health care and treatment
of patients.
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Several states have studied or used academic detailing programs focused on
therapeutic alternatives to high cost and/or overused Medicaid formulary drugs.”
Disseminating commercial free evidence-based information has the potential of not only
containing costs, but improving the quality of health care.”® Academic detailing programs
show considerable promise in effectively changing prescribing behavior. Objective
sources of new product information, providing insight on the relative costs, benefits and
risks for new and brand name products, as well as the older and generic products, would
greatly assist physicians in making recommendations that are in the best interests of their
patients.

Pennsylvania, in collaboration with Harvard Medical School, has developed
academic detailing programs, through its Pharmaceutical Assistance Contract for the
Elderly, the PACE/PACENET Program.®® Pharmacists and nurses are trained to meet
with doctors in their offices for ACCME accredited academic detailing visits. This
program is completely non-profit and publically funded. Since its September 2005
launch, the Pennsylvania program has provided nearly 3,000 educational encounters,
averaging 20 minutes each, with nearly 1000 practitioners.?® Other models include
industry funding of similar programs. Integrated health care systems, particularly Kaiser,
have begun academic detailing programs. Programs of various sizes have been
established or legislated in Pennsylvania, South Carolina, the District of Columbia,
Vermont, New Hampshire and Maine.?? Large scale programs are also being undertaken
in several Canadian provinces, and in Australia.®®

The concept of academic detailing is now being pursued on the federal level as
well. On April 1, 2009 the Independent Drug Education and Outreach Act was
introduced. This legislation, S.767 and H.R.1859, if enacted, would provide federal
funding for academic detailing programs and the development of evidence-based
educational materials. Academic medical centers and medical and pharmacy schools, as
well as non-profit organizations, would be eligible for the grants under this bill.

New Jersey’s practitioners and patients would greatly benefit from this approach
to education. It would allow for educational opportunities outside of industry influence
that would enhance health care treatment in the state.

Recommendation 21

Encourage the creation of academic detailing programs by amending BME
regulations to require that a certain percentage of the required CME credits be derived
from the completion of courses not subsidized by industry.

Recommendation 22

Explore grants that could introduce academic detailing programs in some DHSS
regulated venues.
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