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Thank you for the opportunity to address the Committee on Aging on the issue of state laws
requiring the disclosure of pharmaceutical company payments to physicians. These laws are on
the ascendancy; the Minnesota statute dates from 1993, but since 2001 three states and the
District of Columbia have enacted similar laws. Eleven states proposed disclosure laws in 2006.
To our knowledge, none became law.

Payment disclosure laws offer an important mechanism to monitor pharmaceutical industry
marketing, a practice valued at $25.3 billion in 2003.? Pharmaceutical marketing to physicians
includes free samples, promotional detailing, and continuing medical education activities, and
has been shown to alter physician behavior. Physicians typically claim that they are unaffected
by such interactions (although they are willing to acknowledge that their colleagues might be
influenced).® But pharmaceutical companies would not be catering to the culinary and travel
preferences of physicians if they thought their efforts were for nought. The evidence strongly
suggests that the companies are right. For instance, contact with pharmaceutical company
representatives is associated with changes in the prescribing practices of residents and
physicians® and more rapid adoption of new drugs by prescribers.> Sponsorship of continuing
medical education programs by a pharmaceutical company® and all-expenses-paid travel to
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conferences’ are associated with increases in the prescribing rate of the sponsors’ drugs. Finally,
interactions with a pharmaceutical company representative are associated with an increased
likelihood of requesting that the representative’s company’s drug be added to the hospital
formulary.® Thus, as companies with a clear conflict of interest in promoting a specific product
continue to influence physicians, the result can be prescribing based on marketing, rather than
science. Moreover, if this effort results in the prescribing of unnecessary drugs or newer, more
expensive drugs with little marginal benefit, it will needlessly add to health-care spending. These
newer medications are more likely to have undiscovered dangers.’

Equally important, these interactions are eroding the public’s trust in the medical profession.
These conflicts bear a strong resemblance to the recently reported scandals in the student loan
business; the difference is that in medicine they are formally condoned by the profession.

In 2002, the American College of Physicians, the nation’s largest association of internists, issued
a policy statement regarding pharmaceutical company payments to physicians.’® It offered three
criteria for determining the appropriateness of a payment, the first of which is: “What would my
patients think about this arrangement? What would the public think? How would | feel if the
relationship was disclosed through the media?” Payment disclosure laws in effect put these
theoretical questions to the test.

Already, despite the limitations described below, these physician disclosure laws have yielded
beneficial results. In Minnesota, the publication of our article in the Journal of the American
Medical Association (JAMA; see Appendix 1)* in March 2007 and our provision of the
underlying data to local newspapers have led to significant media interest and an undertaking by
the Executive Director of the Minnesota Board of Pharmacy (to whom we also provided the data
electronically) to post the data his office has collected on the internet. (We do not see such data
posted at the present time.) After reading the press reports, which named specific doctors, several
clinics contacted us, unaware that their physicians had been accepting such large payments from
pharmaceutical companies. An article in the New York Times, using similar data, identified
physicians being used by pharmaceutical companies to run clinical trials despite long histories of
discipline for substandard medical care by the Minnesota Board of Medical Practice.'? Another
in the same series documented large payments to medical “thought leaders™ — those with a role
in developing guidelines that might affect the prescribing of the company’s drugs.
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Our comments today will address two principal areas: (1) a legal analysis of the strengths and
weaknesses of all enacted state payment laws; and (2) a summary of our research examining the
effectiveness of physician payment disclosure laws in VVermont and Minnesota.

A. Review of Existing State Physician Payment Disclosure Laws
In preparation for this testimony, we conducted a detailed analysis of the five state laws on

doctor payment disclosure currently in place. A summary of the most important elements appears
in the table below; the details are attached as Appendix 2 to this testimony.
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Although these statutes are undoubtedly intended to increase the transparency of the physician-
pharmaceutical company relationship, it is clear that all fall well short of their aspirations.

None of the statutes requires device or biologic manufacturers to report payments, although there
IS no basis for such a distinction. Two of the five states (Minnesota and West Virginia) do not
require separate reporting of each payment, permitting various forms of aggregation either across
payment type or by physician. In West Virginia, no physician names need be reported; each
company is required only to report (in dollar ranges) the total value of payments in that year and



the number of physicians who received payments of that value. This is by far the weakest of the
disclosure statutes so far enacted.

Although food, travel, and honoraria/consulting fees must typically be reported, exclusions from
reporting are common. The threshold for any reporting ranges from $25 (District of Columbia,
Maine, and Vermont) to $100 (Minnesota and West Virginia). Four states (all except Minnesota)
exempt certain payments related to medical conferences and research studies from the reporting
requirement, and all exempt free samples for patients. Such exclusions are not justified as long as
each payment is clearly identified as being for a particular purpose. Researchers and patients can
decide for themselves if they consider highly remunerative research relationships with
manufacturers, for example, to be problematic.

Only two states (Maine and Vermont) permit electronic filing of reports and one state (West
Virginia) has no enforcement mechanism available under the statute. Only the Minnesota statute
makes all the disclosed information part of the public record, without exception, although the
remaining four states require annual summary reports to the legislature. A model statute would
require both.

In sum, all existing statutes are deficient in at least one significant respect. Only one (Minnesota)
requires physician-specific data to be made public and all are subject to major exemptions from
disclosure.

B. Pharmaceutical Company Payments to Physicians: Early Experiences with Disclosure
Laws in Vermont and Minnesota

In our JAMA paper, we examined the effectiveness of the physician payment laws in Vermont
and Minnesota, enacted in 2001 and 1993, respectively. We had three research objectives: (1) to
determine the accessibility of the data available in Vermont and Minnesota; (2) to assess the
quality of the public data; and (3) to describe the prevalence and magnitude of disclosed
payments to physicians of $100 or more. The $100 cutoff was selected to facilitate comparisons
between two states with different disclosure thresholds and because the guidelines of both the
American Medical Association (AMA)™ and the Pharmaceutical Research and Manufacturers of
America (PhRMA)™ suggest that gifts be under $100 in value and should benefit patients.

Accessibility of Payment Data

In both states, payment disclosures can be obtained, although obtaining the records required
much effort. In Vermont, payment data were released by the Attorney General’s office as
Internet-accessible annual summary reports to the legislature. These reports do not provide
physician-specific payments; rather, they provide aggregated data, broken down by company,
recipient type, form of payment, and purpose.
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In order to obtain physician-specific data, we entered into extensive negotiations with the
Attorney General’s office, while simultaneously submitting a Freedom of Information Act
request. After nearly 12 months, the state did release physician-specific payment data, but
withheld all data designated by the companies as trade secret. In the most recent year, 30 of 68
companies (44%) designated at least some of their payments as trade secret.'® We subsequently
initiated a lawsuit against the Attorney General of Vermont to obtain those payments designated
as trade secret; numerous pharmaceutical companies were eventually joined in the litigation.
Most of these companies have settled, providing some form of redacted data but setting no
precedent for release to others. It is unrealistic to expect individual patients to engage in this sort
of litigation to obtain their doctor’s payment information.

In Minnesota, payment data have never been made available as a public report. Indeed, the
disclosure forms submitted have literally sat in boxes for up to a decade, gathering dust and
never being analyzed. In order to obtain the records, we were required to travel to the Minnesota
Board of Pharmacy office in Minneapolis and to photocopy each form at a fee of $0.25 per page.
Again, this hardly qualifies as adequate public disclosure.

Quality of Payment Data

Vermont provided us with data that had been entered into an Excel spreadsheet. However,
despite a statute requiring separate reports for each payment, some entries described payments
made to multiple physicians/healthcare professionals, whereas others described payments made
to individuals. Moreover, many companies designated their records trade secret, and the AG
refused to disclose such records. In our study, during the first year, 13 companies designated
their payments as trade secret and nine additional companies did so in the second year, despite
having released information during the first year.

In Minnesota, some disclosures were typed while others were hand-written (with varying degrees
of legibility). As in Vermont, some entries described payments made to multiple
physicians/healthcare professionals, whereas others described all payments made to individuals.
Data quality was poor, with many entries providing no information on payment purpose or else
generically quoting the Minnesota payment disclosure law (e.g., “reasonable honoraria or
payment of the reasonable expenses of a practitioner ...”). Overall, 60 companies disclosed
payments, but only 15 companies did so in each of the three years we studied.

Disclosed Payments

According to the summary reports released by the Vermont Attorney General’s office, 58
pharmaceutical companies disclosed to the state $5.58 million in payments between July 1, 2002,
and June 30, 2004. Of these, 12,227 payments totaling $2.18 million were publicly disclosed.
Thus, in dollar terms, 61% of all payments reported to the state were withheld on trade secret
grounds. Of the publicly disclosed payments, 2,416 (20%) were to physicians for $100 or more,
totaling $1.01 million; the median payment was $177 (range: $100-$20,000). Sixty-eight percent
of these payments were in the form of food, clearly providing no patient benefit and therefore
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potentially violating the AMA and PhRMA guidelines. By number, 28% of these payments were
for educational activities, 26% were for detailing, and 16% were for unspecified purposes. In
dollar terms, 35% of payments were for speaking activities, 20% were for unspecified purposes,
and 17% were for educational activities.

In Minnesota, between January 1, 2002, and December 31, 2004, pharmaceutical companies
disclosed 7290 payments. Of these, 6,238 (86%) were to physicians for $100 or more, totaling
$22.39 million; the median such payment was $1,000 (range: $100-$922,239). By number, 46%
of such payments were for unspecified purposes, 27% were for educational activities, and 13%
were for speaker activities. In dollar terms, 42% of these payments were for unspecified
purposes, 20% were for educational activities, and 16% were for research activities. Because the
name of the recipient was fairly consistently provided and because, unlike in Vermont, all
disclosed payments must be publicly available, we were able to identify particular physicians
who had received multiple payments. We identified 2388 distinct physician recipients,
approximately 14% of the 17,445 physicians holding an active license and who had a home
address within the state. For these individual physicians, the median number of payments of
$100 or more was 1 (range: 1-88) and the median total amount received was $1000 (range: $100-
$1,178,203).

In summary, we identified large numbers of payments to physicians but, due to deficiencies in
the laws and their enforcement, these estimates are likely substantial underestimates of the actual
value of payments from pharmaceutical companies to physicians and the number of physicians
involved.

C. Conclusions

The extraordinary measures taken by pharmaceutical companies to influence prescribers bear
little resemblance to actual public health needs. Payment disclosure laws are a first step toward
addressing the problem, but they are not the only method or even necessarily the most effective
one. No-one requires physicians to accept the gifts offered. Certain prominent medical schools
have recently decided to exclude pharmaceutical company representatives from their clinics and
hundreds of physicians have personally undertaken to refuse all gifts (Goodman R, personal
communication, June 24, 2007)."” The guidelines of the major medical associations must be
tightened but, due to their voluntary nature, these guidelines are likely to be more effective at
staving off legislation than reducing marketing excesses. Enforcement of existing restrictions on
marketing must be more strenuously enforced at the levels of the Justice Department, Federal
Trade Commission, Food and Drug Administration and state governments.

We would like to conclude with some recommendations based on our research. An overarching
point is that the disclosure laws should include device and biologic companies. But the most
important recommendation is this: Due to the overall poor quality of the statutes and their
implementation to date, and because the physician payment issue is a national one, not a state
one, the most rational approach to this issue is a national reporting requirement. Our more
specific recommendations would apply equally to state and national disclosure statutes and are
detailed below.
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D. Recommendations

Company Reports to Agency

1) Itemize each payment to each prescriber.

2) Allow for electronic submission.

3) Permit no payment categories to be exempt from disclosure.

4) Standardize entries to minimize missing information, such as by using drop-down menus
and by linking payments to a unique National Provider Identifier. This would facilitate
aggregation of data on specific providers within and between companies.

5) Create enforcement mechanisms that will maximize compliance. Substantial fines and/or
penalties for non-reporting are needed. Penalties could include:

a. suspending interactions between physicians and pharmaceutical companies for
periods of time; or

b. excluding products for which there is a satisfactory therapeutic alternative from
Medicaid or state and county hospital formularies.

Public Access to Disclosed Information
1) Make all individual disclosures available free and online.
2) Develop web tools to permit patients to search and aggregate payments by physician and
payment type.

Agency Reports to Legislature
1) Require the implementing agency to annually report aggregate data.
2) Make annual reports easily accessible online.



