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The Honorable Alex Azar

Secretary

U.S. Department of Health & Human Services
200 Independence Avenue, S.W.

Washington, D.C. 20201

Dear Secretary Azar:

I write with continued concern that the Department of Health & Human Services (“HHS”) is
inadequately vetting advisory board members for conflicts of interest related to medically
prescribed opioids.

Earlier this year, HHS appointed multiple individuals to a pain management task force who
appear to have significant conflicts of interest.” The Pain Management Best Practices Inter-
Agency Task Force (“Task Force™) was originally authorized to review best practices for chronic
and acute pain management and prescribing pain medication.’ The Task Force’s purview was
recently expanded, and it will now be involved in making recommendations that could dictate
Medicare and Medicaid payment and coverage policies for treatment of opioid use disorder,
including the use of medical devices.” The expansion of the Task Force’s responsibilities
increases the need for HHS to ensure that panel members do not have conflicts of interest.

Fifteen of the Task Force’s members are subject to the HHS Open Payments reporting
requirements. From 2013 through 2017, the most recent year for which data are available, 10 of
these individuals reported receiving payments totaling nearly $180,000 from pharmaceutical
companies, including opioid makers, and medical device manufacturers. While some of the
payments are small and consist of food and beverage fees, others are reported as consulting fees
worth thousands of dollars. For example, one Task Force member reported receiving payments
of more than $79,000 during that time period, the majority of which came from Pfizer, Inc.
(“Pfizer”), which manufacturers two extended release opioid capsules. Three others members
received total payments ranging from $26,000 and $31,000.

Another one of these panel members received a consulting payment of more than $20,000 from
Purdue Pharma, L.P. (“Purdue”) just 15 months before the Task Force was formed. Purdue, a
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manufacturer of multiple opioid products, has been subject to extensive civil and criminal
prosecution for abusive marketing practices dating back more than a decade.

In this case, Open Payments data show that Purdue paid Dr. Jianguo Cheng a consulting fee of
$24,600, on March 1, 2017.° This payment appears to have been the only consulting fee that Dr.
Cheng received since Open Payments was implemented in 2013, The Purdue payment also is
many times larger than any other payment he received from any entity for any sort of activity.
Open Payments data further shows the payment to Dr. Cheng was the eighth largest stand-alone
payment that Purdue reported making in 2017. Furthermore, of the more than 16,000 doctors
Purdue reported paying in 2017, fewer than 25 received more in aggregate payments that year
than Dr. Cheng did.

In addition to the consulting fee from Purdue, Dr. Cheng is the current president of the American
Academy of Pain Medicine (“AAPM?”), an affiliation that HHS does not disclose to the public on
its website. The affiliation with AAPM is relevant to the consideration of financial conflicts of
interest for two reasons.

First, AAPM has a long history of receiving significant funding from the pharmaceutical
industry, including opioid manufacturers. The Minority Staff of the U.S. Senate Committee on
Homeland Security and Government Affairs (“HSGAC”) found that from 2012 to 2017, the
organization received $1 2 million from the five largest opioid manufacturers, as measured by
worldwide 2015 sales.® An afﬁhated foundation received an additional $300,000 from these five
firms during the same time period.’

Secondly, AAPM is organized for tax purposes as a business league under Section 501(c)(6) of
the Internal Revenue Code, which means it is seeking to improve the business of its members.
Unlike a Section 501(c)(3) entity, which is organized for charitable purposes business leagues
must be “an association of persons having some common business interest, the purpose of which
is to promote such common interest,” and “must be devoted to improving business conditions of
one or more lines of business as distinguished from performing particular services tor individual
persons.”® In the case of AAPM, the organization represents health care providers,” who also
stand to benefit from potential changes to Centers for Medicare & Medicaid Services’
reimbursement schedules—one of the Task Force’s central responsibilities.

Taken together, the AAPM’s financial links to opioid manufacturers, and its status as a business
league, are even more relevant since the organization was deeply critical of opioid prescribing
guidelines that were issued by the Centers for Disease Control and Prevention (“CDC”) in
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2016.'° The organization’s criticism specifically targeted the CDC’s suggested daily dosing
limits, the preference in the guidelines for use of non-opioid therapies. The AAPM also
questioned the evidence on which the guidelines were based. 1'1n 2016, Dr. Cheng was a Vice
President of the organization.'?

In addition to Dr. Cheng, three other AAPM members are on the Task Force."? One is Dr. Rollin
Gallagher, a current board member'* and former president'® of the organization. While Dr.
Gallagher has not reported receiving payments directly from pharmaceutical manufacturers, he is
a highly paid independent contractor for AAPM, which, as mentioned above, receives substantial
funding from opioid manufacturers. According to tax records reviewed by staff, AAPM paid Dr.
Gallagher more than $975,000 from 2011 through 2017 for oversight of its ﬂagshlp
publication,'® the Journal of Pain Medicine, where he remains editor-in-chief.!” In that position,
many of the senior editors Dr. Gallagher oversees also have received substantial payments—
some in excess of $100,000—from opioid manufacturers, according to Open Payments data.'®
Prior to Open Payments being established, Dr. Gallagher disclosed working as a consultant or
receiving grants from opioid manufacturers including Purdue, Endo Pharmaceutlcals Inc.
(“Endo™), Janssen Pharmaceuticals, Inc. (“Janssen”), and Cephalon, Inc."

Not all panel members are subject to Open Payments reporting. For example, one of the four
current Task Force members not required to file such reports is on the staff of the U.S. Pain
Foundation (“Pain Foundation™). The HSGAC report found that the Pain Foundation received
$2.9 million in payments from the five largest opioid manufacturers from 2012 to 2017,
including a $2.5 m11110n payment from Insys for a patient assistance program the foundation
helped administer.” Insys markets fentanyl and has been the subject of civil and criminal

' Daniel B. Carr, “President's Message: NPS Versus CDC: Scylla, Charybdis and the “Number Needed to [Under-] Treat”
Journal of Pain Medicine (2016) 17:999-1000, available at http://www.painmed.org/files/presidents-message-2016-volume ! 7-
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prosecution for abusive marketing practices, some of which were examined during a 2016
hearing before the Finance Committee.?! The HHS Office of Inspector General and the FDA
Office of Criminal Investigations participated in the federal investigation and 2017 arrest of the
company’s founder and majority owners in connection to these illegal practices.?

The Pain Foundation’s 2014 tax filing shows that the organization received nearly $500,000
combined from opioid manufacturers Teva Pharmaceutical Industries, Ltd. (“Teva”) ($266,000),
Purdue ($104,800), Pfizer ($80,000), Endo ($25,000) and Zogenix, Inc. (“Zogenix”) ($21,368),
in addition to tens of thousands of dollars more from other pharmaceutical and device
manufacturers.” According to documents that have since been removed from the foundation’s
website, over 70% of the organization’s funding in 2012 came from major pharmaceutical
manufacturers.*! That year the organization received more than $180,000 from pharmaceutical
manufacturers including Pfizer ($50,000), Purdue ($30,000), Teva ($43,000), Endo ($30,000),
Johnson & Johnson ($7,500), and the pharmaceutical industry trade group PARMA ($20,000).%°

It also has recently been revealed that the foundation faces serious legal and financial control
issues regarding misuse of funds. It was reported this month that the Attorney General and
Department of Consumer Protection for the State of Connecticut have opened investigations into
its activities.”® The organization’s former CEQ, who was forced to resign in May, also has
reportedly spoken to the U.S. Attorney’s Ofﬁce the Federal Bureau of Investigation, and the
Department of Health & Human Services.”’ Media reports also stated that the foundation inflated
its membership numbers by 600%. The foundation previously said that it had 90,000 members,
but now states that it has just 15,000 members.?

Given the financial influence that opioid manufacturers could exert on the above-discussed Task
Force members, it is troubling that the body’s first work product hewed closely to industry
positions on federal policy. As one example, the Task Force’s literature and policy review cast
only negative light on the CDC’s 2016 opioid prescribing gu1dehnes and its attempt to moderate
their use and improve patient safety.”” Likewise, the Task Force’s draft gap analysis and

! Examining the Opioid Epidemic: Challenges and Opportunities, Before the U.S. Senate Committee on Finance, 114th Cong,
523 (2016) (statement of David A. Hart, Assistant Attorney-In-Charge, Civil Enforcement, Financial Fraud And Consumer
Protection, Oregon Department of Justice), available at https://www.finance.senate.gov/hearings/examining-the-opioid-epidemic-
challenges-and-opportunities.
* Press Release, “Founder and Owner of Pharmaceutical Company Insys Arrested and Charged with Racketeering,” U.S.
Department of Justice (Oct. 26, 2017), available at https://www.justice.gov/usao-ma/pr/founder-and-owner-pharmaceutical-
company-insys-arrested-and-charged-racketeering.
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recommendations appear to focus largely on chipping away at the CDC’s guidelines that are

designed to encourage moderation of opioid use by medical providers.

30

In order to better understand HHS’s process for appointing members to the Task Force, please
answer the following questions, and provide the requested documents: '

l.

Please describe HHS’s process for selecting Task Force members, including the extent to
which the Task Force is subject to the Federal Advisory Committee Act. Please provide
any relevant policies, guidance or regulations the Department adhered to during this

“process.

Please describe HHS’s conflict of interest review process in regards to its selection of
Task Force members, including disclosure and recusal requirements. Please provide any
relevant policies, guidance or regulations the Department adhered to during this process.

Was HHS aware of the potential conflicts of interest for the members detailed in this
letter? Is HHS aware of any other potential conflicts of interests for Task Force
members?

Was HHS aware of the legal and financial control issues faced by the U.S. Pain
Foundation? If so, when did it become aware of these issues? Was the issue ever brought
to HHS’s attention by the Pain Foundation’s representative on the Task Force or others?

Has HHS placed any restrictions on any Task Force members due conflicts of interest or
the appearance of such conflicts?

Did HHS consult the Open Payments database maintained by the Centers for Medicare &
Medicaid Services during its selection process for Task Force members? Does HHS’s
policies or guidelines require it to consult Open Payments as part of its review for federal
advisory committees that include participants from professions subject to disclosure?

Section 101(c)(5) of the Comprehensive Addiction and Recovery Act sets specific
criteria for the makeup of the Task Force’s members. Please categorize each of the Task
Force’s members according to the criteria set forth by statute.

Please provide the Finance Committee with the ethics disclosures completed by each of
the Task Force’s members and any evaluations or determinations of such conflicts.

Dr. Cheng’s and Dr. Gallagher’s affiliation with AAPM was briefly mentioned during the
Task Force’s opening session, but no discussion of their affiliation is made on the Task
Force’s website. Setting aside for a moment my concerns about financial conflicts of
interest, such professional affiliations are relevant to the public’s understanding of the
composition of this and similar advisory bodies.

%% Pain Management Inter-Agency Task Force, “1.3 Review of CDC Guidelines,” in September 2018 Meeting Materials — Draft
Gaps and Recommendations (September 2018), available at https://www.hhs.gov/ash/advisory-committees/pain/meetings/2018-
09-25/recomendations-and-gaps/index.html].




a. In HHS’s view, is there any law or policy that would prevent it or its agencies
from listing these affiliations—or similar ones for other members—on its website,
where it would be more readily available to the public?

b. Does HHS feel it needs additional statutory authority to make such disclosure of
professional biographical information of this panel and others it convenes?

Please provide the requested information and documents no later than January 22, 2019. If you
or your staff have any questions, please direct them to Peter Gartrell on my Finance Committee
staff, at (202) 224-4515.

Thank you for your attention to this matter.
Sincerely,

Ron Wyden
Ranking Member





