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The Honorable Tom Price, MD
1).S. House of Representatives
Washington, DC 20515

Dcar Representative Price:

As a follow up to Secretary Burwell’s previous response to your joint letter in support of the
proposed framework in the Medicare Physician Fee Schedule (PFS) calendar year (CY 2015)
proposed rule to implement an Appropriate Use Criteria (AUC) program for advanced diagnostic
imaging services (as established in section 218(b) of the Protecting Access to Medicare Act of
2014), the Centers for Medicare & Medicaid Services (CMS) would like to refer you to the PFS
final rule with comment period, which was issued on October 30, 2015,

In response to public comments, CMS finalized a definition of provider-led entity (PLL) that,
similar to the proposed definition, includes national professional medical specialty societies and
hospitals or hospital systems, and also includes alliances and collaboratives of hospitals and
hospital systems (e.g. the Natioral Comprehensive Cancer Network, High Value Healthcare
Collaborative).

The CY 2015 PFS final rule with comment period is available at:
http/Sswww. gpo.sov/dsys/pka/FR-2015-11-16/pdt/2015-28005.pdf, and the AUC preamble and
regulation text are on pages 71102 — 71116 and 71380 — 71382 respectively.

Thank you again for your interest in this new program for Appropriate Use Criteria. An identical
copy of this response will be shared with the co-signers of your letter.

Sincerely,

Gl e —

Andrew M. Slavitt
Acting Administrator
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

February 28, 2013

The Honorable Tom Price
U.S. House of Representatives

Washington, DC 20515
Dear Representative Price:

Thank you for your recommendations for implementing the Medicare Quality Improvement
Organization (QIO) program provisions included in the Trade Adjustment Assistance Extension
Act of 2011. I appreciate your longstanding interest in improving the quality of care in the
Medicare program.

I agree that community involvement is essential in the QIO improvement projects and appreciate
your recommendations with respect to maintaining state-based QIO contracts and continued
involvement of local physicians in the peer review process. The Centers for Medicare &
Medicaid Services (CMS) require certain contract functions to be carried out at the local level
and by local physicians. As you may know, there is nothing in the new legislation that would
preclude the continuation of this physician involvement.

The breadth and number of the QIO’s responsibilities have grown significantly since the
program’s inception. Consistent with the Institute of Medicine’s report in 2006 on the QIO
program, a modified structure that takes advantage of the continuously evolving approaches to
quality improvement may lead to more effective conduct of some QIO activities. We will be
examining this issue in the coming months.

Regarding dividing functions among different organizations, we are committed to avoiding
fragmentation in QIOs and to targeting the quality improvement efforts that will be most
effective in achieving high-quality health care for beneficiaries. 1 also agree that QIOs should
meet high standards and avoid conflicts of interest. I assure you that these will continue to be
goals of the QIO program.

Thank you for your commitment to ensuring quality care for our Medicare beneficiaries. Ilook
forward to speaking with you as we implement key provisions of the QIO program. 1 will also
provide this response to Representative Ron Kind.

Sincerely,

athleen Sebelius
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

JUL 2 0015

The Honorable Tom Price
U. S. House of Representatives
Washington, D.C. 20515

Dear Representative Price:

Thank you for your letter sharing your concerns around the release of the recent United States
Preventive Services Task Force (USPSTF) draft recommendation statement for breast cancer
screening.

i As you know, the USPSTF is an independent, volunteer pane] of national experts in prevention

i that makes evidence-based recommendations about clinical preventive services, The Agency for
| Healthcare Research and Quality (AHRQ) provides ongoing administrative, research, technical,
'and dissemination support to the USPSTF. As an independent panel of non-federal experts, the
'USPSTF’s recommendations are determined by the members of the panel, not AHRQ or the

- Department of Health and Human Services.

i The recommendations the USPSTF released are draft and were distributed for the purpose of

. receiving public input, such as the input you provided in your letter. I have shared your letter

- with the USPSTF so they have it as they consider the comments they received from the public on
their draft recommendation statement and as they work to develop a final recommendation.

. | understand your concerns around women’s access to preventive care and know that

i mammography is an important tool in the fight against breast cancer. 1 appreciate your input on
| this important issue. 1 will also provide this response to the co-signers of your letter.

Sincerely,

Sylvna M Burwell
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

February 14, 2012

The Honorable Tom Price
U.S. House of Representatives
Washington, DC 20515

Dear Representative Price:

Thank you for your letter regarding the U.S. Preventive Services Task Force's (Task Force) draft
recommendation on prostate—specific antigen (PSA) based screening for prostate cancer. [
appreciate your taking the time to share your concerns for the men and families who have
suffered with prostate cancer, as well as men who are at risk of developing prostate cancer.

As you are aware, this Task Force is an independent panel of non-federal, volunteer experts,
most of whom are practicing clinicians whose focus and expertise are screening and prevention.
The Task Force develops evidence-based recommendations on clinical preventive services to
inform America's primary care professionals and the patients and families that they serve. The
recommendations provide valuable guidance to the health care community and the American
people.

The Task Force recognizes that each of its recommendations may have an impact on individual
patients, primary care clinicians, and clinical practice overall. As such, the Task Force
undertakes a rigorous process for gathering and reviewing evidence, developing
recommendations, and engaging experts and stakeholders in the review of its work. The Task
Force bases all recommendations on a systematic review of published medical evidence; cost is
not a factor in the Task Force’s recommendations.

In your letter, you noted that the Task Force evaluated five studies. In its recent update of the
evidence on screening for prostate cancer, the Task Force reviewed more than 8,000 article
abstracts discussing screening or treatment for prostate cancer including 5 clinical trials of
screening, 14 cohort studies, and 2 clinical trials on treatment. The evidence review used by the
Task Force was peer-reviewed by experts in the field, including urologists.

In making its draft recommendation, the Task Force weighed the potential benefits and harms of
screening and concluded that scientific evidence does not support the common perception that
PSA-based early detection of prostate cancer reduces deaths from prostate cancer or prolongs
lives. According to the evidence, most men who are treated for PSA-detected localized prostate
cancer will receive no benefit from treatment, while a few will die, and some will have serious
complications of treatment including impotence and/or incontinence.

The members of the Task Force are committed to increasing the transparency of all of their
processes and to engaging the public in the development of their evidence-based




The Honorable Tom Price
February 14, 2012
Page 2

recommendations. As a result, the Task Force posted its draft recommendation on screening for
prostate cancer for six weeks, starting in October 2011, and invited the public to review the
gvidence and provide comment on whether the Task Force assessed the evidence accurately and
fairly, and whether their draft recommendation could be improved. Irecognize your concern that
the Task Force may lack sufficient scientific evidence on African American men and other high
risk groups in making its recommendation, and I have encouraged the Task Force to include a
specific explanation of their decision regarding high risk groups as they finalize their
recommendation in response to the public comments.

I also recognize your concern that the final recommendation on screening for prostate cancer
could affect coverage of PSA tests. While the Department has discretion to modify or eliminate
Medicare coverage for the PSA test based on the Task Force’s recommendation, I do not intend
to propose any changes to Medicare coverage of this screening test at this time. With respect to
private plans, the Affordable Care Act permits plans or issuers to provide coverage for services
in addition to those recommended by the Task Force. Plans and issuers can therefore opt to
continue covering PSA screening.

I believe the most important lesson from the work of this Task Force is that the men and families
of our nation deserve better and more effective screening tests and treatments for prostate cancer.
[ am pleased that the National Cancer Institute is engaged in research to improve prostate cancer
screening and treatment methods. It is my hope that in the future we will discover new, more
effective tests and safer treatments.

Again, thank you for sharing your concerns about recommendations related to prostate cancer
screening. I appreciate your leadership on this important issue and look forward to continuing
our work to improve the health of all Americans. Please do not hesitate to contact me if you

have any further thoughts or concerns. [ will also provide a copy of this letter to the cosigners of
your letter.

Sincerely,

Kathleen Sebelius
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www.house.govitomprice November 16, 2012
Secretary Kathleen Sebelius

U.S. Department of Health and Human Services

200 Independence Avenue S5.W.

Washington D.C. 20201

"= Dear Madam Secretary: -

We are writing to express our concerns about the implementation of Medicare Quality Improvement
Organizaton (“QIO”) program provisions that were included in the Trade Adjustment Assistance
reauthorization bill (Section 261 of H.R. 2832, or “the trade bill”). We are aware that the U.S. Department of
Health and Human Services (“the Department™) 1s moving forward with implementing H.R. 2832 and with
plans for the 11% Statement of Wotk for the QIO program, and we wish to encourage you w apply your
discretion in implementation to address key concerns we have regarding the QIO program cha.nges

As you may k'now, we are c&sponsors- of the Quality Improvement Organization Program Restoration Act
(H.R. 5942), which would repeal the QIO provisions in H.R. 2832 and allow for full consideration of QIO
program changes by the committees of jurisdiction — an opportunity that was not afforded when H.R. 2832
passed. Our legislation would ensure that the QIO retain its current state-based structure, which has '
delivered proven results. ' '

Although we will continue to pursue passage of H.R. 5942 to roll back the QIO provisions in HR. 2832, we
understand that the Department is required by law to move ahead with some aspects of implementadon. As
you do, we urge you to proceed cautiously and to consider our main concemns:

1) Maintaining the state-based scope of QIO contracts. The trade bill permits QIOs to be
regionalized or even nationalized, which would harm the long-standing relationships of state-based
QIOs with local provider communities. This stracture is critical to the National Quality Strategy and
major initiatives to improve quality of care (such as the national campaigns to reduce readmissions
and hospital-acquired mfections). Currently, providers across the nation are required to be involved
in many quality improvement activities and often turn to the QIOs to help understand their
responsibilities. We are concerned that disrupting the state-based nature of the QIO program not
only would harm QIO program efforts, but also may impact the success of broader initiatives to
improve healthcare for all Americans. Providers have come to know and trust QIOs in their states,
and the QIOs serve as resources on many health care quality-related issues. Moteover, health care
challenges and circumstances are different in each state, and overcoming these challenges requires a
locally-focused approach. The current state-based nature of the QIO program is ideally suited to
address that reality. With health care quality recelvmg more attention, now is not the time to upend
a structure that has worked well for many years.”

.'2) Maintaining integrated QIO functions within one state-based otganization. The trade bill

permits a QIO’s discrete functions (e.g., hospital and nursing home technical assistance, investigation
of beneficiary complaints) to be broken up ameng different organizations instead of integrating the

PRINTED Of RECYCLED FAFER
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functions within the one state-based QIO. Improving quality requires 2 comptehensive and
integrated approach — not a fragmented one — and this is best catried out by a singte, locally focused
otganization. Therefore, we do not believe that HHS should permit the QIO functlons to be
parceled out especially in light of the proven structure of the current program.

3) Involving local physicians in peer review in their states. Although the legislative changes
allow HHS discretion in establishing requirements for peer review processes, we strongly urge the
continued involvement of local physicians in the peer review process, consistent with past practice
and endorsed by the American Medical Association. Peer review clearly means assessments by
similarly situated professionals with full expetience in the care delivery circumstance in that state. We
are concerned that changes to the current structure, under which peer review is conducted by local
physicians, would unnecessarily disrupt a system that works well now.

4) Maintaining the independence of the QIO program. The trade bill gives HHS the authority to
determine appropriate eligibility requirements for organizations to serve as QIOs. Currently, QIOs

e e . ate independent agents-for-positive.change in-their- communities-and must-meet-strict-requirements - - -

regarding governance structure, avoiding conflict of intetest, and maintaining independence from
providers. These requirements ensure that QIOs are fair and unbiased in their quality improvement
wotk, which is especially important as we move toward paying providers based on quality of care. Tt
ts important to maintain high standards of independence for organizations offering improvement
assistance to providers. In order to maintain this high level of independence, the requirements that
QIOs cutrently must meet should apply to all organizations that HHS allows to serve as QIOs in the
future.

As you begin preparation for the 11% Scope of Work for the QIO program (scheduled to begin in August
2014), we urge you to keep in mind that the trade bill gives discretion to the Secretary with whether or not to
abandon the state-based scope of QIO contracts or to parcel out the functions of each QIO to a number of
different contractors. For the reasons we outlined above, we believe it would be detrimental to the QIO
program if such changes were to be made in the 11% Scope of Work, ot at any time in the future.

We will monitor implementation of the QIO provisions closel}r, and we hope that you will give serious
consideration to our concetns.

Sincerely,
Tom Prce Ron Kind
Member of Sg.ggre Member of Congtess
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December 9, 2011

Honorable Kathleen Sebelius

Secretary :
Department of Health and Human Services ‘ "
200 Independence Ave SW '
Washington, DC 20201 ‘ e

Dear Secretary Sebelius:

We are writing to express our concern with the United States Preventive Services Task
Force (USPSTF) recent draft recommendation against prostate-specific antigen (PSA)-
based screening.

According to the Center for Disease Control, prostate cancer is the second most common
cause of cancer death in men. The American Cancer Society estimates that 33,470 men will
die this year from prostate cancer.

The PSA testis a diagnostic blood test which indicates whether a man may have a
cancerous tumor in his prostate. The test informs the physician and patient of whether
further action is needed, such as a biopsy or treatment. Many treatment options only work
if the cancer is detected early. Based on these new recommendations, more men will wait
until symptoms of prostate cancer appear. According to ZERQ, a leading prostate cancer
patient advocacy group, the appearance of prostate cancer symptoms means the cancer has
likely already spread to areas outside of the prostate, and a man's chance of survival for
more than five years has dropped by more than 40 percent.

Since the PSA test came into widespread use for early detection in the mid-1990s, the rate
of deaths due to cancer has fallen by 40 percent, we find it extremely troubling that the
Task Force is discouraging screening. Prigr to PSA screening, the 10 year survival for
prostate cancer was 53%; it's now over 97%. Additionally, prior to the widespread
adoption of PSA-based screening, only 35% of men with prostate cancer were diagnosed
with the cancer in a curable disease state, it's now almost 90%. Decisions about when to
get screened are best left to patients and their doctors- not panels of bureaucrats tinkering
with algorithms at HHS.

In addition, USPSTF’s recommendation appears to be basec on specious and unreliable
studies and scientific evidence. Tahe USPSTF evaluated 5 studies, which, by its own
admission, included three that were of poor quality and two that were of fair quality.
Additionally, the two fair studies contradict each other, with the Prastate Lung Colorectal
and Ovarian Screening (PLCO) not showing advantage to screening, and the European
Randomized Screening for Prostate Cancer (ERSPC) showing advantage to screening.
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USPTF chose not review their findings with urologists or oncologists, the doctors that treat
prostate cancer.

The most recent study, a 2010 study considered to be the best designed and controlled
study, from Goteburg, Sweden demonstrated a 44% reduction in disease specific mortality.
Although the Task Force referenced the Goteburg subset, they use it as a justification to
discount the broader ERSPC study which incorporated a subset of its data, and the Task
Force chose to disregard the prostate cancer specific survival, citing cverall population
survival. To issue a "Grade D" rating, the USPSTF must find moderate to high certainty that
there is no scientific merit to performing screening. However, the USPSTF appears to have
cherry-picked information that supports a preconceived notion rather than analyze the
benefits of screening, a grievous danger for high-risk vopulations such as African American
men.

It is deeply troubling that any entity supported by your agency would issue a
recommendation that had the potential to further erect barriers to this highly at-risk
population receiving adequate treatment. This recommendation jeopardizes the health of
countless American men, particularly those populations that are most at risk, like African
American men or men with a family history of prostate cancer, who have the highest
incidence of and death rates from prostate cancer.

Recognizing the unique interaction between HHS and USPSTF, we ask that you push for the
withdrawal of this draft recommendation. While Medicare's coverage of PSA-based
screening may not be affected in the short term, the USPSTF's recommendation has the
potential to severely undermine coverage in the private market, resulting in countless men
being unable to receive needed treatment. Thank you for your attention in this matter, and
we look forward to your response,

Yours truly,

L4
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Rep. Tom Price Rep. André Carson
Re%]ohn Fleming 7 Rep. Devin Nunes

L ‘ .
~ D, Qogﬁx_a
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Rep. Phil #ingrey / J/ Rep. Dan Benishek
Rep. Dan Burton Rep Austin Scoé/

ep. Jean Schmidt Rep. Peter King
Rep. Steve Chabot Rep. Pat Tiberij
Rep. Larry schon ep’ 5 Boustan
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Rep. Phil Roe Rep. Diane Black
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Rep. Leonard Lance

Rep. Charite Bass - Rep Michael Burgess
-
ep. Nan Ha th Rep. Pat Meehan '
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Rep Pete Olson
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Rep. Cathy McMarris Rogers u Rep. Sgencer Bachus
Rep Tim Blahop Rep. Joe Baca

Rep. Jesse Jlackson Rep. ‘ 1

ep. Eleanor Holmes Norton
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Rep. Charles Rangel U R(e‘p7a Latta

Rep. ]oe‘Wilson Rep. Vern Hucﬂanan

Rep. Paul Broun Rep. Tim Murphy

ep Mke Pompeo

CC: David Meyers, MD
Center for Primary Care, Prevention, and Clinical Partnerships
Agency for Healthcare Research and Quality (AHRQ)
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Virginia Moyer, MD, MPH
Chairwomazan
United States Preventive Services Task Force
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/'f@' THE SECRETARY COF HEALTH AND HUMAN SERVICES
(c 7 WASHINGTON, D.C. 20201

December 1, 2009

The Honorable Tom Price, M.D.
House of Representatives
Washington, DC 20515

Dear Representative Price:

Thank you for your letter regarding the proposals announced in the 2010 Physictan Fee Schedule
Proposed Rule. In your letter you express concern about the impact of proposals related to
practice expense on Medicare payment for physicians’ services provided by cardiologists,
oncologists, and imaging services.

You also express concems about proposals relating to the Physician Practice Expense
Information Survey (PPIS). The PPIS was undertaken as a replacement for both the American
Medical Association (AMA) Socioeconomic Monitoring System (SMS) Survey, which is
approximately 15 years old, and the specialty-specific supplemental survey data, which we
accepted beginning in 2001, in accordance with section 212 of the Balanced Budget Act of 1997,
to augment the discontinued SMS survey data. The AMA and 70 individual specialties and
health care professional associations contributed a minimum of $25,000 each toward the cost of
the survey. The Centers for Medicare & Medicaid Services purchased PPIS data from the AMA
and proposed to replace the current data sources with the new PPIS data.

While we recognize that the use of the PPIS data results in significant payment increases and
decreases for several specialties, we believe that the newer data provide more accurate estimates
of physician practice costs today than do older survey data that we are currently using. In
response to public comments from the oncology community, we decided to use a practice
expense survey done several years ago by the American Society of Clinical Oncologists (ASCQO)
in place of the PPIS survey. Use of this data mitigates the impact on chemotherapy
administration services and is consistent with provisions of the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003 that require ASCQ’s survey to be used in the
determination of payment for drug administration services. Further, although we decided to use
the PPIS data in the final rule for other practice areas, we also adopted a policy to transition the
changes over the next 4 years to mitigate the financial impact of the change in any single year.
The physician fee schedule final rule provides a more detailed response to each of the points that
were raised by commenters concerned about these proposals.

Please know that the Department of Health and Human Services is fully committed to fighting
cancer and heart disease and ensuring patient access to needed services to treat these conditions.
I appreciate your interest in this important issue as we work towards our mutual goal of
strengthening the Medicare program.

incggely,

Kathleen Sebelius
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U.S. Department of Health and Human Services
Hubert H. Humphrey Building

200 Independence Avenue, S.W.

Washington, D.C. 20201

Dear Secretary Sebelius:

As you may know, on July 13, 2009, the Centers for Medicare and Medicaid Services (CMS)
issued proposed rulemaking (CMS-1413-P) which would implement changes to the calculation of
the Physician Fee Schedule used in providing reimbursement for services rendered under
Medicare Part B. This proposal seeks to implement data developed under the recently completed
American Medical Association (AMA) Physician Practice Information Survey (PPIS). While I
applaud CM8’ decision to move toward more current and accurate data to determine practice

'l expense (PE) payments for all Medicare Part B providers, I have concerns with the detrimental
i cuts to cardiology, oncology and imaging reimbursements and the negative impact it will have on

patient care.

It has come to my attention that the sample sizes, breadth of facilities included, and cost factors
taken into account in the survey were limited in scope thus failing to capture all conditions faced
by providers that lead to cost increases. Specifically, I would ask that CMS releases the data so
affected stakeholders have the opportunity to fully review the entire data set before such
significant policy changes are implemented. It should also be noted that the govermment’s flawed
physician payment structure will continue to harm quality and access to care unless substantial
changes are made.

I would urge you to consider these additional items before implementing any significant
modifications to the Medicare Physician Fee Schedule (MPFS).

Thank you in advance for your immediate help in this matter.
Yours Truly,
: ' Tom Price, M.D.

A _ | Member of Congress
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