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EXAMINING THE UNITED STATES
PREVENTIVE SERVICES TASK FORCE

WEDNESDAY, NOVEMBER 30, 2016

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HEALTH,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 11:02 a.m., in room
2322, Rayburn House Office Building, Hon. Joseph R. Pitts (chair-
man of the subcommittee) presiding.

Present: Representatives Guthrie, Shimkus, Murphy, Burgess,
Blackburn, Lance, Bilirakis, Long, Bucshon, Brooks, Collins, and
Pitts.

Staff Present: Rebecca Card, Assistant Press Secretary; Jay
Gulshen, Legislative Clerk, Health; Dan Schneider, Press Sec-
retary; Adrianna Simonelli, Professional Staff Member, Health;
Heidi Stirrup, Health Policy Coordinator; Dylan Vorbach, Deputy
Press Secretary; Waverly Gordon, Minority Professional Staff Mem-
ber; Samantha Satchell, Minority Policy Analyst; and Arielle
Woronoff, Minority Health Counsel.

OPENING STATEMENT OF HON. JOSEPH R. PITTS, A REP-
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH
OF PENNSYLVANIA

Mr. PrrTs. The subcommittee will come to order. I might note
that the Democratic members of the subcommittee are still at their
c}e;ucus leadership elections. They will come as soon as they finish
that.

The chairman will recognize himself for an opening statement.

Today’s hearing will be taking a close look at the United States
Preventive Services Task Force created in 1984 as an independent
volunteer panel of 16 national experts in prevention, primary care,
and evidence-based medicine and tasked with making rec-
ommendations about clinical preventive services which could work
to improve the health of all Americans.

The Affordable Care Act required the Task Force to issue annual
reports to Congress, to include information on gaps in the evidence-
based research related to clinical preventive services, and rec-
ommend areas that need further examination through targeted re-
search. The Affordable Care Act also tied some of the Task Force
recommendations directly to reimbursement requirements for pri-
vate insurance.

Recommendations do not consider cost-effectiveness and are
based solely upon evidence of medical benefit to the patient, no
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matter how expensive it is. The Task Force independently evalu-
ates the medical evidence on clinical preventive services to inform
healthcare professionals, healthcare systems, and the American
people to make careful decisions about their health and health
care. It is believed that by identifying evidence gaps and high-
lighting them as priority areas for research will inspire public and
private researchers to collaborate, target their efforts to generate
new knowledge, and address important health priorities.

However, experience has shown that a number of the Task Force
recommendations have the effect of limiting access to preventive
care. For example, one recommendation was against screening for
prostate cancer in healthy men with a prostate-specific antigen
blood test. Another recommendation was against routine annual
mammogram screenings for women age 40 to 49. Such rec-
ommendations contradict clinical guidelines based on medical lit-
erature and experts in the field. The concerns are that these rec-
ommendations could undermine new models of care delivery.

Our colleague, vice chair of the full committee, Representative
Marsha Blackburn, has a legislative discussion draft entitled,
“USPSTF Transparency and Accountability Act of 2016,” which
would require specialists and subspecialists to be involved in re-
viewing the preventive services examined by the Task Force. The
legislation would allow a wide range of patient groups, providers,
and Federal agencies to be involved in the important review proc-
ess of preventive services. Furthermore, any evidence reports and
recommendations would be available for public comment. Trans-
parency is further enhanced by establishing a preventive services
stakeholders board to provide feedback on Task Force activities.

We have before our committee today some of the very stake-
holders who can answer our questions surrounding the proposed
legislation. So I look forward to hearing more about the work con-
ducted by the Task Force, how it might be improved with passage
of this legislation, and recognize

Anyone seeking time? Dr. Burgess.

PREPARED STATEMENT OF HON. JOSEPH R. PITTS

Today’s hearing will be taking a close look at the United States Preventive Serv-
ices Task Force, created in 1984 as an independent, volunteer panel of 16 national
experts in prevention, primary care, and evidence-based medicine and tasked with
making recommendations about clinical preventive services which could work to im-
prove the health of all Americans.

The Affordable Care Act required the Task Force to issue annual reports to Con-
gress to include information on gaps in the evidence-based research related to clin-
ical preventive services and recommend areas that need further examination
through targeted research. The Affordable Care Act also tied some of the Task Force
recommendations directly to reimbursement requirements for private insurance.
Recommendations do not consider cost-effectiveness, and are based solely upon evi-
dence of medical benefit to the patient, no matter how expensive it is.

The Task Force independently evaluates the medical evidence on clinical preven-
tive services to inform health care professionals, health care systems, and the Amer-
ican people to make careful decisions about their health and health care. It is be-
lieved that by identifying evidence gaps and highlighting them as priority areas for
research will inspire public and private researchers to collaborate and target their
efforts to generate new knowledge and address important health priorities.

However, experience has shown that a number of the Task Force recommenda-
tions have the effect of limiting access to preventive care. For example, one rec-
ommendation was against screening for prostate cancer in healthy men with a pros-
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tate-specific antigen blood test. Another recommendation was against routine an-
nual mammogram screenings for women ages 40-49.

Such recommendations contradict clinical guidelines based on medical literature
and experts in the field. The concerns are that these recommendations could under-
mine new models of care delivery.

Our colleague, Vice Chairman of the full Committee, Rep. Marsha Blackburn, has
a legislative discussion draft, entitled “USPSTF Transparency and Accountability
Act of 2016” which would require specialists and subspecialists to be involved in re-
viewing the preventive services examined by the task force. The legislation would
allow a wide range of patient groups, providers and federal agencies to be involved
in the important review process of preventive services.

Furthermore, any evidence reports and recommendations would be available for
public comment. Transparency is further enhanced by establishing a preventive
services stakeholders board to provide feedback on Task Force activities.

We have before our committee today some of the very stakeholders who can an-
swer our questions surrounding the proposed legislation.

I look forward to hearing more about the work conducted by the Task Force and
how it might be improved with passage of this legislation.

Mr. BURGESS. Thank you, Mr. Chairman.

So people familiar with this subcommittee know I never come
without my copy of the Affordable Care Act, and this morning we
are concerned about section 2713, which by Federal statute linked
preventive service coverage requirements to the recommendations
of the federally appointed United States Preventive Services Task
Force.

Interestingly, this entity is not subject to the Federal Advisory
Committee Act or the Administrative Procedures Act, providing the
public with little opportunity for accountability and transparency
and no review and comment period. So we have seen from past ex-
periences with the prostate-specific antigen, the PSA test for pros-
tate cancer, from mammograms for breast cancer, the Task Force
recommendations have consequences and can deprive patients of
lifesaving services.

Last year, the GOP Doctors Caucus wrote a letter to CMS urging
them to withdraw the “nonrecommended PSA-based screening”
quality measure that was based on Task Force recommendations.
CMS did withdraw the draft measure, but this situation clearly
demonstrates the danger of the broad discretion that the USPSTF
represents to patients.

Legislation, as Chairman Pitts pointed out, does provide account-
ability and transparency for the public. It provides opportunities
for stakeholders to give their input. I understand the value of iden-
tifying preventive services. I recognize that they can prolong the
lives of Americans. I recognize they can save taxpayer dollars.
However, it is important that a process is in place to ensure pro-
viders and patients that they are involved in the development of
recommendations that carry so much weight and that patients and
their doctor retain a share of the decision-making process.

Thank you, Mr. Chairman. I will yield back the balance of the
time.

Mr. PitTs. The chair thanks the gentleman, and now recognize
the vice chair of the full committee, Mrs. Blackburn, 5 minutes for
opening statement.
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OPENING STATEMENT OF HON. MARSHA BLACKBURN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF TEN-
NESSEE

Mrs. BLACKBURN. Thank you, Mr. Chairman.

And I am so appreciative that we are moving forward on this leg-
islation today. And I wish Mr. Rush were already in the room. I
just want to commend him and his staff for the work that they
have done on this issue. And Mr. Rush had a birthday last week
and he thought having this hearing was a pretty good birthday
present for him, because he does want us to move forward on this.

And our legislation will address some of the concerns that have
been articulated, the growing concern over a number of the
USPSTF recommendations, and the attempt to control cost by lim-
iting patient access to preventative care. And I appreciate that the
subcommittee is taking the time to drill down on the issue and that
our witnesses are working with us on this.

We want to make certain that the advice and the guidance that
is there is appropriate. And Mr. Burgess said it well, that patients
and doctors are going to have their say in this process. Congress
must not allow Federal agencies to be making the individual health
choices on behalf of providers. Health decisions in the country must
remain between doctors and patients.

Currently, there is no congressional appointment process or over-
sight mechanism within the USPSTF. Further, I am concerned that
the Task Force members do not always meet with relevant stake-
holders during the review process and often there is no public dia-
logue with medical specialists who have years of expertise on the
matters that are under review.

Over the years, we have learned that this insular decision-mak-
ing process at times directly conflicts with the informed views of
expert physicians. The USPSTF turned its back on over 20 million
women by finalizing erroneous guidelines that would limit access
to mammograms for women between the ages of 40 and 50. Their
recommendations have impacted PSA tests and skin cancer checks.
Their reach is broad and can impact each and every one of us at
any time.

Therefore, it is timely that this committee examine the Task
Force to ensure transparency and accountability and make certain
those are embedded in the process. Scientific evidence should moti-
vate decisions but also support informed decision-making between
physicians and patients. It is important that we reform the flawed
system and ensure informed patient-centered choices are provided.

Congress does have the oversight responsibility, and today’s
hearing will help us to better understand the implications of rec-
ommendations and their impact on access to health care.

Mr. Chairman, I have got six statements for the record, to sub-
mit for the record. These are all in support of the bill. They are
from the Men’s Health Network, Solis Mammography, the National
Business Group on Health, the Urology Policy Forum, and the HR
Policy Association. And, with that, I yield back my time.

Mr. PirTs. The chair thanks the gentlelady.

Is anyone else seeking time? If not, I will add to the UC request
a letter from the National Association of Pediatric Nurse Practi-
tioners, a statement from ZERO—The End of Prostate Cancer. And
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the Democratic members have asked me to enter into the record a
number of documents, including Ranking Member Green and
Pallone’s opening statements, letters to the committee from a num-
ber of parties with statements regarding the Preventive Services
Task Force.

Without objection, so ordered.

[The information was unavailable at the time of printing.]

Mr. Prrrs. All right. As usual, the written opening statements
will be made a part of the record.

We will now go to our first panel. We have two panels today.

The first panel—thank you very much for coming today—is
Kirsten Bibbins-Domingo, Ph.D., M.D., M.A.S., chairwoman of the
USPSTF, the Task Force. So welcome. Your written opening state-
ment will be made a part of the record. You will be recognized for
5 minutes for your summary. The chair recognizes the gentlelady.

STATEMENT OF KIRSTEN BIBBINS-DOMINGO, M.D., PRO-
FESSOR OF MEDICINE AND OF EPIDEMIOLOGY AND BIO-
STATISTICS, UNIVERSITY OF CALIFORNIA, SAN FRANCISCO,
CHAIRPERSON, U.S. PREVENTIVE SERVICES TASK FORCE

Dr. BIBBINS-DOMINGO. Thank you very much, Chairman Pitts
and members of the House Energy and Commerce Health Sub-
committee. I am grateful for the opportunity to talk with you today
about the U.S. Preventive Services Task Force.

I am the chair of the Task Force, and I am professor of medicine
and epidemiology at the University of California, San Francisco. I
am also a general internist, and I provide primary care to a diverse
population of adult patients at our public hospital in San Francisco,
Zuckerberg San Francisco General. I have been in practice for more
than 15 years.

Primary care providers specialize in preventing disease before it
starts. Let me tell you a bit about a patient I saw in clinic several
weeks ago. Ruth is a lovely, active 63-year-old woman. During our
visit, she asked me what many of my patients do. What can I do
to make sure I live a long and healthy life to lower my chance of
getting sick in the future?

I take my answers to these questions very seriously. I want to
be clear that the things that Ruth and I decide together have some
chance of preventing disease and prolonging or improving her life.
I also want to make sure I can give Ruth a complete understanding
of the side effects of the tests and treatments. I want to be sure
that she is more likely to benefit from my recommendations than
to be harmed. She has put her trust in me, and I want to know
that my advice and our shared decisionmaking will help her keep
healthy for many years to come.

This is what we do in primary care. We make recommendations
for people without signs or symptoms of disease about services
aimed at preventing future disease and prolonging healthy life.
And because of this important responsibility, it is crucial that we
know what the science says.

I want to help Ruth prevent breast cancer and cervical cancer
and colorectal cancer. I also want to minimize her chance of devel-
oping a heart attack or stroke, to help prevent her from falling, and
to identify any underlying depression. For Ruth, and for the many
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patients like her, we look to the Task Force for guidelines to tell
us about the range of preventive services that might be applicable
and whether they are likely to be beneficial.

As background, the Task Force was established in 1984 under
the Reagan administration. We are an independent nonpartisan ex-
pert panel that works to improve the health of all Americans by
making evidence-based recommendations about clinical preventive
services, such as screenings, counseling, and preventive medica-
tions. All Task Force members are experts in evaluating the sci-
entific evidence.

We value the input of subspecialists. We have explicit procedures
for working with subspecialists and for getting their feedback at
every stage in our recommendation process. For example, we are
now working to update our recommendation on prostate cancer
screening, and we have engaged 15 subspecialty experts with ex-
pertise in prostate cancer, including urologists. We have found that
engaging subspecialists on specific recommendations where they
have expertise to offer is the most effective and efficient approach
to our work.

I want to be clear that decisions about insurance coverage are
not in our domain. These are the domains of insurers, regulators,
the State, and the Federal Government. We do maintain that re-
gardless of how health care is financed, knowing what the science
tells us is critical. This was true when we were created over 30
years ago and it remains true today.

One of the joys of primary care is being able to develop a rela-
tionship with our patients over time. I look forward to continuing
to get to know Ruth even better and to working in partnership
with her, armed with the science, to make decisions that can help
keep her healthy. As Ruth ages, we will face different decisions and
we will perhaps make different choices. I know that I can look to
the Task Force to help guide our conversations.

It is the trust in the Task Force’s high-quality, unbiased rec-
ommendations that gives us confidence as primary care providers
to answer Ruth and the many, many patients like her with assur-
ance when they ask, what can I do to live a long and healthy life
and reduce my chance of getting sick in the future?

Thank you for inviting me to testify today. I look forward to our
discussion.

[The prepared statement of Dr. Bibbins-Domingo follows:]
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Testimony for the House Energy and Commerce Health Subcommittee Hearing
“Examining the US Preventive Services Task Force” November 30, 2016

Kirsten Bibbins-Domingo, PhD, MD, MAS

Lee Goldman, MD Endowed Chair in Medicine

Professor of Medicine and of Epidemiology and Biostatistics
University of California, San Francisco

Chair, US Preventive Services Task Force



Summary of key points:

1.

Primary care is a specialty, and one of the critical areas where primary care clinicians
specialize is in preventing disease before it starts in an otherwise healthy general
population. The USPSTF was established in 1984, under the Reagan administration, as an
independent, nonpartisan, expert panel that seeks to improve the heaith of all Americans by
making evidence-based recommendations about clinical preventive services such as
screenings, counseling services, and preventive medications. Our panel is made up of 16
volunteer members who each serve four-year terms; most are clinicians in one of the
primary care specialties (general medicine, pediatrics, geriatrics, family medicine, nursing,
and OB-GYN}), and all are experts in evaluating the scientific evidence.

Since its inception, the USPSTF has developed recommendations to inform care and to be
useful guides for all stakeholders about what the evidence tells us about which preventive
services work. We do not make or enforce insurance coverage decision; these are the
domain of insurers, regulators, and the state and federal government. Regardiess of how
healthcare is financed, knowing what the science tells us about which preventive services
work is critical. This was true when the USPSTF was created more than thirty years ago and
remains true now.

Our recommendation statements are more than just the letter grade and contain detailed
information about the primary evidence, how one might implement the recommendation, and
about populations that are disproportionately burdened by the condition we seek to prevent.
All of this is important to clinicians for allowing them to tailor recommendation to their
patients and particularly for addressing disparities in health.

Transparency is foundational to our recommendation development process. We are devoted
to engaging the public in all stages of our process — from the nomination of new topics, to

the development of the research pian, to the evidence review and final recommendation
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statement. We both invite general comments from the public and solicit specific feedback
from professional groups and advocacy groups who have interest in a particular
recommendation. We have an active website, other tools to assure broad engagement, and
strong partners to help us share our information and assure broad feedback.

5. The input from medical and surgical sub-specialists who treat the conditions that we are
trying to prevent is already an essential element of our work. In our current prostate cancer
update, for example, in addition to the methodological experts from the Evidence-based
Practice Centers and the primary care specialists who are members of the Task Force, we
have engaged 15 sub-specialty experts in prostate cancer, including three urologists. Sub-
specialists are not voting members of the 16 person USPSTF because

a. our scope of work is to inform decisions made in the primary care setting by primary
care clinicians (over half of medical visits each year in the US are to primary care),

b. given the broad range of over 100 topics under our purview, the most efficient and
effective approach is consultation with sub-specialists for the specific topic in which
they have expertise, and

¢. because the livelihoods of sub-specialists are often directly affected by our
guidelines (thus giving the appearance of a financial or intellectual conflict), and
because many sub-specialists have specific ties to the industries that make
screening tests or treatments, per the USPSTF conflict of interest protocols, these
conflicts would likely prohibit most sub-specialists from serving on the USPSTF, or at
the very least would preclude them from supporting the few topics for which they
have expertise.

6. We are committed to making guidelines that are frustworthy and free of bias. We continue to
strive to meet or exceed of the standards set by the National Academy of Medicine in its
“Clinical Practice Guidelines We Can Trust” report and were called out in this report as a

leader in meeting the 8 standards for trustworthy guidelines. We hold our own membership
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to extremely high standards for conflicts of interest and have an open and transparent
process for disclosure and for mitigating conflicts, These efforts are essential for the
credibility of our work and for achieving guidelines free of bias, as envisioned when the
USPSTF was created. The creation of guidelines in which bias and conflict have been
minimized has been a critical factor in the widespread adoption of our guidance to inform

care in many health systems.
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Full Testimony

Chairman Pitts, Ranking Member Pallone, and members of the House Energy and Commerce
Health Subcommittee, thank you for the opportunity to testify today on behalf of the U.S.

Preventive Services Task Force.

| am the current chair of the USPSTF, and the Lee Goldman, MD Endowed Chair in Medicine
and professor of medicine and of epidemiology and biostatistics at the University of California,
San Francisco. | am also a general internist who provides primary care to adult patients at the
public hospital in San Francisco—Zuckerberg San Francisco General Hospital. | have been in

practice for more than 15 years.

One third of all physicians are primary care clinicians, and over half of all medical visits made
each year in the U.S. are primary care visits. Primary care is a specialty, and one of the critical
areas where primary care clinicians specialize is in preventing disease before it starts in an
otherwise heaithy general population. Since becoming a physician, it is this focus on prevention
that has been the most gratifying for me. If we can prevent future suffering from occurring—
indeed if we can prolong years of healthy life—the benefits are clearly significant for our

patients, their loved ones, and for all of us. And that is what patients ask of us in primary care.

Ruth is a lovely and very active 63-year-old woman | saw in clinic several weeks age. She is a
retired teacher and continues to work as a caregiver. She exercises daily and eats a healthy
diet. And when she came to her appointment with her husband, she asked the question many of
my patients ask: “What can | do to make sure | live a long and healthy life, to lower my chance

of getting sick in the future?”

| take my answers to these questions very seriously. | want to be clear that if | recommend

something for Ruth—a particular screening test, a preventive medication, advice about a
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behavior—that my recommendation has some chance of preventing disease, of preventing
future suffering, of prolonging or improving her life. | also want to make sure that | can give Ruth
a complete understanding of potential side effects of these tests and treatments. And | want to
have some certainty that on balance, Ruth is more likely to experience benefits from my
recommendation than to be harmed. This is particularly important because as Ruth asks me
these questions she feels well and is not experiencing any symptoms of disease. In fact, Ruth is
doing everything she can to keep herself healthy, and she has put her trust in me that based on
my recommendation and our shared discussion and decision-making, together we can arrive at
a plan to continue to keep her healthy for many years to come. This is the domain of prevention
in the primary care setting: making recommendations for people without signs or symptoms of
disease, about clinical services aimed at preventing future disease and prolonging life. And
because of this important responsibility placed on us in primary care, knowing what the science

tells us about the likelihood a preventive service will be beneficial is critical.

Since | began my medical training in 1995, the recommendations of the USPSTF have always
been there to help primary care clinicians and patients decipher the evidence behind preventive
services, As a medical student and resident, the bound copies of the USPSTF
recommendations were easily the most well-worn books in the back room of our clinic. This is
because as primary care clinicians, we are not just concerned with preventing one disease or
one condition, but rather with the range of health problems for which a patient may be at risk.
For Ruth, | want to make sure I've given her the best advice about how we can detect cancers
early so that they can be treated. But my focus on prevention is not limited to one type of
cancer: | want to help Ruth prevent breast cancer and cervical cancer and colorectal cancer. |
also want to minimize her chances of developing a heart attack or stroke, to help prevent her
from suffering a fall, and to identify underlying depression before it compromises her health.

For Ruth and for the many other patients like her, we in primary care look to the Task Force's



13

guidelines to tell us about the entire range of preventive services that might be applicable and

what the evidence tells us about whether these services are likely to be beneficial.

The USPSTF was established in 1984, under the Reagan administration, as an independent,
nonpartisan, expert panel that seeks to improve the health of ail Americans by making
evidence-based recommendations about clinical preventive services such as screenings,
counseling services, and preventive medications. Our panel is made up of 16 volunteer
members who each serve four-year terms. Most of us are primary care clinicians in the areas of
general medicine, pediatrics, geriatrics, family medicine, nursing, and OB-GYN, and others have
specific expertise in areas such as behavior change. In addition to this clinical background, all
Task Force members are experts in evaluating the scientific evidence. We work closely with
researchers and experts at the Evidence-based Practice Centers located at universities around
the country who conduct the evidence reviews that are the scientific basis for our
recommendations. We take these systematic reviews of the evidence and use them to formulate
a recommendation with a letter grade that signifies what the science tells us about the potential

benefits and the potential side effects or harms of a preventive service.

We are known for the grades we give to preventive services. Our A, B, and C grades all indicate
that the science gives us moderate to high certainty that this preventive service is likely to yield
net health benefits. In other words, the service works, it is beneficial, and we recommend it. A,
B, and C grades are all statements in favor of the service; the only difference is how much

future health benefit one might anticipate: A signifies substantial, B moderate, and C small.

Sometimes a preventive service might have important potential benefits, but also significant
potential harms, so that on balance, when one considers both the benefits and the harms, the

evidence tells us that a patient is not likely fo benefit overall from the service or may even be
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harmed. In this case, we give a D grade and recommend against routinely engaging in this

preventive service.

Finally, we are sometimes faced with not enough evidence to make a recommendation, even for
important conditions that we would like to prevent. In this case, we offer an | statement for
insufficient evidence, and we make a clear call to the scientific community about the need for
more research. We know that practicing clinicians need to make decisions even in the face of
insufficient evidence, so we include details within the | statements about what we do know that
might be helpful for clinical practice. It is important to note that ALL of our recommendations
must be based on evidence, and so when this is lacking, we must issue an | statement, rather

than substituting our own judgment about what we might do in our own practice.

I would like to make two critical points that are often misunderstood about our grades:

First, since the inception of the Task Force, our grades have been meant to inform care and to
be useful guides for all stakeholders about what the evidence tells us about which preventive
services work. Decisions about insurance coverage are not in our domain; these are the domain
of insurers, regulators, and the state and federal government. We do not make or enforce
insurance coverage decisions. Our role is to evaluate the science on the benefits and harms of
a given preventive service and to inform the public so they can make informed decisions about
their healthcare. The USPSTF maintains that the science on effectiveness is foundational, but is
only one factor that needs to be considered in developing coverage policy. We also maintain
that the linkage between our recommendations and the ACA coverage mandate sets

a logical minimum standard for coverage of preventive services. Those that make coverage
determinations—insurers, regulators, and state and federal governments—have

the discretion to cover more than recommendations that receive A and B grades, and they have
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exercised that authority in the past. We also maintain that regardless of how healthcare is
financed, knowing what the science tells us about which preventive services work is critical. This

was true when the USPSTF was created in 1984, and it remains true now.

Secondly, our recommendation statements are far more than the simple letter grade. They
contain detailed information about the primary evidence and about our rationale for arriving at
the recommendation. | know from my colleagues that the ability to review the primary evidence
and understand thefhinking behind our grade is exactly what allows them to tailor a
recommendation to the patient that is sitting in front of them. The practice of medicine is
complex; it is not amenable to simple cookie-cutter sclutions. Our grades are the starting point
and an extremely useful way to understand what to recommend across multiple types of
preventive services, but important details about the underlying science are critical as well so
that the recommendation can be adapted to the individual patient. Our recommendation
statements contain useful information about the diversity of the patient populations to which a
recommendation may apply because we know that primary care clinicians across the country
see many different types of patients in their clinical practices. Understanding which groups may
be more or less likely to experience a particular condition or to benefit from a particular service
is crucial for primary care clinicians, and particularly vital to addressing the important disparities
in health that exist across groups in the U.S. Our recommendation statements also contain
information for how one might generally implement a recommendation when faced with
decisions in clinical practice and have helped guide health systems seeking to more widespread

implementation of evidence-based practice.

A good example of the rich detail contained within our statements is from our 2012 prostate
cancer screening recommendation. | know that prostate cancer is an important health issue for
many on this committee, as it is for many clinicians and patients across the country, including

myseif. We are currently in the process of updating our 2012 recommendation statement on
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screening for prostate cancer with the PSA test. In 2012, we issued a D grade for prostate
cancer screening because while there are benefits of screening for some men, there are
also harms for many more men. We recommended against routinely screening all men with

PSA tests, but importantly also included this tanguage in the recommendation statement:

“The USPSTF recognizes the common use of PSA screening in practice today and
understands that some men will continue to request screening and some physicians will
continue to offer it. The decision to initiate or continue PSA screening should reflect an
explicit understanding of the possible benefits and harms and respect patients’
preferences. Physicians should not offer or order PSA screening unless they are
prepared to engage in shared decision making that enables an informed choice by
patients. Similarly, patients requesting PSA screening should be provided with the
opportunity to make informed choices to be screened that reflect their values about

specific benefits and harms.”

Simply put, our recommendation statement put the emphasis back on clinicians and patients
having the discussion and together making the informed decision about this screening practice

in light of what the evidence shows about benefits and harms.

Additionally, the recommendation statement aiso highlighted the critical need for more research
in men at high risk for prostate cancer, including African American men. African Americans
make up more than 13 percent of the U.S. population, and African American men are 1.6 times
more likely than white men to suffer from prostate cancer. The sad fact is that of the tens of
thousands of men included in the U.S. clinical trials for prostate cancer screening that we
reviewed in 2012, less than 4 percent were African American. We need to do more to address
unacceptably high rates of prostate cancer in African American men, including supporting more

high-quality research in those at highest risk for prostate cancer to inform our prevention efforts.
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| would like to address some specific issues related to the bill being discussed here today,
because many of the issues included in this bill are already part of the robust policies and

procedures that guide the USPSTF:

1. Transparency is foundational to our recommendation development process. We are
devoted to engaging the public in all stages of our process and have received
unwavering support in these efforts from the Agency for Healthcare Research and
Quality (or AHRQ), the Health and Human Services (HHS) agency that provides
logistical support for our activities. We have a public nomination process for new Task
Force members and a public nomination process for new topics. When we take on a
new topic or update an existing topic, we post our research plan for public comment
and, in addition to soliciting general comments, we also reach out to professional and
advocacy groups that might have a particular interest in the topic to give us specific
feedback. We incorporate this feedback and then post our final research plan. Qur
research plans are always comprehensive, and we always include a focus on the
specific populations that may be disproportionately affected by a condition because we
recognize the important role our recommendations can play in addressing disparities in

health.

As more individuals and groups engage in the public comment period, | now routinely
hear that many see that we have incorporated their comments in our work. The Prostate
Health Education Network (PHEN) is one group that recently acknowledged to me that

their comments had been incorporated into the research plan on prostate cancer when |
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joined them for the 12" Annual African American Prostate Cancer Disparities Summit on
Capitol Hill earlier this fall. In our prostate cancer screening draft research

plan, we called out African Americans and men with a history of prostate cancer as a
focus of our update because of the higher risk of prostate cancer in these men. The
comments from PHEN were among the more than 350 comments we received on our
draft research plan, and in response we clarified and expanded the types of evidence

we would include when examining differences in men at higher risk for prostate cancer,

We always post a draft version of our recommendation statement, as well as our
evidence report, and invite public comment on both. All comments are reviewed by
USPSTF members and other scientists. We make explicit decisions about how to
address these comments and incorporate them into our final research plans, evidence
reports, and recommendation statements. At the end of each final recommendation

statement is a summary of how we have addressed the comments we received,

We have many organizations with whom we partner and who help us in assuring that
our work is widely shared. The Prostate Health Education Network that | mentioned
earlier has become one of our latest dissemination partners and will work with us when
our prostate cancer recommendation update is finalized. Effective communication and
dissemination is critical for us, and we are constantly working o ensure that this is
occurring in an optimal fashion. We have an active website with tens of thousands of
page views a month where you can find the more than 100 recommendations in our
library, drafts that are available for public comment, and tools that might help busy
clinicians implement our recommendations. We have a great app that also aids in the
implementation of our recommendations in clinical practice. And we have a strong

publication partner in the Journal of the American Medical Association (JAMA} and the
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JAMA network, which, in addition to providing a broad reach among its readership, has
created outstanding short videos and podcasts to share our information with patients

and clinicians of all specialties.

. The input from medical and surgical sub-specialists who treat the conditions that we are
trying to prevent is already an essential element of our work. We seek out the input of
sub-specialists at every stage in our guideline-making process—from the time we
formulate our research plan, through to the evidence report and our final
recommendation statement. In our current prostate cancer update, for example, in
addition to the methodclogical experts from the Evidence-based Practice Centers and
the primary care specialists who are members of the Task Force, we have engaged 15
sub-specialty experts in prostate cancer, including three urologists. Incorporating input
from sub-specialists has long been our standard practice. Another tangible example
from our prior prostate cancer recommendation published in 2012 is the paragraph |
cited earlier advising healthcare providers to engage in informed decision-making with
their patients before they order a PSA test. This paragraph was developed in
consultation with Dr. Otis Brawley, a medical oncologist and the Chief Medical Officer of

the American Cancer Society.

While we value the input of sub-specialists and have explicit procedures for soliciting
input at every stage in the recommendation process, sub-specialists are not voting
members of the 16-person Task Force. This is true for several reasons. First, we make
recommendations for patients without signs or symptoms of disease who are seen in the
primary care setting. That is why our panel consists of clinicians who specialize in
primary care, as it is primary care clinicians who, together with their patients, make these

decisions about prevention. Second, we make recommendations across a range of
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conditions seen in primary care, and within this range, it is just not feasible to construct a
panel where the breast surgeons who treat breast cancer are helping us to decide on
glaucoma recommendations—or the glaucoma expert helping us decide on the evidence
for mammography screening. The most efficient and effective approach is one where
we work closely with sub-specialists for each recommendation where they have
expertise to offer, like we do today. Finally, one of the important standards articulated by
the National Academy of Medicine in its report, “Clinical Practice Guidelines We Can
Trust,” is the minimization of potential conflicts of interest among guideline-making
bodies. Those providers whose livelihoods are affected by the diagnosis and treatment
of disease—as is the case with many sub-specialists—often have the appearance of a
financial or intellectual conflict in creating prevention guidelines, and many sub-
specialists even have specific ties (including as consultants or speakers) to the
industries that make screening tests or treatments. Per the USPSTF conflict of interest
protocols, these conflicts would likely prohibit most sub-specialists from serving on the
Task Force, or at the very least would preclude them from supporting the few topics for

which they have expertise.

. We are committed to making guidelines that are trustworthy and free of bias. We
continue to strive to meet or exceed of the standards set by the National Academy of
Medicine in its “Clinical Practice Guidelines We Can Trust” report. This report opens

with an acknowledgement of the daunting task faced by practicing clinicians:

“When treating patients, doctors and other healthcare providers often are faced
with difficult decisions and considerable uncertainty. They rely on the scientific
literature, in addition to their knowledge, experience, and patient preferences, to

inform their decisions... Because of the large number of clinical practice
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guidelines available, practitioners and other guideline users find it challenging to
determine which quidelines are of high quality. If guideline users had a
mechanism to immediately identify high quality, trustworthy clinical practice
guidelines, their health-related decision making would be improved-—potentially

improving both health care quality and health outcomes.”

This tandmark report called out the USPSTF as a leader in meeting the eight standards
for the development of high-quality, trustworthy guidelines. We have continued to work
to meet or exceed each of these standards, including holding our own members to high
conflict of interest standards. Both the financial and the non-financial conflicts of our
members are examined before they are appointed to the Task Force, as well as in an
on-going fashion for each recommendation topic. Important conflicts that require
mitigation are published both on our website and with the recommendations, as are the
steps that we've taken to mitigate any potential conflicts, including limiting the voting or
work of particular members on particular topics. These efforts are essential for the
credibility of our work and for achieving guidelines free of bias, as envisioned when the
Task Force was created. The creation of guidelines in which bias and conflict have been
minimized has been a critical factor in the widespread adoption of our guidance to inform

care in many health systems.

One of the joys of being physician who delivers primary care is the relationship that develops
between you and your patients over time. | look forward to continuing to get to know Ruth even
better, to understanding more about what's important to her, and to working in partnership with
her—armed with the science about what preventive services work—to help her continue to
achieve her goal of good health. As Ruth ages, we will together face different decisions, and

perhaps make different choices, than the ones we made when we met recently. As she gets
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older, new conditions may take priority in our preventive efforts, and we may need to reexamine
whether taking that daily aspirin to prevent heart attacks and colorectal cancer is still the best
option for her. Over time, new science will emerge that will continue to inform these decisions
and help us set our priorities. | know that | will continue to look to the USPSTF to keep us up-to-
date with the science and to help guide Ruth and | in cur decisions. Even after | finish my
service as chair next year, | know that the robust, high-quality, and unbiased policies and
procedures of the Task Force will continue to make it a trusted source for information about the
science of prevention. | know that as our clinic works together as a team of health
professionals—including doctors-in-training, nurses, nurse practitioners, and other physicians in
our network—our collective trust in the work of the USPSTF will assure that evidence will guide
our practice regardless of who is caring for Ruth over time. It is our trust in the high-quality,
unbiased work of the USPSTF that has given us confidence in the past and will continue to do
s0 in the future, allowing us to answer Ruth and the many, many patients like her in primary
care with assurance when they ask: “What can | do to make sure | live a long and healthy life, to

lower my chance of getting sick in the future?”



23

Mr. PrrTs. The chair thanks the gentlelady.

We will now begin questioning. I will recognize myself 5 minutes
for that purpose.

Dr. Bibbins-Domingo, in your testimony you mentioned the ex-
tensive process that the Task Force undertakes to produce your
recommendations. Would you please elaborate a little bit more, ex-
plain the structure of your recommendations?

Dr. BIBBINS-DOMINGO. Sure. We have an explicit process for and
procedures that guide the way we do our work. We have an open
nomination process. We publish in the Federal Register and solicit
nominations from the public. When we take on a topic, we post our
draft research plan for public comment, and we solicit specific com-
ments from specialty groups and from other groups that might be
concerned about specific populations. We then incorporate all of
that feedback into our fi research plan. That guides how we review
the evidence.

When we get the evidence together, our evidence report that is
conducted by the evidence-based research centers, as well as our
draft recommendation statement, are posted for public comment.
We take the public comment process extremely seriously and we
take the process of getting comments from specific experts in the
field very seriously.

We review all of those comments, and then our response to those
comments and how we have changed our recommendation goes into
the final recommendation, which is then issued. We do about 12
recommendations a year.

Mr. PitTs. OK. Would you please explain the review process of
the comments that you receive through the recommendation proc-
ess?

Dr. BIBBINS-DOMINGO. Sure. So we have a Web site. Anyone can
comment on the Web site. We read every single comment. And the
way we address the comments, we summarize at the end of our
document. We highlight all of the themes that come up in the com-
ments. And then we also not only list the themes in the comments,
but explicitly how we have addressed those themes, so that some-
one can see from beginning to end what we are doing in response
to the comments.

Mr. Pirrs. How do you incorporate feedback that you have re-
ceived through the comment process? Do individuals who submit
comments receive a response directly?

Dr. BiBBINS-DOMINGO. Individuals don’t receive a response di-
rectly, but all of the comments are read, and we take seriously re-
sponding to the major themes that are contained in the comments.
And that is why we publish them in our final recommendation, so
that you could trace our response to that particular theme.

The range of responses might be sometimes people are bringing
attention to specific studies, other times people are asking us to
clarify sections of our document. It is critical to us that we found
all of the evidence and that we communicate clearly. And so that
is how we use our comments primarily to make sure we have not
missed anything in the evidence and that our statement is as clear
as it can possibly be to as many people who are interested in our
recommendations.
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Mr. PitTs. Now that the Affordable Care Act ties your rec-
ommendations directly to insurance reimbursements, do you feel
that the Agency for Healthcare Research and Quality still meets
the needs of the Task Force?

Dr. BiBBINS-DOMINGO. The Agency for Healthcare Research and
Quality has done an outstanding job. We have really expanded our
efforts, in the time I have been on the Task Force, to increase our
transparency, to increase our availability to the public. We have a
Web site with over 10,000 hits a month. We have an app. We have
many products to communicate. And the logistical support for all
of that comes from the Agency for Healthcare Research and Qual-
ity.

Mr. PrrTs. Do you believe that there should be a clearinghouse
within HHS to modify the recommendations, if needed?

Dr. BiBBINS-DOMINGO. I am not commenting on the specific legis-
lation. We believe that the independence of our Task Force and
having an independent body to evaluate science is essential. What
others do after they receive our reports, I think, pertains to the
other decisions that happen after that. The decisions about cov-
erage, the decisions about other things that one might do with the
recommendations, that should happen after our process. The
science is what is foundational to our work, and that is what it has
been since the beginning and what we continue to do.

Mr. PirTs. The chair thanks the gentlelady. My time is expired.

The chair recognizes the gentleman from Illinois, Mr. Shimkus,
5 minutes for questions.

Mr. SHIMKUS. Thank you, Mr. Chairman.

I am going to kind of go off script because I am curious on—I
have got a couple questions just for you, Doctor. And I appreciate
you coming here and I appreciate your service.

So you are an internist, right?

Dr. BIBBINS-DOMINGO. Yes.

Mr. SHIMKUS. And you work for a public hospital. Tell me about
the hospital.

Dr. BiBBINS-DOMINGO. I work for the University of California,
San Francisco. So we have many different sites. We have a VA, we
have a community site, we have a public hospital site.

Mr. SHIMKUS. So the public hospital, you named it. What
was

Dr. BIBBINS-DOMINGO. Zuckerberg San Francisco General.

Mr. SHIMKUS. Is that financed through San Francisco govern-
ment taxes partly? I mean, the funding and compensation for
health care is a big deal in this country, and so I am always curi-
ous when there are publicly funded hospitals, safety net hospitals,
they come probably through property taxes or sales taxes from dif-
ferent entities. I know you may not know this, but——

Dr. BiBBINS-DOMINGO. We actually do in part, but we also—
about half of our patients are publicly insured patients through
Medi-Cal or Medicare, so that is about our distribution. And then,
of course, we are part of the city government. I am paid by the Uni-
versity of California, San Francisco. We are also a public institu-
tion, but that is who pays my salary. And so I get money from the
University of California, San Francisco. The city contracts with me
to provide care there.
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Mr. SHIMKUS. And then the other question is, the public hospital,
there has always been a challenge of directing patients to, in es-
sence, more urgent care type operations versus emergency oper-
ations. And that is in-house, so it doesn’t matter if it is a private
or not-for-profit.

Does that hospital, especially that public hospital, do they make
some effort to try to do that? M—Cal has a lot of that—if someone
is sick, the emergency room, they have to be seen, whether it is
something really life-threatening.

So that has been a challenge in health care cost, because it is a
higher cost venue to go get the the fishhook cut out of your hand
in an emergency room versus going to an urgent care facility.

Dr. BIBBINS-DOMINGO. Yes. I would say, it is interesting. Our
hospital is the city and county trauma center, but we also provide
primary care. And so my patients I have seen in clinic I have seen
for over 10 years, for most of them. And I would say, because all
of us are professors at the University of California, San Francisco,
we are committed to delivering evidence-based primary care, and
so we are a combination of both of those things in our system.

Mr. SHIMKUS. But you don’t know how the hospital may try to
direct people from the emergency room care to an urgent care set-
ting? You don’t know how——

Dr. BIBBINS-DOMINGO. I don’t know actually how.

Mr. SHIMKUS. It is a very tactful dance of how, because probably
some people view that that you can’t, by the law, if people want
to go. But I'm just——

Dr. BIBBINS-DOMINGO. I would say, since we are the city and
county’s trauma center, most of those patients end up—if other
hospitals are doing that, they end up at our hospital. And I would
say that I am not an emergency physician, so I don’t know how the
hospital makes those decisions.

Mr. SHIMKUS. Very good. Well, I'm sorry to get off topic, but I
just was very curious, based upon your testimony. Thanks for com-
ing.

And I yield back, Mr. Chairman.

Mr. Prrrs. The chair thanks the gentleman, now recognizes Dr.
Murphy, 5 minutes for questions.

Mr. MUrPHY. Thank you.

Doctor, it is great to have you here today. So I want to ask a lit-
tle bit about the prevention things. And I like the legislation that
my colleague and friend, Mrs. Blackburn, is putting through here.
But I want to ask you about expanding this.

So you are talking about prevention and about primary care. I
want to see how we expand this and how those things fit in too.
So you are familiar with the concept of primary, secondary, and
tertiary prevention, right?

Dr. BIBBINS-DOMINGO. Sure.

Mr. MURPHY. So primary prevention is populationwide, to reduce
or eliminate risk, et cetera; and secondary prevention are those
things that may be by genetics or family or lifestyle or environ-
ment, history, et cetera, where you minimize the risk that is al-
ready there; and tertiary, the people already have symptoms, you
are going to manage what is there.
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I am particularly interested in what direction you see us going
into in looking at this as the integrated care of behavioral and
physical health models. I am astounded when I see the Medicaid
data saying that 5 percent of people are Medicaid beneficiaries, ac-
count for over 50 percent of Medicaid costs, and virtually all those
have concurrent mental illness with other chronic illnesses, for ex-
ample, people with diabetes or heart disease or lung disease. It
doubles the risk of depression and other psychological disorders
and, untreated, it doubles their cost.

And when I have seen studies on whether it is people with mi-
graine headaches, they have a migraine, they go to the emergency
room, they get the mega workup, MRI, CT scan, et cetera, or when
they have issues too—inflammatory bowel disease, cancer, just pick
it out, lots of visits to physicians and emergency rooms. But when
that primary care physician manages the case very carefully, so it
is not just integrated care but coordinated care, and then capitated
care in the sense that everybody has a stake in this, doing the
right thing, how that works better.

So I wonder if you could comment on primary care and what we
need to do in the areas of medicine and as we look to reform the
healthcare model for delivery, the role the primary care physician
has in that and how they can integrate that behavioral medicine
and physical medicine together for not just cost savings but, really,
life savings. Can you comment on some of those things?

Dr. BIBBINS-DOMINGO. I think you are commenting on the very
large role for primary care providers. And I think that that is an
important role and one that, for those of us who were drawn to pri-
mary care as a calling, that is why we went to primary care, to
take care of the whole patient, to think in an integrative way about
how we can care for them.

For me and my role in the Task Force, preventive care is a big
part of that. Trying to prevent disease, primary or secondary pre-
vention, which is in the purview of the Task Force, is essential to
the work that we do, and it is work that, really, there is no other
specialty in medicine that is doing that. Primary care is the front
line doing that.

I think the large role of primary care providers in the way we
deliver care means that we have to be able to provide the tools for
primary care providers to be able to do their work most effectively.
And our role on the Task Force is to give them the tools for what
the science tells us about prevention in a way that they can make
sure that they are delivering high-quality, evidence-based care in
the midst of all of the things that they are responsible for doing.
And that is what we take seriously on the Task Force.

Mr. MURPHY. So when you said that primary care—and I know
we do not have enough primary care providers, and you refer in
your testimony that is a specialty, along with being a generalist.
A study I saw recently was where doctors working with inflam-
matory bowel disease, they give examples of people who have
symptoms. And traditionally, it has been one where, you know, a
physician can bill on a fee-for-service model and just it is a lot of
cash. And they say, you know, this person, they are always calling
my office, I am not going to see them.
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But they actually flip that around, and the primary provider
says, we are going to see you as often as you need to, and you are
going to have my direct phone number and you can text me or
email me at any time. And they really find that they keep those
people out of emergency rooms and they get more directed care.

So this is something that you are seeing as well and how we can
put—and some of them even said, hey, the money we save, they ac-
tually have a psychologist on staff, a psychiatrist on call. They can
Skype them at any time. And these people’s healthimprove dra-
matically. Part of what you are looking at as well?

Dr. BiBBINS-DOMINGO. Yes. So I really can’t comment on how we
finance health care. That is not my area of specialty or the focus
of the Task Force. I can comment on the fact that we do take pre-
vention seriously and we take seriously both mental health and
physical health, just the things that you are talking about.

We have a recommendation on screening for depression. And I
think that that was very important, not just the recommendation
and the evidence base, but that we looked in a variety of different
populations—pregnant and postpartum women, older adults—to
make sure that we can address the mental health needs, and then
that we follow it up to make sure that it is not just screening but
followup.

Mr. MurpHY. Right. This is what I want to know, that as you
are looking at your data, are you seeing cost savings that come?
That when you screen that person with heart disease and you rec-
ognize they also have depression, when you treat those things, does
it save money? Are you pulling up that data or no?

Dr. BiBBINS-DOMINGO. So we aren’t. The Task Force doesn’t con-
sider cost. It is not an area that is our focus. We are really focused
on effectiveness. And so we are focused primarily—but we know
that it is important to identify people who have underlying depres-
sion who may not have those symptoms at the surface, because
ghelnhwe do that, treating that is effective for improving their

ealth.

Mr. MurpHY. Thank you. Yield back.

Mr. PirTs. The chair thanks the gentleman, now recognize the
gentlelady from Tennessee, Mrs. Blackburn, 5 minutes for ques-
tions.

Mrs. BLACKBURN. Thank you, Mr. Chairman.

And, again, thank you for being here and for working with us,
because we do want to move forward on this.

I want to go back into your testimony, because you mentioned
the subspecialists that you had identified and used and that you
value their input. So let’s talk about process, and talk to me about
how you identify the subspecialists that you use. The three urolo-
gists, let’s take that as kind of our case study. The urologists that
you identified for the study on prostate cancer, go into how you se-
lected them. What is your decision-making process?

Dr. BiBBINS-DOMINGO. Yes. So I have to say that I don’t know
all of the specifics of the process for identifying them. I will say it
is important to us that we evaluate a few things. One is our proc-
ess takes a fair amount of commitment to do, so it takes a period
of time. So commitment to the entire process. We vet the conflicts
of interest very seriously, and so that is an important feature in
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how we look at this. And we want people who are going to be ex-
perts in this area. That is probably fundamental. We are looking
for people who have expertise in screening and treating prostate
cancer who can help advise us for every stage.

I don’t exactly know how. I do know, and I learned in the process
here, that our chair of urology at the University of California, San
Francisco is one of the experts that is consulting with us. He is an
outstanding physician. But I would have to defer to—and I hope-
fully can get the information back to you——

Mrs. BLACKBURN. Yes, that would be——

Dr. BiBBINS-DOMINGO [continuing]. On exactly how we choose
them.

Mrs. BLACKBURN. That would be great. If you would submit to
us what that process is.

Dr. BIBBINS-DOMINGO. Sure.

Mrs. BLACKBURN. How you all go about it. I think it would be
helpful to us.

And let me ask you this. Did you seek input from the AUA? Did
you go to any of these groups and seek their input and say, do you
have people to recommend? Or did you go to the clinical oncology,
go to the American Society of Clinical Oncology and say, do you
have people that you want to recommend to us?

Dr. BIBBINS-DOMINGO. So, again, I don’t want to be off in my
comments on the very specifics here on prostate cancer. I would say
we routinely engage with the specialty societies that have expertise
in the topics. The American Cancer Society I know, because we do
several cancer topics, is one where we do that.

And so we engage very specifically and deliberately, not just to
help us identify experts, but also to help give us feedback on each
of our steps in our process.

Mrs. BLACKBURN. OK. And you mentioned you were surprised to
learn that one of your colleagues was serving on the prostate task
force. So what is the transparency modeling for making the infor-
mation public of who is serving on these task forces?

Dr. BIBBINS-DOMINGO. Yes. I guess that is publicly available. My
surprise just reflects that I have not looked at every single expert
for every single topic. I was pleasantly surprised, and I think it re-
flects not just that I am recommending our friends but, rather, that
there is an independent process to really find the experts who real-
ly have expertise in this area and who can devote the time to really
giving us feedback throughout the process. So it just reflects that
we do many topics, as I said, and I don’t know the list in all the
topics so——

Mrs. BLACKBURN. You mentioned that you all do not consider
cost.

Dr. BIBBINS-DOMINGO. That is right.

Mrs. BLACKBURN. So are you concerned that the Task Force rec-
ommendations affect coverage?

Dr. BIBBINS-DOMINGO. It was the decision of Congress to link the
Task Force recommendations to coverage. We existed before that
linkage. And regardless of how health care is financed, the science
of what works, how do we know what works is essential. We think
that is essential to how doctors and patients make their decisions
together. And we know that people use that information in these
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other venues, but our processes have not changed. They have been
the same before the ACA, they have been the same after the link-
age was made. And, really, it is our process and our evaluation of
science that is foundational. It is other people’s jobs to determine
the coverage.

The other thing I would say is that oftentimes Congress has ex-
panded the coverage. They have decided what is supposed to be
covered. That is exactly what we think should happen. That is not
our domain. And so the example in breast cancer, where we said
women from 40 to 74 benefit from screening, 40 to 74 we have
given a grade that there is benefit from regular mammography
screening, the decision of Congress was to cover all of those women.
And that is somebody else’s decision. In my view as a clinician, it
is the appropriate decision. And that is what we think the process
should be. We don’t do coverage. We do the science, and other peo-
ple should determine the coverage.

Mrs. BLACKBURN. Do you think that limiting coverage is linked
to your decisions that it is used as a measure to control cost? Do
you think that is inappropriate?

Dr. BIBBINS-DOMINGO. Again, we don’t consider cost. We don’t do
coverage. Our processes are really for evaluating the science.

Mrs. BLACKBURN. But would you call it inappropriate that lim-
ited access many times gets linked to your decisions?

Dr. BIBBINS-DOMINGO. So I would say, as a clinician, I am always
concerned that patients have access. As a clinician, I understand
the value of access.

Mrs. BLACKBURN. So that would be of concern to you?

Dr. BIBBINS-DOMINGO. I think that those people who determine
coverage and access should act to assure that there is access for pa-
tients who need it. I would like for the science to help inform, but
the decisions about coverage have always been made by other peo-
ple, and science is only one of the pieces that should play into a
coverage decision. We think it is a piece, an important piece, but
it is only one of the decisions.

Mrs. BLACKBURN. Excellent. I yield back.

Mr. PirTs. The chair thanks the gentlelady, now recognize the
gentleman from New Jersey, Mr. Lance, 5 minutes for questions.

Mr. LANCE. Thank you very much, Mr. Chairman.

And good morning to you, Doctor, and thank you for being with
us.

In your testimony, you mentioned the 2012 prostate cancer
screening recommendation. As I understand it, only 4 percent of
the clinical trial participants were African Americans. And we all
know that African American men have an extremely high rate of
prostate cancer. And I would like your views on that and how we
might improve the process moving forward.

Dr. BIBBINS-DOMINGO. This is such an important issue, I am
really happy that you brought this to light. As you say, African
Americans suffer from prostate cancer at higher rates and, unfortu-
nately, they are included in our clinical trials and the evidence
base at much lower numbers.

Our process means we have to use the evidence to arrive at our
recommendations. When we don’t have the evidence, we don’t sub-
stitute our judgment and what we might do in clinical practice
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with a particular patient. We can’t substitute that. What we do do
is we make specific language in our recommendation statements to
highlight important evidence gaps, and we hope that this will
prompt the scientific community to then engage in the process of
doing the scientific studies that we need to generate the guidelines.

This is what we did in 2012 with prostate cancer. We highlighted
the fact that it is really a sad reality that we have so few African-
American men included in the trials. We called for more studies on
African Americans and other high-risk men. That is very important
for our evidence base. We also gave clinicians some tools. We said,
we know that you are going to continue screening some people, and
if you do that, we think you, doctors and patients together, should
understand benefits, should understand harms, and make informed
decisions when making the decisions about screening, because we
know that doctors still need to act without evidence and we try to
give some guidance for doctors and patients to do that.

Mr. LANCE. Thank you, Doctor. Are there other minority groups
where the numbers are not as high as they should be, based upon
percentages in the population?

Dr. BIBBINS-DOMINGO. In prostate cancer, it sticks out in par-
ticular. In other recommendations, we have focused on other
groups. For our diabetes and obesity recommendation, we have fo-
cused on Asian Americans and Pacific Islanders. For every group
we have tried to focus on where the evidence gap is because, espe-
cially if that group is disproportionately affected by a disease, we
need the evidence in order to figure out whether we should be
doing something different.

Mr. LANCE. Is there a disproportionate effect regarding certain
minority groups related to diabetes, for example?

Dr. BiBBINS-DOMINGO. I think that diabetes occurs at a lower
body weight in Asian Americans, and I think that is what we want-
ed to highlight there. It is occurring at high rates, but it is at a
lower body weight, so sometimes physicians may not know. That is
what it says explicitly in our recommendations. It is important for
doctors and patients to know that a person from an Asian back-
ground who might be not obese by our current thresholds might
still have a risk for diabetes.

Mr. LANCE. Thank you. And in another area, how do morbidity
and mortality rates factor into the current scientific review anal-
ysis and reporting on public health matters?

Dr. BIBBINS-DOMINGO. Great. So we look at the rates of mor-
bidity and mortality for a condition. That is important background
information for all of our recommendations. If there is a group, a
group by age or by race, ethnicity, or by parts of the country, or
something that is disproportionately affected, we highlight that and
we try to understand whether we need to tailor a recommendation
in some way.

Sometimes we don’t have enough information to do that, but we
provide all of the information about morbidity and mortality rates
in our recommendation statement, so that the doctor who is sitting
in their own clinic can make the decision for the patient in front
of them. We want to give them all the tools, and we write much
more than just the top line grade so that a doctor faced with a pa-
tient in front of them can make their own decisions.
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Mr. LANCE. Thank you very much for your expertise.

And I yield back half a minute, Mr. Chairman.

Mr. PITTS. The chair thanks the gentleman, now recognizes the
gentleman from Indiana, Dr. Bucshon, 5 minutes for questions.

Mr. BucsHON. Thank you, Mr. Chairman.

Good to see you and thank you for being here. As you know, the
house of medicine changes slowly. I was a physician before I was
in Congress, a surgeon. That said, the level of skepticism, I think,
that you are probably hearing from the committee is based on the
fact that the ACA links what you do to coverage. And the ACA
happens and suddenly recommendations are less testing in certain
areas. And so that, unfortunately, has brought suspicion on your
hard work and all the really quality work that you do. Because
there is interest from governments, whether that is the United
States or others, as well as private payers in what your rec-
ommendations are and how that may or may not save them money.
So that is the lead-in to my questions.

The biggest question I have is, kind of describe how you choose
studies that you might include because, as you know, in medicine
there are literally tens of thousands of clinical studies that come
out from around the world, many of which they are paid for by dif-
ferent entities, whether that is government, whether that is pri-
vate, and also some that are non-U.S. studies that could call into
question whether or not that is applicable to the American people.

So can you kind of describe how you might figure out, for exam-
ple, on just any issue how you pick and choose what studies to look
at?

Dr. BIBBINS-DOMINGO. Sure. Thank you. So the evidence-based
practice centers that are located at universities around the country,
they conduct the evidence review after we give them the research
plan that we agree on.

They are going to comb through all of the evidence, but they are
going to focus primarily and use the studies that are done in the
U.S. That is going to be a particular focus. And they are going to
be particularly concerned about who is funding the studies, because
we know that the people, the entities that fund studies, they can
perhaps dictate or lead to bias in those studies.

So a best study for us would be a study that is done in the U.S.,
that is not funded by industry, that would be funded by the NIH.
That would be probably our highest quality study, and then, de-
pending on the study design, would be most likely to inform our
particular decision. We rate the quality of a study, and the quality
of the study includes who is funding it and how relevant it is to
our population.

Mr. BUCSHON. Yes. Thank you for that. Because some of the
mammogram recommendations came based on some Canadian
data, I think.

So I want to give you the opportunity on some of the more con-
troversial areas, prostate screening and mammograms, to maybe
clarify what your recommendations actually said, including some
details that might help us on the committee get a better idea of
what they actually said versus what sometimes the impression that
is created what they have said.
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Dr. BiBBINS-DOMINGO. Great. So thank you for the opportunity
to do that.

So for breast cancer, I want to be clear. We recommended that
there is evidence—we said, there is evidence that mammography
works for women between the ages of 40 and 74. That is what we
said. It works—there is a greatly likelihood of benefit in older
women than younger women, but we did say that many women will
choose to screen in their forties, because the evidence says that it
works in the forties, even though the likelihood of benefit is small-
er. It is often miscommunicated that we said women shouldn’t get
screened in the forties. That is absolutely untrue. It is not what we
said.

In prostate cancer, there is a mixed bag of evidence. There is evi-
dence of benefits. There is also evidence of important harms. We
said that on balance, that we didn’t think there should be routine
screening in everyone. We did say, if you are going to engage in
screening, you should make an informed decision and know the
benefits and the harms.

I want to speak to the issue that you raise that, since the Afford-
able Care Act, we have made decisions that appear to take away
something.

Mr. BUCSHON. I just said the appearance of. I didn’t say that you
had.

Dr. BiBBINS-DOMINGO. I want to highlight that many things—be-
cause we now have more evidence, we now have more confidence
to recommend actually more things. We have a recommendation for
use of statins to prevent heart disease. We have a recommendation
to screen for lung cancer with CT scans. We have recommendations
to screen for diabetes and to screen for depression. All of those
things that we moved from insufficient evidence to now a B grade
evidence, because scientists have done the work, we now have the
evidence and we can make that recommendation.

Mr. BucsHON. OK. Thank you very much.

Dr. BIBBINS-DOMINGO. Not at all.

Mr. BUcsHON. I yield back.

Mr. PiTTs. The chair thanks the gentleman, recognizes the vice
chair of the committee, Mr. Guthrie, 5 minutes for questions.

Mr. GUTHRIE. Thanks a lot.

And just, actually, Dr. Bucshon asked a couple questions I was
going to ask, but just kind of piggybacking a little, what do you
say—as you said, the appearance. You know, things happen, things
change in Washington, D.C., then you start hearing recommenda-
tions that, as you have described today, is not really accurate that
you said don’t screen, have mammograms when you are 40, wait
till later. That is the kind of stuff that you hear and so you just
tie together. That is why these hearings are important to flesh this
out.

And so just looking at transparency, I guess, within your group.
So one of mine was the Task Force—I understand that you guys
have actually, the Task Force has taken steps over the past years
to improve transparency. Do you agree that more can be done? And
then how would you recommend that if the information you put out
isn’t accurate, because it certainly was portrayed in the public that
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way, how would you kind of recommend that that information flows
better?

Dr. BiBBINS-DOMINGO. So I would say transparency is core, it is
a core principle to the work that we do. If people don’t trust our
recommendations, it is not good for us, because we want people to
use our recommendations. So I would say our efforts over time
have been to improve what others see and hear about us. That is
why we have worked to talk with as many groups that we can who
might have an interest in a particular population or a particular
disease about what the Task Force does. We urge them to read be-
yond our top-line recommendation to understand all of the text
that we have written, and to help them use the text how they
might use it in clinical practice or in other settings.

We have worked on our Web site and other tools for dissemina-
tion, other tools to make it easier for doctors and patients to make
the decisions together, because they have other tools available to
them.

I think an important feature of our work is that the integrity,
our conflicts of interest process, and the integrity of the Task
Force, I think, is essential for allowing many more groups to feel
that they can come to the Task Force and their recommendations
and see something they might be able to use. And I think it has
helped us in our dissemination. But, of course, we always want to
work to improve.

Mr. GUTHRIE. Thank you. And what Dr. Bucshon asked, I was
going to ask you, is how you determine your research plan, how
you determine how you are going to move forward. If you are in
a research plan and you are looking—and say you see something
that has been brought up that, well, we only have 4 percent Afri-
can American men, we know that there are different effects of
these kind of studies, that they would be more susceptible to pros-
tate cancer; therefore, let’s change our plan to—I mean, how do you
react to those kind of things within the research plan? Do you just
put an asterisk to say, this doesn’t really reflect this group of peo-
ple? I mean, that is pretty serious when you screen or don’t screen,
based on your makeup. Yes.

Dr. BIBBINS-DOMINGO. It is a really great question. I had this
discussion most recently with an advocacy group for African Amer-
ican men with prostate cancer. They gave a summit here on Cap-
itol Hill on African American prostate cancer disparities, this
group, Prostate Health Education Network, PHEN. They provided
us comments on our research plan. We posted the draft. We in-
cluded a lot of information about African American men that we
hope to be a focus.

They provided us comments that made it clear that we should in-
clude different types of studies. And so based on their comments,
we actually expanded our research plan directly in response to
their comments. And I was really happy to see, when I went to this
particular summit, that they commented that they could see the
changes in our research plan.

I will say in the end, when there are no studies, that is itself a
limitation, because we cannot not make guidelines on no evidence.

Mr. GUTHRIE. Right.
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Dr. BiBBINS-DOMINGO. So we have to call for more research when
there is no research. But we always provide language that hope-
fully helps doctors and patients make decisions even in the ab-
sence. And so the fact that African Americans are disproportion-
ately affected, they have higher rates, those are the types of things
we include in our recommendations so that doctors and patients
might make that decision, even in the absence of evidence saying
that the screening is effective.

Mr. GUTHRIE. Well, thanks for that. And the discussion draft we
are looking at today requires collaboration between other agencies.
And I believe collaboration is key, it must be done to connect all
health agencies. How often does your group, your Task Force work
with NIH, DOD, CMS, or the VA?

Dr. BIiBBINS-DOMINGO. Oh, we are really fortunate to have very
strong partners. And the National Cancer Institute is one of our
strongest. They come to all of our meetings. They give their input
on what science might be in progress that they have funded. And
they take very seriously when we say we are stuck here because
we don’t have enough evidence in this area. That helps inform how
they might prioritize certain types of research within their agency.

The DOD is present there. I can’t remember all of our partners,
but our partners are present at our meeting, and that has been es-
sential to us, both for providing input to us but also for helping to
disseminate, to get the words out to their own communities, and
to informing other research.

Mr. GUTHRIE. Well, thank you, and I appreciate your answers.

And I yield back.

Dr. BIBBINS-DOMINGO. Thank you.

Mr. Prrrs. The chair thanks the gentleman, and now recognizes
the gentleman from New York, Mr. Collins, 5 minutes for ques-
tions.

Mr. CoLLINS. Thank you, Mr. Chairman.

Thank you, Doctor, for coming in. I think you have answered a
lot of our concerns, but I guess I would just like to reiterate on the
specialist piece. We do hear from some of our urologists and others
on the specialty care piece that the Task Force is primarily made
up of the primary care type physicians, but as you have moved into
making some recommendations in the specialty areas.

I think you have answered a lot of those concerns here, but just
to follow on just to make sure that is always top of mind that these
folks are concerned. They are worried. You can understand why.

Dr. BIBBINS-DOMINGO. Absolutely.

Mr. CoLLINS. But to follow up on something Representative
Blackburn asked you about, the cost piece, I think you said you
don’t factor in cost. But if I could just read something to you, and
I just looked up the current law on the Task Force, and it says di-
rectly, “The Task Force is directed to review the scientific evidence
related to the effectiveness, appropriateness and cost-effectiveness
of clinical preventive services.” So really, that is in your charter to
take into account the cost-effectiveness, yet—is there a disconnect
here where you said you don’t take into account cost?

Dr. BIBBINS-DOMINGO. You are right that it is in our charter. We
have never in our 32 years considered cost. It is explicitly on our
Web site. It is our policy not to consider cost. And the main reason
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is we want people to focus on effectiveness. We want people to un-
derstand what works and not to get confused that we might be ra-
tioning or trying to withhold something or trying to shift in any
other way. We made our own decision not to consider cost, because
we have left it to other people to make that determination related
to coverage.

But you are right, it is in our charter, but we have never done
it in the 32 years we have been in existence.

Mr. CoOLLINS. Shouldn’t you change your charter then or ask us
to—there is always the issue. It is there for a reason and you are
just ignoring it. I mean, it is not supposed to work that way.

Dr. BIBBINS-DOMINGO. It is a good question. I personally think
that—and I think that the rationale behind the Task Force making
the decision not to consider cost is because people get worried that
we are withholding things or making decisions because of cost. We
want to start first with what works. And by not considering cost,
we can focus on what works.

Mr. CoLLINS. Well, just a recommendation. If that is on there,
you should perhaps put a disclaimer that says, even though we
were directed to do this, we have, in our own judgment, decided to
ignore that and here’s our reason. I know why you might not want
to do that.

Dr. BIBBINS-DOMINGO. Yes.

Mr. CoLLINS. It might make people not realize you are doing
that. But transparency is transparency.

Dr. BIBBINS-DOMINGO. Yes.

Mr. COLLINS. So you have answered the question. Question
asked, question answered. I would say I think you owe it to put
something like that up there or change the charter or get us to
change it. I mean, you realize you are kind of operating in the
smoke-and-mirror world.

Dr. BiBBINS-DOMINGO. Actually, Congressman, I believe it is on
our Web site.

Mr. CoLLINs. OK.

Dr. BIBBINS-DOMINGO. I appreciate that we might be able to
make it more widely aware that that is the case, but I do believe
it is on our Web site that we don’t consider cost.

Mr. CoLLINS. You have answered the question and I brought it
up, and thank you for that.

And with that, Mr. Chairman, I will yield back.

Mr. PrTTs. The chair thanks the gentleman.

That concludes the questions of the members who are here. We
will have followup questions. I am sure other members will have
questions. We will send those to you, ask that you please respond.

Dr. BiBBINS-DOMINGO. OK.

Mr. Prrrs. With that, thank you very much, Doctor.

And we will call our second panel to the witness stand. And
there are two members, and I will introduce them in the order of
their presentations. First, Dr. John Lynch, member of the Amer-
ican Urological Association, Chairman, Professor, Department of
Urology of Georgetown University; and secondly, Dr. John Meigs,
M.D., F. A AF.P., President of the American Academy of Family
Physicians.
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Thank you very much for coming today. Your written statements
will be made a part of the record. You will each be recognized for
5 minutes to summarize your testimony.

So I would like to first recognize Dr. Lynch for 5 minutes.

STATEMENTS OF JOHN H. LYNCH, M.D., CHAIRMAN AND PRO-
FESSOR, DEPARTMENT OF UROLOGY, GEORGETOWN UNI-
VERSITY; AND JOHN MEIGS, JR., M.D., PRESIDENT, AMER-
ICAN ACADEMY OF FAMILY PHYSICIANS

STATEMENT OF JOHN H. LYNCH, M.D.

Dr. LYNCH. Chairman Pitts, Ranking Member Green, members of
the Energy and Commerce Health Subcommittee, and honored
guests, my name is Dr. John Lynch, and I am testifying today as
a member of the American Urological Association, and as a prac-
ticing urologist, prostate cancer researcher, and professor and
chairman of the Department of Urology at MedStar Georgetown
University Hospital.

Mr. PrTTs. Just pull it closer to you a little bit. Yes, thank you.

Dr. LyncH. I also appear before you today as a prostate cancer
survivor, who feared that if the U.S. Preventive Task Force rec-
ommendations were in existence when I was diagnosed, my pros-
tate cancer might have been missed. Early detection saved my life,
which is why this hearing today is of utmost importance.

The AUA would like to thank the subcommittee for taking an in-
depth look at H.R. 1151, the USPSTF Transparency and Account-
ability Act. This legislation, spearheaded by Representatives Mar-
sha Blackburn and Bobby Rush, would make four key reforms to
enhance the transparency and accountability of the Task Force.
First, it would ensure that representation of the Task Force is bal-
anced, to include practicing specialty care providers. Second, the
bill requires an accountable and transparent process for comments
and considerations related to research plans and recommendations.
Third, the bill would establish an advisory board to ensure regular
input from interested stakeholders and Federal agencies and pay-
ers likely to be impacted by Task Force recommendations. Fourth
and finally, it would require a process to request review of previous
recommendations when additional peer-reviewed scientific evidence
is available.

These reforms are necessary because the Affordable Care Act re-
quires coverage without copayment, coinsurance or deductible
when provided by an in-network provider for certain age-appro-
priate preventative health services. Those services include Task
Force recommendations with grade A or B. This change in law
shifted the role of the Task Force from a scientific advisory body
to a body with the authority to influence Federal benefit and cov-
erage requirements.

However, the long-term impacts of these recommendations aren’t
always clear. For many patients, the stakes are high. Earlier this
year, the Task Force published a final research plan to update the
PSA screening recommendation. That is a good thing and some-
thing urologists and many patients have been urging for for the
past several years. However, since the release of the 2012 rec-
ommendation, providers face conflicting recommendations and pa-
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tients did not know how to determine what was best for their indi-
vidual needs.

More accountability and transparency in the Task Force process
would help identify evidence that should be reviewed and identify
any potential issues earlier in the process. Likewise, it would be
helpful for the Task Force to acknowledge other recommendations
or practice guidelines available in the medical and patient commu-
nity as well as those issued by Federal agencies.

The recommendations clearly have an impact on patient care.
Last year, the Journal of the American Medical Association pub-
lished two peer-reviewed studies which documented that fewer men
are being screened for prostate cancer and fewer early-stage cases
are being diagnosed and detected. These studies highlight that the
cases have not dropped because the disease is becoming less com-
mon but because there is less effort to find it.

Because prostate cancer often grows slowly, the Task Force said,
screening finds many tumors that may have never harmed the pa-
tient, resulting in potential overtreatment for some patients.

As a result, it concluded, testing saves few lives and leads too
many men into unneeded surgery or radiation, which potentially
leaves them impotent and incontinent.

I and many other urologists strongly disagree with the Task
Force’s assessment. Rather than issuing a blanket recommendation
that ends screening, it would be better to screen smarter. These de-
cisions are best made between the physician and the patient, tak-
ing into consideration their individual risk factors and family his-
tory.

The AUA’s 2013 guideline emphasizes the importance of shared
decisionmaking as well as a consideration of risk factors. Represen-
tation by urology or other medical specialties is noticeably absent
from the Task Force. By including, in some manner, those that
treat conditions for which recommendations are being made, the
Task Force will ensure appropriate interpretation of currently
available literature and can benefit from added expertise and input
into the diagnosis and treatment of a disease or condition, as well
as ensure the appropriateness and relevance of recommendations
in a clinical setting.

I understand that every specialty provider cannot be represented
full time on the Task Force, but having a specialty voice for indi-
vidual recommendations can improve the outreach and review proc-
ess. Likewise, an advisory board would allow more formal and con-
sistent input and improved engagement of interested stakeholders.

I hope that Congress will enact USPSTF Transparency and Ac-
countability Act to improve the process for determining preventive
care coverage and access for patients. I am happy to answer any
questions or follow up with any additional information.

Thank you, Mr. Chair.

[The prepared statement of Dr. Lynch follows:]
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John H. Lynch, MD
on behalf of the

American Urological Association

Before the House Energy and Commerce Health Subcommittee
Hearing Titled
“Examining the United States Preventive Services Task Force”

November 30, 2016

Chairman Pitts, Ranking Member Green, members of the Energy and Commerce Health
Subcommittee, and honored guests, my name is Dr. John Lynch, and I am testifying today as a
member of the American Urological Association and as a practicing urologist, prostate cancer
researcher and Professor and Chairman of the Department of Urology at MedStar Georgetown
University Hospital. I also appear before you today as a prostate cancer survivor who fears that
if the U.S. Preventive Services Task Force (USPSTF) recommendations were in existence when |
was diagnosed, my prostate cancer might have been missed. Early detection saved my life,

which is why this hearing today is of utmost importance.

The AUA would like to thank the House Energy and Commerce Subcommittee on Health
for taking an in-depth look at H.R. 1151, the “USPSTF Transparency and Accountability Act.”
As you are aware, this critical legislation, spearheaded by Representatives Marsha Blackburn and

Bobby Rush, would make much-needed reforms to the USPSTF. Namely, it would enhance
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transparency and accountability for the Task Force activities by requiring four key reforms.
First, it would ensure that representation on the Task Force is balanced to include practicing
specialty care providers. Second, the bill requires an accountable and transparent process for
comments and consideration related to rescarch plans and recommendations. Third, a key
reform includes establishment of an advisory board to ensure regular input from interested
stakeholders, including Federal agencies and payors likely to be impacted by Task Force

recommendations. Finally, it would require a process to request review of previous

recommendations when additional peer-reviewed scientific evidence is available.

For your reference, the AUA was founded in 1902 and is the premier professional
association for the advancement of urologic patient care. The AUA works to ensure that its more
than 22,000 members are current on the latest research and practices in urology. The AUA also
pursues its mission of fostering the highest standards of urologic care by providing a wide range
of services—including publications, research, an annual scientific meeting, clinical practice

guidelines, continuing medical education (CME) and the formulation of health policy.

The USPSTF was created in 1984 but did not receive Congressional authorization under
the Agency for Healthcare Research and Quality (AHRQ) until over a decade later — in 1998,
During the critical initial authorization of AHRQ, the agency’s authority was updated to provide
a greater focus on quality and update statutory authority for activities the agency was no longer
engaged in, such as practice guideline development. Therefore, as you seek to revise the statute,

I hope that you will remain focused on the appropriate goals and not allow the Task Force to



40

John H. Lynch, MD
American Urological Association
November 30, 2016

devolve into practice guideline development ~ something Congress altered in the initial AHRQ

authorization.

The Affordable Care Act (ACA) requires coverage without co-payment, co-insurance, or
deductible, when provided by an in-network provider for certain age-appropriate preventive
health services. Those services include recommendations with a grade “A” or “B” by the
USPSTE. By making this change, the law shifted the USPSTEF’s role from a scientific advisory
body to a body with the authority to influence federal benefit and coverage requirements.
However, due to a lack of inclusion of the specialists who treat the diseases for which the
USPSTF makes recommendations, the long-term impacts of its guidance aren’t always clear.

The stakes are high.

As a urologist, I will focus my comments on our experience with the 2012 USPSTF
recommendation against routine prostate-specific antigen (PSA)-based prostate cancer screening
for healthy men, regardless of risk factors such as age, race and family history. The experience
with PSA screening is not the only one where providers and patients alike were left confused by
or disagreed with recommendations. There has been controversy related to a number of
recommendations including those related to mammography, colonoscopy and skin cancer

screening.

Earlier this year, the USPSTF published a final research plan to update the PSA screening
recommendation. That’s a good thing, and something urologists and many patients have been

urging for the past several years. However, since the release of the 2012 recommendation,
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providers faced conflicting recommendations, and patients did not know where to turn to
determine what was best for their individual needs. More accountability and transparency in the
Task Force process will help identify evidence that should be reviewed and identify any potential
issues earlier in the process. Likewise, it would be helpful to acknowledge the other

recommendations or practice guidelines in the medical and patient communities, as well as those

issued by federal agencies.

In November 2015, JAMA -the Journal of the American Medical Association- published
two peer-reviewed studies, which documented that fewer men are being screened for prostate
cancer, and fewer early-stage cases are being detected. These studies highlighted that the
number of cases has dropped not because the disease is becoming less common but because there

is less effort to find it.

The decrease in testing is almost certainly a result of a recommendation against screening
made in 2012 by the USPSTF. The Task Force found that risks outweighed the benefits of
routine blood tests for prostate-specific antigen, or PSA, a protein associated with prostate

cancer,

Because prostate cancer often grows slowly, the task force said, screening finds many
turors that might never have harmed the patient, resulting in potential overtreatment for some
patients. As a result, it concluded, testing saves few lives and leads too many men into unneeded

surgery or radiation, which potentially leaves them impotent and incontinent,
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1, and many other urologists, strongly disagree with the Task Force’s assessment. Rather
than issuing a blanket recommendation against screening, it would be better to “screen smarter”
by testing most men at individualized intervals (not every year) and adding additional focus to

how we screen men at a higher risk for disease. These decisions are best made between the

physician and patient, taking into consideration their individual risk factors and family history.

Further, that underlying philosophy is captured in the AUA policy statement on early
detection of prostate cancer, based on the AUA’s 2013 guideline, which emphasizes the

importance of shared decision making as well as consideration of risk factors.

The American Urological Association (AUA) and the Urology Care Foundation
believe that the decision to perform early detection for prostate cancer should be
made in the context of a detailed conversation between an asympiomatic man and
his physician, and recommend that men ages 55 to 69 at average risk for prostate
cancer should talk with their doctors about being tested. Screening for men
outside this age range is not recommended as a routine; however, those men with
significant risk factors (family history, race) should discuss early detection with

their physicians. (AUA Policy Statement 2013)

I believe the disconnect between practicing physicians and the Task Force is related to
the disparate composition of the group. While the USPSTF is composed of independent,
national experts in prevention and evidence-based medicine, representation by urology or other

medical specialties is noticeably absent when recommendations or research plans are under
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review. By including, in some manner, those that treat the condition for which recommendations
are being made, the USPSTF will ensure appropriate interpretation of currently available
literature, and can benefit from added expert input into diagnosis and treatment of a disease or
condition, as well as ensure the appropriateness and relevance of recommendations in the clinical
setting. | understand that every specialty provider cannot be represented full-time on the Task
Force, but having a specialty voice for individual recommendations can improve the outreach
and review process. Likewise, an advisory board to allow more formal input can allow improved
engagement of interested stakeholders, including the medical specialists and patients related to
the recommendation under review. It is a disservice to patients to issue recommendations on the
primary method used to diagnose prostate cancer or other conditions without consulting with
those physicians who work with such patients every day. As such, we continue to urge the
USPSTF to seek further input from the practicing medical specialty community as
recommendations are developed or revisited. This request is in line with American Medical
Association House of Delegates Resolution 225 adopted November 16, 2015, which advocates
for the inclusion of relevant specialty societies and their members in guideline and performance

measure development, including in technical expert panels.

Since the legislation was first introduced, the USPSTF has improved its outreach to the
public and stakeholders, but more needs to be done. For example, they now publish draft
research plans and solicit public comment. However, the transparency of this process would be
greatly enhanced by requiring that these communications are published in the Federal Register
and provide adequate time for public comment, are reviewed by external subject matter experts,

that public comments are made publicly available, and that a summary of comments received
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and recommendations of other Federal agencies or organizations relating to the topic are

included.

We hope that Congress will enact the “USPSTF Transparency and Accountability Act”
so that key improvements in transparency and accountability for the Task Force’s process for

determining coverage and access will assist patients in receiving appropriate preventive care.

The AUA is a member of the Alliance of Specialty Medicine, a coalition of national
medical specialty societies representing more than 100,000 physicians and surgeons, as well as

the Urology Policy Forum. Both organizations support passage of H.R. 1151,

Thank you for your commitment and leadership on this important issue to urologists, my
colleagues in medicine, and our patients whom are concerned their cancer or other conditions
may go undiagnosed. It is important to urologists and to the medical profession, and it is
important to all patients that they have appropriate access to prostate cancer screening tests and
other key preventive health measures. To help ensure that access, | urge you to enact into law
the “USPSTF Transparency and Accountability Act.” [ am happy to answer any questions or

follow up with additional information about this critical issue.
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Mr. PrrTs. The chair thanks the gentleman.
Now recognizes Dr. Meigs, 5 minutes for your summary.

STATEMENT OF JOHN MEIGS, JR., M.D.

Dr. MEIGS. Chairman Pitts, Ranking Member Green, and mem-
bers of the Health Subcommittee, thank you for the oppor-
tunity

Mr. PrrTs. Can you poke the button? Yes. That’s it.

Dr. MEIGS [continuing]. To testify on behalf of the American
Academy of Family Physicians and our 125,000 members. I am
honored to serve as AAFP president, and I proudly represent physi-
cians who, like myself, provide essential primary care services and
rely on the integrity of the U.S. Preventive Services Task Force. It
is important to note that the cornerstone of optimal health depends
on a robust primary care and preventive health system.

Decades of studies confirm that States with a higher concentra-
tion of primary care physicians have better health outcomes, in-
cluding lower rates of all-cause mortality, even after controlling for
socioeconomic, demographic, and lifestyle factors. Research also
shows that the benefits of primary care are measurable. An in-
crease of one primary care physician for 10,000 people is associated
with an average mortality reduction of 5.3 percent. In real terms,
in real lives, that represents 49 fewer deaths per 100,000 of the
population per year.

In addition, high quality primary care is necessary to achieve the
triple aim of better patient care, improve population health at
lower cost. Evidence-based Task Force recommendations help fam-
ily physicians frame discussions with patients who are at risk for
disease, guiding them to make informed decisions based upon time-
ly scientific information and their personal preferences.

For example, when the Task Force made its 2009 decision about
mammography screenings for women aged 40 to 49, my patients
had questions. We discussed what the recommendations meant for
them as individuals, considering their health status, family history,
and personal preferences. My patients came to different decisions.
Some wanted to screen anyway, others declined.

Currently, four family physicians serve on the Task Force, and
the AAFP has its own experts who also review the evidence and
Task Force recommendation statements that we adopt and share
with our members. Overall, the AAFP has come to rely on the Task
Force’s objective rigorous assessment of scientific medical evidence.
The AAFP believes the current composition of the Task Force is ap-
propriate and should not change. Thus, enactment of H.R. 1151, in
our opinion, would undermine the Task Force.

First, H.R. 1151 calls for specialty representation on the Task
Force. Subspecialists already contribute to the Task Force process,
and their expertise is consulted every step along the way, and the
final vote is left to those with expertise in primary care and evi-
dence-based preventive medicine.

While we respect our specialty and subspecialty colleagues, their
role in treating specific conditions and organ systems is not the
same as developing guidelines to screen for and prevent such condi-
tions.
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Second, the legislation would require input from the broader
healthcare industry. In recent years, Task Force members and even
our AAFP liaisons have been subjected to intense lobbying from
professional societies as well as pharmaceutical and medical device
companies that have significant economic interest in its rec-
ommendations. I have no doubt that pressure from these groups
would only increase if H.R. 1151 were to be signed into law, and
consequently, family physicians would be unable to trust that the
Task Force’s recommendations were completely unbiased.

Third, the legislation would require the Task Force to assess how
its decisions or grades would impact access to health services, de-
vices, Federal programs, or private health insurance coverage. The
AAFP strongly supports the current process and function of the
Task Force and believes that its recommendations should be inde-
pendent of cost and access considerations.

In conclusion, I want to call your attention to two key principles.
The first is an underlying tenet in all of medicine: Primum non
nocere, first, do no harm.

The second principle, which is not unique to medicine but cer-
tainly seems apropos to today’s discussion is if it ain’t broke, don’t
fix it.

Ladies and gentlemen, the U.S. Preventive Services Task Force
is not broken. It does important good work on behalf of primary
care physicians and our patients. I urge you to maintain this valu-
able source of unbiased evidence-based primary care guidance.
Please, do no harm.

Again, I thank you for inviting me to testify, and I would be
happy to answer any questions you might have for me.

[The prepared statement of Dr. Meigs follows:]
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Chairman Pitts, Ranking Member Green, and members of the House Energy and Commerce
Committee, Subcommittee on Health, thank you for the opportunity to testify today on behalf of
the American Academy of Family Physicians (AAFP). The AAFP is the largest primary care
organization in the United States with a membership representing 124,900 family physicians,
residents, and medical students.

My name is John Meigs, Jr., and | am honored to serve as the president of the AAFP. | am a
practicing family physician in Centreville, Alabama, with a population of 2,700, and currently
serve as the Chief of Staff at the Bibb Medical Center.

In addition to my role as an AAFP leader, | am here representing family physicians, like myself,
who see patients of every age, socioeconomic background, and health status. One out of every
five office visits in the U.S. is with a family physician. Family physicians care for men, women,
and children throughout their lifespan. We see patients with diverse needs. Some are suffering
from acute conditions, like influenza or lower back injury, and want immediate relief. We see
others who are checking in to review how well they achieved their diabetic, blood pressure,
cholesterol, and weight loss goals, and maybe they are also experiencing some depression. We
build long-lasting relationships with our patients and their families, promote healthy behaviors,
detect problems early, manage chronic diseases, and work closely with subspecialists when
clinically necessary. Additionally, the primary care team is the patient’'s gateway to the health
system, assisting them and their caregivers in engaging with a very complex health care
delivery system, as appropriate. Primary care physicians rely heavily on evidence-based
recommendations for guidance on how to provide the highest quality health care for our diverse
patient populations, and engage in shared decision-making with our patients that produces the
best possible clinical outcomes with the fewest risks.

My work and that of hundreds of thousands of primary care physicians relies on the integrity of
the U.S. Preventive Services Task Force (USPSTF or the Task Force). The Task Force was
designed to be, and has been, a non-partisan, independent body of physicians and other health
professionals who make valuable recommendations for primary care. Many recommendations
within H.R. 1151, the USPSTF Transparency and Accountability Act, in our opinion, would
undermine the work and progress that has been achieved since the Task Force was established
in the early 1980’s.

Primary Care and the U.S. Health Care System

it is important to note that the cornerstone of optimal individual and population health depends
on the existence of a robust primary care and preventive health system. A primary care practice
like mine serves as the patient's first point of entry into the health care system and is a
consistent source of care. This is especially critical in rural communities like mine. Primary care
includes health promotion, disease prevention, health maintenance, counseling, patient
education, and the diagnosis and treatment of acute and chronic ifinesses in a variety of health
care settings.’ Primary care physicians are specifically trained for and skilled in comprehensive,
first contact, and continuing care for persons whose conditions are undifferentiated upon arrival
and not limited by problem origin (such as biological, behavioral, or social), by organ system
being treated, or by diagnosis.?

Research shows that preventive care, care coordination, and continuity of care—all halimarks of
primary care medicine—can achieve better health outcomes and cost savings. The benefits also

November 30, 2016
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translate into healthier communities.® For instance, U.S. states with higher ratios of primary care
physicians to population have better health outcomes, including lower rates of all causes of
mortality: mortality from heart disease, cancer, or stroke; infant mortality; low birth weight; and
poor self-reported health, even after controlling for sociodemographic measures (such as
percentages of elderly, urban, and minority patient populations; education; income;
unemployment; pollution) and lifestyle factors (seatbelt use, obesity, and smoking). Even after
accounting for all of these measures and factors, states with higher ratios of primary care
physicians to poputation have better health outcomes.

The dose of primary care can even be measured—an increase of one primary care physician
per 10,000 people is associated with an average mortality reduction of 5.3 percent, or 49 per
100,000 per year.® In addition, high quality primary care is necessary to achieve the triple aim of
improving population health, enhancing the patient experience, and lowering costs.®

US Preventive Service Task Force and Primary Care

There is no one-size-fits-all manual to the practice of medicine or the delivery of medical care.
Evidenced-based recommendations developed and advanced from the Task Force are critical
to help physicians frame discussions with patients who are at risk for disease, guiding them to
make an informed decision based upon timely scientific information and their personal
preferences. The Task Force analyzes outcomes that affect a patient's quality of life and life
expectancy, not merely a lab value or X-ray result. The Task Force publicizes what risks are
possible as a result of screening, so that physicians and patients can make informed and better
choices together that account for the good and the bad of a particular preventive service.

For example, when the U.S. Preventive Services Task Force made a 2009 decision about
mammography screenings for women 40 years and older, | saw patients who were concerned. |
discussed with these women what the recommendations meant for them as individuals,
considering their health status, family history, and personal preferences. My patients had
differing responses. Some wanted to screen no matter what. Others declined to test and wanted
to continue the conversation. Still others wanted more information before making a decision.
Such conversations between patients and their family physician are crucial and important to
better health, smarter health care spending, and the avoidance of unnecessary care that may
actually be harmful. This is why the Task Force is so critical to delivering better primary care.

Another example is colorectal cancer screening. The U.S. has focused on colonoscopy as the
preferred screening method, but it is not right for everyone and evidence does not support its
use as the best method of screening in all instances. In rural communities, there is often limited
access to the procedure. But even with access, patients frequently do not want to undergo the
procedure. Some people do not tolerate the prep needed. Some do not want to take the time
away from work or do not want to undergo anesthesia. Some have heard about a bad
experience from a friend. The Task Force explains the different screening options and the
evidence behind them so that | can offer alternatives to my patients. This helps increase overall
screening in primary care with evidence-based tests based upon patient preferences. This is
what delivering patient-centered care is all about.

Currently, four family physicians serve on the Task Force, and the AAFP has one liaison that
attends the in-person meetings, reviews the evidence reports, and participates in quarterly calls.
The AAFP has a standing subcommittee of experts who review the Agency for Healthcare

November 30, 2016
Page 3 of 6



50

Research and Quality evidence summary and Task Force recommendation statement. In most
cases, we agree with and adopt Task Force recommendations. But on occasion, we reserve the
right to disagree with the Task Force and develop our own statement that we disseminate to our
members, along with the Task Force recommendations.

Balancing Risks and Harms

Task Force recommendations involve an assessment of benefits, risks, and harms. This creates
important value for family physicians like me, our patients, and the nation. The Task Force
focuses on outcomes that matter to our patients and considers all potential harms. Consider this
example—fifty years ago, cervical cancer was the leading cause of death for women. The Pap
smear, as a cervical cancer screening test, has had a dramatic effect on reducing the incidence
and mortality of this disease. In recent years, the medical community performed Pap smears
every year on ail women starting at an early age. Young women, however, especially those
under 21, have a high rate of abnormal Pap smears, which are false positives as cancer is
incredibly rare in this age group. So young women were undergoing an uncomfortable exam,
additional painful procedures, and receiving treatments with potential risks, without obtaining a
comparable benefit.

Evidence has since shown that this frequent screening was not necessary to impact cervical
cancer. Through our enthusiasm to prevent the disease, we inadvertently caused harm from
invasive procedures that subjected patients to possible bieeding, infections, and other
conditions that left them at risk for future miscarriages and pre-term delivery. Research clarified
and provided guidance so that we now optimize the benefits while minimizing the harms. This is
the type of informed and timely decision-making that is at stake if Congress attempts to alter the
Task Force.

Preventive care is essential to improving the health of our population and reducing the ever-
increasing cost of medical care. With all of the care that family doctors provide, we need to
know what preventive services are best positioned to improve the health of our patients. In our
continuous pursuit of prevention and wellness, we must remain mindful that some medical
services have little impact on patients’ well-being and may actually cause short and long-term
harm.

Concerns about H.R. 1151, the USPSTF Transparency and Accountability Act

The AAFP has come to rely on the existence of an entity that makes objective, rigorous
assessment of scientific and medical evidence. It is our opinion that this process works best
when the participating physicians and scientists, as well as the Task Force itself, are insulated
from commercial and political pressures.

H.R. 1151, in our opinion, undermines the Task Force by making its work to identify, evaluate,
and implement patient-centered guidance more difficult. First, the legislation would dramatically
alter the composition of the Task Force by creating a “balanced representation” of primary care
experts and specialty care physicians. The AAFP believes that the current composition of the
Task Force, which includes primary care clinicians and those with expertise in the critical
appraisal of evidence, is appropriate and should not change. Primary care physicians, due to
the diversity and complexity of the patients we care for, are uniquely situated to provide a
comprehensive and whole-person perspective to the Task Force, as compared to physicians
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and clinicians who care for a single disease process or organ system. Emerging research on the
social determinants of health suggests that family and community factors are particularly
impactful on preventive health and well-being in ways that were not well understood previously.
Family physicians and other primary care physicians are well-versed in these important issues.

Specialty physicians play an essential and critical role in our health care system and primary
care physicians rely upon their expertise and skills daily. While we have the highest level of
respect for our specialty and subspecialty colleagues, their role in treating specific conditions
and organ systems is not the same as developing guidelines to prevent such conditions. The
Task Force was established to create evidence-based guidelines for preventive services in
primary care. These guidelines shouid be developed by experts in primary care. In addition, the
Task Force plays a valuable role in highlighting research gaps necessary to improve preventive
heaith.

importantly, subspecialists already contribute to the Task Force process in a number of ways.
Subspecialists (and the societies representing them) may nominate topics for consideration. in
addition, subspecialists work with the Task Force to develop research plans—they help
determine what questions should be asked, what is the patient population a treatment option is
intended for, and what interventions should be considered. Specialty physicians and their
societies may comment on these draft research plans, which are published online.
Subspecialists work with the Task Force team during the evidence review process and provide
input on draft recommendation statements during the comment pericd. In other words, their
expertise is consulted every step of the way, but the final vote is left to those with expertise in
primary care and evidence-based medicine of primary care.

Second, the legislation would require input from the broader health care industry. We are deeply
concerned that this provision would disrupt the objectivity of the Task Force, changing it from an
evidence-based body to a group influenced by concerns about financial and political interests.
This change would deeply undermine trust in the Task Force's clinical recommendations by
members of primary care organizations like the AAFP. In recent years, we know that Task Force
members and even our AAFP liaisons to the Task Force have been subjected to intensive
lobbying from professional societies, as well as pharmaceutical and medical device companies
that have significant economic interests in the recommendations of the Task Force. | have no
doubt that pressure from these groups would only increase if H.R. 1151 were to be signed into
law. Evidence-based guidance must be based on an cbjective and independent review of the
evidence. If physicians and medical societies are unable o trust the objectivity of the Task
Force, family physicians and other primary care clinicians will have far less trust in its
recommendations, and they and their patients will be left adrift.

Third, the legislation would require the Task Force to assess how its decisions or grades would
impact access to a health service, device, federal program, or private heaith insurance
coverage. The AAFP strongly supports the evidence-based process and function of the Task
Force and believes that the Task Force's recommendations should be independent of cost and
access considerations. However, AAFP does support and favor current federal requirements
that make preventive services available without co-pay or deductibles for all types of insurance.
We strongly urge the Congress to support current coverage requirements for these important
preventive services.
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Conclusion

As physicians, our first and only objective should be the improvement of the health and well-
being of our patients. This patient-first focus must also guide the work of the Task Force. In the
opinion of the AAFP, the Task Force is best positioned to meet this patient-first objective
through its current composition and its explicit rejection of external entities and persons who
have economic interests in the Task Force's decisions. The Task Force has served our nation
and health care system extremely well since its inception and continues to do so today. Its work
to identify and deploy evidence-based preventive guidelines is important and any movement to
alter this work should be avoided.

As the Committee considers the recommendations put forth in H.R. 1151 and other policy
proposals, we strongly urge you to not undermine primary care. As | mentioned earlier in my
testimony, primary care is the foundation of America’s health care system. Primary care plays
an essential role in our nation’s health care, and in achieving better patient outcomes, lower
costs, and better patient satisfaction. For decades, we have relied on and continue to rely on the
Task Force's evidence-based recommendations to assist us in providing quality primary care.
The best course of action would be a "do no harm” approach that does not change the
composition in ways that undermine preventive care.

We also request that Congress maintain patient access to evidence-based preventive health
care services. We believe that any changes to the Task Force should be focused on patient-
centered outcomes—that is, what is in the best interests of patients and population health. The
research tells us what screenings and tests are necessary. It also tells us when exams are
unnecessary, or even harmful. Family physicians play a significant role in supporting preventive
health efforts, but we also rely on research and utilizing our public health system that
compliments the care we provide. As a family physician, | may screen for overweight and
obesity, but the evidence is clear that we must also eliminate barriers to good health, such as
making communities safer and more walkable, increasing access to nutritious food, and
supporting public awareness efforts. The same applies to many other aspects of preventive
care. We must continue to embrace rigorous support for evidence-based prevention and
primary care, such as through the important and independent work of the Task Force, or we will
miss out on the best opportunities to achieve optimal health care for all.

Again, | thank you for inviting me to testify and would be happy to answer your questions.
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Mr. PitTs. The chair thanks the gentleman, and we will now
begin questioning. I recognize myself 5 minutes for that purpose.

Dr. Meigs, in your testimony, you mention the importance of the
doctor-patient relationship. I agree with that. How do we ensure
the Task Force recommendations still value this relationship with
the insurance tie to the Task Force recommendations?

Dr. MEIGS. The Task Force recommendations apply to the popu-
lation, and it is a difficult concept to understand when you are
talking about the population as a whole or an individual. It still is
important, when I have my patient in my exam room, that she and
I or he and I discuss the risk and benefits, the harms, cost, and
concerns about whatever treatment may be under discussion.

So we use the Task Force recommendations as a starting point
as the basis for a discussion, but that is a recommendation based
on what is best for the population. That does not change the indi-
vidual decision that I make with my patient one-on-one.

Mr. PrrTs. All right. Dr. Lynch, as you know, the Task Force was
formed in 1984. What do you think the true impact of the Task
Force has been? Is there a way to measure their influence on the
health of our Nation within the physician communities?

Dr. LYyNcH. Well, I can address that specifically to prostate can-
cer, which I am far more familiar with and can tell you that there
is now evidence in the literature, following the 2012 recommenda-
tions, and I have personal experience with this as well, that we are
seeing a larger percentage of men with metastatic prostate cancer
and higher rate and higher stage prostate cancer than we did be-
fore these recommendations. So I would say that that has had a
deleterious effect on the health of these men.

Mr. PrrTs. As a urologist, would you please speak to the specific
importance of regular PSA test? Why do you think the Task Force
did not recommend routine PSA tests in 2012?

Dr. LYNCH. I know the Task Force has excellent intent. They
base their recommendation on 2012 primarily based on two studies.
One was called the PLCO study, which is in the United States, and
the other was the European trial. The PLCO study is flawed in
that actually a report of the New England Journal of Medicine last
year described how there were actually a higher percentage of men
in the arm that was not supposed to be screened who actually re-
ceived screening than the men in the screened arm. So there is
really no differences in those two arms, and one would not expect
to show a mortality difference. So I don’t think the literature was
there to really support the recommendations.

Mr. PiTTs. So how do you think the Task Force can prevent
something like this from happening in the future?

Dr. LYNCH. By involving specialists who treat the disease. I un-
derstand, as I said in my testimony, that not every specialist can
be present on the Task Force, but I think a specialist has a dif-
ferent skill set, and a lot of them are experts in evidence-based
medicine who would actually add to the Task Force. And I certainly
think the importance of the advisory board comes through with
that when you can have specialists in open dialogue, just like this
is an open hearing, you can have an open dialogue between an ad-
visory board and the Task Force to try and look at these issues and
discuss these issues in person.
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Mr. PirTs. How often do you think the Task Force should review
recommendations they have previously issued?

Dr. LyNcH. I think that depends on the literature, and there
should be access to be able to do that. I think, for example, if they
make a recommendation today, and there is evidence in the lit-
erature next year to support a different recommendation, they
sh01111d be able to review that and change that. Waiting 5 years is
too long.

Mr. PrrTs. Would you please elaborate on your views of the grad-
ing system the USPSTF uses for recommendations? Do you believe
the discussion draft addresses your concerns?

Dr. LYNCH. The grading systems are A, B, C, and D. Right now,
a patient’s coverage is tied to A and B. I think that the draft legis-
lation would help to improve that system by giving more input,
again, to the Task Force and providing more evidence from special-
ists.

Mr. PrrTs. In your testimony you mention the disconnect be-
tween practicing physicians and the Task Force. Would you elabo-
rate on that a little bit?

Dr. LYNCH. I can elaborate. If you look at the makeup of the
Task Force, for example, there are primary care physicians, there
are internists, there are geriatricians, there are pediatricians, there
are obstetrics and gynecology. There is no one representing men’s
issues. Men’s health is certainly an important issue.

Urologists—interestingly enough, in this area, there are a fair
number of my patients who don’t have a primary care physician
and don’t have an internist. So even yesterday I had to talk about
tobacco cessation, talk about weight reduction for an obese patient,
alcoholism, depression, in addition to their prostate cancer. So I
think adding an additional person to deal with that would also be
very beneficial.

Mr. PrrTs. Do you believe the discussion draft before us today
would solve some of this disconnect?

Dr. LYNCH. Yes, I do.

Mr. PirTs. Thank you. My time is expired.

The chair recognizes the vice chair of the full committee, Mrs.
Blackburn, 5 minutes for questions.

Mrs. BLACKBURN. And I will not take all of my 5 minutes. I do
want to thank you all for being here.

And, Dr. Lynch, let’s go back to your testimony. The AUA guide-
lines differ from the USPSTF guidelines. So I want you just to
walk us through a patient who comes to you and needs that care,
and what does the impact and the difference of those guidelines
have on the care that that patient has access to?

And I appreciate what you just said about timely review. I think
that technology, advances in technology, utilization of informatics
and delivery of health care is something that changes so rapidly.
We never keep pace with that. Government doesn’t keep pace with
that. So I think the differences in these guidelines, how often you
all change yours, what you see or what hesitancy you see from the
Task Force, if you will just speak to that and that relevance to the
patient.

Dr. LYNCH. Congressman Blackburn, thank you for the question.
If I can give you a specific example——
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Mrs. BLACKBURN. I would love it, yes.

Dr. LYNCH [continuing]. Related to a patient. About 8 weeks ago,
I had a African American gentleman walk into my office in his
mid-50s with some urologic symptoms. After a day or two of test-
ing, I had to sit down with this gentleman and tell him that he had
metastatic prostate cancer that had spread throughout his skel-
eton, that he was treatable but certainly not curable.

I went back and reviewed his records. He had been receiving, at
high risk as an African American male, PSA testing up through
2012, and then his internist or primary care physician stopped get-
ting the PSA. He did not have evidence of prostate cancer in 2012.
Now he has widely metastatic prostate cancer. That was a difficult
discussion.

He asked me why, why didn’t he do this, why didn’t they get this
test? It’s a very difficult situation to deal with, and unfortunately,
we are seeing it more and more.

Mrs. BLACKBURN. OK. Thank you.

And with that, Mr. Chairman, I yield back.

Mr. PrTTs. The chair thanks the gentlelady.

I now recognize the gentleman from Pennsylvania, Dr. Murphy,
5 minutes for questions.

Mr. MUrPHY. Thank you, Mr. Chairman.

I don’t know if you heard some of the questioning I had for the
previous presenter, but I want to raise some of those for you as
well, and then looking at the integrated care model and noting
how, when we are looking at behavioral and physical medicine to-
gether and managing them in terms of primary, secondary, and
tertiary prevention, whether it makes a difference in terms of qual-
ity of care.

Obviously, the patient you just mentioned must have been deal-
ing with a great deal of psychological issues at that moment of de-
scribing it, and we know a person can be overwhelmed with anx-
iety, with panic, with depression, deterioration of family, other
stresses that can come with a diagnosis or even a risk of a problem.
And I have seen studies where people have actually looked at this,
having the primary care physician work with the specialist and
very carefully managing the psychological and the physical medi-
cine aspects, and they improve compliance or they reduce errors,
medication compliance, et cetera.

I am wondering if, in your work, you have also looked at those
aspects as well and what you have found in looking at those parts
of prevention and cost savings and better care.

Dr. LyncH. Well, I think that is key, and I think, again, as the
urologist delves into a lot more of men’s health and their urologic
issues, a conversation back with their internist or primary care
physician. Because sometimes they will bring things up to me, as
the urologist, that they won’t necessarily bring up to their primary
care physician. So the dialogue back from the specialist to the pri-
mary care is getting—the key to getting that patient the care that
he needs and wants and that, in the long term, is going to reduce
costs.

Mr. MURPHY. Do you also then, with that, do screening, or do you
recommend the primary care physician also do some screening for
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other things like depression, anxiety, and the impact that may
have upon their illness?

Dr. LYNCH. Absolutely. And we do that as urologists, especially
in dealing with cancer patients. That is a very frequent occurrence,
and that is something we have to watch very closely for.

Mr. MurpHY. Dr. Meigs, do you do work in this area, too, in that
same—Ilook into behavioral, physical medicine aspects?

Dr. MEIGS. In primary care and family medicine, we see behav-
ioral and psychological problems every day all day long. That is an
extremely important part of our practice, and there is no way for
a good primary care physician to divorce mental health and behav-
ioral health from physical or other sources of health care. We treat
people. We don’t treat organ systems or diseases. We treat the
whole person. And if you ignore that subset of problems, you have
not adequately treated the individual.

So we are especially in tune to looking for the depressed patient,
the anxious patients, patients with other mental health issues that
need to be addressed because they most definitely have an effect
on their physical health.

Mr. MURPHY. In testimony we have heard before this committee
in other parts of Energy and Commerce, we recognize a person who
has a severe mental illness, for example, 75 percent of the cases
have at least one other chronic illness, 50 percent have at least
two, a third have at least three, and that also the person with se-
vere mental illness has triple the risk for poverty, and the person
in poverty has triple the risk for severe psychological disorder. The
list goes on and on as you have these.

And that we have heard that some practices which actually em-
ploy people to work in behavioral medicine, social worker, psycholo-
gist, or have telemedicine with a psychiatrist there, they can ad-
dress those things immediately as opposed to saying, here is a
card, call this person, and let us know what happens. Because
when it is just a referral, compliance drops below 50 percent. When
it is in the office, a warm handoff, it is high level.

So in the practice of primary care and family medicine, is that
something that you are able to do or do you see that, look, that is
not billable hours right now, and so we can’t do that but even
though there is a need?

Dr. MEIGS. There is a shortage of primary care physicians. There
is just as much a shortage of mental health workers, psychiatrists,
and psychologists. I would love to have one in my office. I could use
them every day.

I practice in a rural community of 2,700 in central Alabama.
There are no mental health professionals. That is a big area of con-
cern for me and my patients. When I have patients whose needs
exceed my abilities, trying to find someone to see them or some-
where they can get to, then you get into the other social deter-
minants of health, they can’t afford the transportation, they have
no one to take them, they have all the other issues that become in-
volved when we are trying to meet a real critical need for these
people.

Mr. MURPHY. So that you know, we are going to have a bill be-
fore the House in a couple of hours here to vote on, such things
as providing telemental health consultation for primary care, and
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I hope that is something that we can get into nationwide to really
help the rural areas. Over half the counties in America, as I said
before, have no psychologist, psychiatrist, social worker to deal
with these things, but we know it is a pervasive problem through-
out the field of medicine that is hurting patients.

We want to hear more from you in the future of how we can do
this with secondary and tertiary prevention and help reduce the
problems. Thank you very much.

I yield back.

Mr. PrrTs. The chair thanks the gentleman.

I now recognize the gentleman from Indiana, Dr. Bucshon, 5
minutes for questions.

Mr. BucsHON. First of all, thank you both for being here to tes-
tify today.

And, Dr. Meigs, I respectfully disagree that a specialist might
not have more input. I mean, as both of you know, this is a classic
house of medicine battle that starts in the first year of medical
school between—in primary care providers and specialists, and it
is seen here today again, unfortunately. But it is what it is. We all
work together. We all know we have a specific role in taking care
of the patients.

But in this particular instance, just when we are looking at stud-
ies and input to try to decide what the appropriate screening is,
what is the down—what would be the downside of having more
specialist input, other than, from my—as a specialist, other than
as a battle between in the house of medicine that begins literally
in the first year of medical school? I mean, what would be the po-
tential downside?

Dr. MEIGS. I certainly would hope that—and I am sure our urol-
ogy colleagues are more than competent to take care of the
urological diseases, but the U.S. Preventive Services Task Force,
their job is to look at the evidence and make recommendations for
primary care on screening for primary prevention of diseases.

It is a different concept. And as we have already testified, they
bring in the they bring in the consultants, they bring in the spe-
cialists to evaluate the evidence. But these are physicians and oth-
ers who are specialists in primary care, in preventive care, in eval-
uating evidence, and making recommendations on the quality of
the evidence as to an unbiased recommendation I can use every
day in the exam room with my patient about what is best for them.

Mr. BUCSHON. Yes. I saw a lot of patients with tertiary care dis-
ease and heart disease primarily, right, or lung cancer. And I have
found in my own practice that working together with my primary
care referring doctors, that that kind of collegial discussion about
what my treatment options were of their patient for this particular
thing, whether or not I have an area of expertise, which I don’t
claim to have in primary prevention, it just seems to me that there
is not really a downside to at least having specialists involved in
discussing what the potential treatment options are and what the
potential downsides are of changes in screening recommendations.
Because as Dr. Lynch has pointed out, it does affect specialists if
you change the screening recommendations for prostate cancer or
breast cancer or other things.
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To get that, at least followup input maybe later on, like we are
getting from the 2012 recommendation, say, hey, look here is the
result, primary—how would primary care physicians know that
that is the result until their patient comes back to them with prob-
lems that were recognized at a later state? That is all I am saying.

I just think that the more input you get in healthcare—I found
that to be true as a heart surgeon. If I had an infectious problem,
I would call an ID person. I got as many minds thinking about a
problem as I could get on behalf of the patient.

So I am just trying to get why there is a potential downside in
having more input on this. As a specialist, I am having a hard time
seeing that.

Dr. MEIGS. As you well know, a lot of the diseases that you treat-
ed and that we all treat are preventable.

Mr. BucsHON. They are, yes.

Dr. MEIGS. For me, it is a success if my patient needs you when
he is 85 instead of when he is 45 because 1 treated his blood pres-
sure——

Mr. BucsHON. I agree.

Dr. MEIGS [continuing]. I treated his cholesterol, I got him to ex-
ercise, I got him to lose weight and eat better, then I think that
has been a success. You have a much more dramatic outcome, but
I think the value to the society is just as good for what I do in that
case.

Mr. BUCSHON. Absolutely. You are getting no disagreement from
me. In fact, in the last seconds I have, I want to address the na-
tionwide shortage of primary care physicians, and we are trying to
figure out why that is. And we have to address that issue in our
country.

Southern Indiana, rural Indiana where I live, we have a critical
shortage in our rural counties of primary care physicians. And to
your point, without that success that you have for your patients,
the patients end up seeing me or Dr. Lynch at a later stage.

So it is critically important. We are adding a medical school
branch of Indiana University Medical School in Evansville, Indi-
ana, more residency programs. And so as a Member of Congress,
I am doing what I can to get that message out, that whatever we
can do to increase primary care, we should be doing.

Dr. MEIGS. For preventive care and primary care, when I send
a patient to you, I have got a failure.

Mr. BUcsHON. I understand.

I yield back.

Mr. PrTTs. The chair thanks the gentleman.

That concludes questions of members present. As always——

Mrs. BLACKBURN. Mr. Chairman——

Mr. PITTS. Yes.

Mrs. BLACKBURN. May I reclaim a moment of my time just to
make

Mr. PrrTs. All right. Go ahead.

Mrs. BLACKBURN [continuing]. One clarification for the record.
Going back to what Mr. Collins had said, going to the USPSTF
Web site, I think we do want to note that under the standards for
guidelines and development, in that section, they absolutely do not
list that they don’t consider cost or they don’t note that they do not
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follow their charter. And when you go to a screen shot or you go
to your Web page, and this is a screen shot of it, and enter the
word “cost,” nothing comes up. So we may want to just consider
that as we look at changes for the Task Force.

I yield back.

Mr. PirTs. The chair thanks the gentlelady for her clarification.

We will have followup questions, other members have questions,
we will send those to you. We ask that you please respond. I re-
mind members that they have 10 business days to submit ques-
tions for the record. Members should submit their questions by the
close of business on Wednesday, December 14.

So thank you very much for coming, for your expertise, for shar-
ing in a very important hearing.

Without objection, this hearing is adjourned.

[Whereupon, at 12:26 p.m., the subcommittee was adjourned.]
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