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The U.S. Preventive Services Task Force (USPSTF) is an independent body of experts who make
evidence-based recommendations about clinical preventive services using a transparent and
objective process. Developing recommendations on a clinical preventive service requires evidence
of its effect on health outcomes. Health outcomes are symptoms, functional levels, and conditions
that affect a patient's quantity or quality of life and are measured by assessments of physical or
psychologic well-being. Intermediate outcomes are pathologic, physiologic, psychologic, social, or
behavioral measures related to a preventive service. Given the frequent lack of evidence on health
outcomes, the USPSTF uses evidence on intermediate ontcomes when appropriate. The ultimate
goal is to determine predsely a consistent relationship between the direction and magnitude of
change in an intermediate outcome with a predictable resultant direction and magnitude of change
in the health outcomes. The USPSTF reviewed its historical use of intermediate outcomes, reviewed
methods of other evidence-based guiddine-making bodies, consulted with other experts, and
reviewed scientific literature. Most important were the established criteria for causation, tenets of
evidence-based medidne, and consistency with its current standards. Studies that follow participants
over time following early treatment, stratify patients according to treatment response, and adjust for
important confounders an provide useful information about the association between intermediate
and health outcomes. However, such studies remain susceptible to residual confounding. The
USPSTF will exercise great cantion when making a recommendation that depends on the evidence
linking intermediate and health outcomes because of inherent evidence limitations,

A ] Prev Med 200 8:54(151)154-510. Published by Elsevier Inc. on behalf of Amerigin Joumal of Preventive Madicine.
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Addressing Systemic Racism Through Clinical
Preventive Service Recommendations
From the US Preventive Services Task Force

Wellness and disease preventlon are the founda-
health. The LS Preventive Services Task Force
TF) Is congresgionally mandated to make
evidance-based racommendztions about dinical pre-
ventive sarvices, which, If delivered aguitably to the
Intended population, can prevent many prematura
dazths. All USPSTF recommendations are based on a
rigarous and objective methodoiogy that has been con-
tinually rafined sinca 1962 This methodology was cited
by the Institute of Medidne 2= 2 gold standard for mak-
Ing puidelines. ' In addition, the Patient Protection and
Affordable Care Act mandated coverage by private
Insurers without oost sharing for USPSTF grade A znd B
recommended dinical preventive sarvices, reflecting
the Impartance of these recommendations.

However, when making recommendations, the
USPSTF aften finds substamtial data that potential Iife-
saving benefits of recommended senvices are not egui-
tably avallzbla to Black, Indigences, znd HispaniciLating
pecgle. For Instance, the 2020 systamatic review to In-
form modeling for the USPSTF oolorectzl cancer soeen-
Ingrecommendation found conststent evidence of Ineg-
ulties across thescreening-to-treatment comtinuum that
encompassed aoess to soreening, quality of soeening,
time fram diagnosis to treatment, and quality of
treatment.* This underscones the nead to Improve sys-
tems of care to ensura consistent dellvery of high-
muality preventiveand trestment senvices, with spadal at-
tention to groups experiencing worse health cutcomes

Az describad in the 2003 Institute of Medidna re-
port Unequl Treatment: Confronting Rcial and Etfinic
Disparities in Health Core, health Ineguities emerged
from a “historic conten Inwhich healthcare has been dif-
ferentially allocated on the basis of sodal dass, race, and
ethnicity™ and are sustained by systamic radsm. The
USPSTF conslders systemic racsm to bea pervasive sat
of sodetal and Interpersonal practices within and out-
side hiealth care Institutions that foster discriminatory
practices toTeate systematic disadvantzge and health
Inequitiesin a radal group. Health Inequities manifest 25
disproportionate risk, Inddence, morbidity, or mortal-
Ity. These Inaquities are due to sodal, economic, and
stnuctural factors stemming from systems inwhich pub-
bic policies, Institutional practices, and other noms work
to perpetuate systemic radsm. Even when desmed un-
intertional, well-documented structural inequities are
evident within the health care acogystem that span the
entire prevention-to-treatment continuum. Baing a
member of a radal ethnic minoty group ks assodated
with muitiple dimensions of social disadvantage, which
In turn Is assoclatad with worse health care access, af-
fordability, and quality of care.

The 2018 Quality and Dispartties Raport from the
Agency for Healthcare Research and Quality, which
ncluded measures on heslthy living (eg, recelpt of
smoking cessation counseling), patient-centerednass
of care, care coordination (eg, for diabetes and asthma
care), and effective treatment (eg, outcomes of cancer
care), showed an Improvement In the quality of heaith
care from 2000 through 2017 on most, but nat all,
measures.* Alsa, while thare were some Imprave-
ments, disparttias perssted across many priorty areas
Owerall, compared with Whita paople, Black peopla
received worse care on 76 of 190 mazsures (40%) and
Hispanic/Lating peopleon 58 of 167 measures (35%). The
nfiuence of these disparities is reflacted In Iife expec-
tancy data. For 2016-2018, estimated Iife expectandes
ware 755 years for Black people, 76.9 years for Amen-
can indlan/Native Amesiczn people, 76 8 years for white
peopla, 837 years for Hispanic/Lzting people, and 877
aars for Aslan people ® Thesa dispartties ara likely fur-
ther enacerbated by the disproportionate effect of the
(COVID-19 pandemic in Black, Indigenous, and Hispanic!
Latino communtties.*

The USPSTF has sought toaddress hasith equity. &s
described in 2017, the evidance review for Recommen-
dation Statements indudes identifying popuiations that
have a higher prevalence or experience grazter mortild-
ity ar martality from the condition. ¥ Evidence Is then
spught that can address the gaps identifled in recom-
s fior groups disproportionately affected by
of the review. However, the samefactors
thataffect unequal health cutcomes (eg, access, afond-
ahility, and quality of hezlth cared also Influenca indu-
slon In key dinical triaks for praventian. in the develog-
ment of recommendation statements, the USPSTF has
conststently found 2 imited evidence basa for Bladk,

ndipenaus, and Hispanic/Lating populations. For ex-

ample, despite knowing formore than half 2 century that
Black men ara twice as likaly to die from prostate czn-
cer as White men, the US-based Prostate, Lung, Colo-
rectal, and Ovarlan Cancer soeaning trial Induded only
2370 Black men In its 765 683 study ample.

In some cases, the USPSTF has derved evidence
o inform recommendations that may promote hesith
equity For example, amodaling study commissioned to

nfiom an updated USPSTF lung cancer soeening rec-
ommendztion showed that Inltiating screening 2t a
younger age and lower smoking Intensity may Improve

ife-years geinad " Because Black manare at greater risk
than White men for lung cancer at lower padk-years of
smoking. lowering the pade-yaar level at which to start
sreening, 5 the ISPSTF isnow recommending, mayre-
duceracal disparities In lung cancer heslth outcomes IF




US Preventive Services Task Force

* Makes recommendations on clinical preventive services to primary care
clinicians
* The USPSTF scope for clinical preventive services include:
* Screening tests

 Counseling
* Preventive medications

« Recommendations address only services offered in the primary care setting
or services referred by a primary care clinician.

* Recommendations apply to adults & children with no signs or symptoms




USPSTF Methods

* All recommendations grounded in a rigorous systematic review with
opportunities for public input at multiple steps of the process

* Consult with external subject matter experts through Evidence-based
Practice Centers and Partners

* Procedure Manual available at:
http://www.uspreventiveservicestaskforce.org/Home/GetFile/6/7/proced
ure-manual 2016/pdf



http://www.uspreventiveservicestaskforce.org/Home/GetFile/6/7/procedure-manual_2016/pdf
http://www.uspreventiveservicestaskforce.org/Home/GetFile/6/7/procedure-manual_2016/pdf

USPSTF Steps: Brief and Generic

* The USPSTF assesses the evidence across the analytic framework:

- Judges the certainty of the estimates of the potential benefits and
harms

- Judges the magnitude of the potential benefits and harms

- The ultimate goal is to judge the balance of the benefits and harms, or
the magnitude of the net benefit of the preventive service

- When evidence is insufficient (low certainty), the USPSTF does not use
“expert opinion”



Basic USPSTF Methods for Developing

Recommendations: The Letter Grades

Certainty of Magnitude of Net Benefit
Net Benefit

Substantial Moderate Small Zero/Negative

High A B D
Moderate B B D

Low |I—insufficient evidence



Getting to Moderate Confidence (A, B, C, D)

* Requires studies with limited risk of bias demonstrating an improved
health outcome. Usually randomized controlled trials.

* Health Outcomes include how long a person lives or the quality of life and
are often described as conditions that a patient can feel or experience.

 Harmful health outcomes: overdiagnosis, overtreatment, and false positives

* Intermediate Outcomes describe outcomes that may be influenced by a
preventive service, but are not Health Outcomes in and of themselves.

They are pathologic, physiologic, psychologic, social, or behavioral
measures related to a preventive intervention.

* Examples for cancer: stage shift, detection of precancers, interval
cancers, biomarker changes




USPSTF Use of COLLABORATIVE Modeling

American Journal of
Preventive Medicine

e Used for breast, cervical, colorectal, and lung
. o e Collaborative Modeling: Experience of the U.S. ()]
cancer screening and aspirin, to Preventive Sorvices Task Force

Diana B. Petitti, MD, MPH," Jennifer S. Lin, MD, MCR,” Douglas K. Owens, MD, MS,™
Jennifer M. Croswell, MD, MPH," Eric J. Feuer, PhD®

* Understand lifetime effect of different screening
programs (e.g. combinations of screening
methods and intervals for screening)

Models can be valable todls to address uncertainty, trade-offs, and preferences when trying to
understand the effects of interventions. Availability of results from two or more independently
devdoped modds that examine the same question (comparative modeling) allows systematic
exploration of differences between models and the effect of these differences on model findings,
Guiddine groups sometimes commission comparative modding to support thar recommendation
process. In this com sioned collaborative modeling, modelers work with the people who are
devdoping a recommendation or palicy not only to define the questions to be addressed but ideally,
work side-by-side with each other and with systematic reviewers to standardize selected inputs and
incorporate selected common assumptions. This paper describes the use of commissioned
collaborative modeling by the US. Preventive Services Task Force (USPSTF), highlighting the
general challenges and opportunities encountered and spedfic dhallenges for some topics.
It delineates other approaches to use modeling to support evidence-based recommendations and
the many strengths of collaborative modeing compared with other approaches. Unlike systematic

* Assess screening in specific populations (e.g.
various ages for starting or stopping screening)

reviews prepared for the USPSTF, the commissioned collaborative modeling reports used by the
USPSTF in making rec

nmendations about screening have not been required to follow a common
format, sometimes making it challenging to understand key model features. This paper presents a
checklist developed to critially appraise commissioned collaborative modeling reports about @ancer
screening topics prepared for the USPSTE.

Amt [ Prev Med 2018; 5151 k853-882. © 2017 American Journal of Preventive Medicine. Pullished by Ebevier Inc.
This s an epen access article under the CC BY-NC-ND Feense (Fattp: £

 Combine benefits of service (e.g. cardiovascular
and cancer prevention for aspirin)

INTRODUCTION a comparison of results for multiple unique models
. . evaluating the same guestions (here called collaborative
ecision models evaluate the effect of alternative . 1 . . .
. . . 12 modeling, but also called comparative modeling in
intervention strategies on health outcomes, a1 15-19 .
. . L . some publications) as well as altermatives to such
Models, including but not limited to decision . . . S
collaborative modeling Reporting of commissioned

models, can be valuable tools for addressing uncertainty, . . .
4 collaborative modeling and results is complex, and

trade-offs, and preferences when trying to understand
the effects of interventions.”* Models can bridge empiric

e The USPSTF would not recommend a

preventive service without primary evidence

evidence to inform decisions and help develop guide-
lines™": Zacharioudakis and colleagues” reported that
mathematical models were used to support recommen-
dations in 54% of the 100 most cited guidelines of the
National Guideline Clearinghouse.

The US. Preventive Services Task Force (USPSTF) has
used decision modeling in various capacities Lo inform its
recommendations on a number of important topics®

From the 'l]q?mne'_l of Biomedical Informatics, College of Medicine.

Phuoenix, University of Arizona, Phoenic, Arirona; *Kaiser Parmunents
Center for Health Reseanch, Porthnd, Oregon; 'V A Pak Al Health Care
Sysiem, Pako Alto, Califorria; ‘Center for Primary Care and Outcimes
Resarch Department of Malidne School of Malidne, Stanford Uni

versity, Stanford, California *Patient Centersd Outcomes Research Insti

tute, Washington, Distric of Columbiag and *Divisiem of Cancer Contral
denaes, National Cancer Institute, Bethesda, Maryland

spondence i: Diana B. Petitti, MDD, MPH, 1711 W. Lodge
Drive, Phomix AZ 3501 E-mail diana peti thi@yahoo.com.




Knowledge Cycle: Annual Reports to Congress

e 2020 Mental Health and Health Behaviors in

High-Priority Evidence Gaps .
for Clinical Preventive Services Children

SUBMITTED BY:

e 2019 Mental Health and Substance Use
e 2018 Cardiovascular Health

e 2017 Prostate Cancer Screening in African
American Men

* 2016 | Statements

e 2015 Health of Women

e 2014 Health of Children and Adolescents
e 2013 Health of Older Adults

U.s.
TTTTTTTTT

10TH ANNUAL REPORT
TO CONGRESS
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The Cancer Screening Research Network (CSRN) is a nati
understand and evaluate new cancer screening and preventive echnnlngies as
they emerge.




Virginia CSRN ACCESS Hub

Massey Comprehensive Cancer Center
Diagnostic/Tx, Recruitment Schar € I
r Cancer Institute
VCU Wright Regional Center for O Dragnostic/Tx
) Clinical & Translational Science Health St Conoi Govaalia &
SN Communily Engagement | ealtn. 0 . .
Alex Krist \\Mlg/ VCU School " Inova FOon Syate:
: VA Ambulatory Care Outcomes of Medicine Recruitment
Research Network® : I 38 Primary Care Clinics
Recruitment Virginia Recruitment
17 Primary Care Clinics CSRN
Patrick Nana-Sinkam, MD Hub E;::a::r DE‘I’HIUPI'I‘HHI Lﬂbﬂ“'“&"
ection
' " Research Network
Sentara Medical Group m VEU Wriaht Redional € .
fic/ ‘ ! ght Reg enter for
Oragnoséc/lx ] _ _ Clinical & Translational Science
rn _ SENTAR A Wright Regional Center :
73 an Care Clinics for Clinical and Translational Science qum_l" [leenf
~ Recruitment

John Says, MD

* The Virginia ACORN is a pnmary care-based research network, encompassing 526 practices throughout the state, and includes
all primary care practices at VCU Health, Inova, Sentara, and EVMS,

Rebecca Kaltman, MD



Equitable and Inclusive Recruitment Methods

CLINICIAN RECRUITMENT

TARGETED RECRUITMENT

* EMR FOR PATIENT
IDENTIFICATION

* LEVERAGE EXISTING
PARTNERSHIP

* PRIMARY CARE NETWORKS

* APCD AS A RESOURCE

* EQUITABLE RECRUITMENT
APPROACH

* FLEXIBILITY IN
RECRUITMENT SETTING

COMMUNITY OUTREACH
RECRUITMENT

VIRTUAL COMMUNITY
OUTREACH RECRUITMENT

* COMMUNITY ADVISORY
BOARDS

* ENGAGEMENT STUDIOS

* PARTNER WITH
COMMUNITY-BASED
ORGANIZATIONS

* ENGAGEMENT STUDIOS

* PARTNER WITH
ESTABLISHED CCTS
INITIATIVES




Community Engagement Studios

10 Community
Members

17 Patients

69 Community
Advisory Board
Members

58 Clinicians




Community Engagement Studios

Patients

ﬁf he fact that some of these cancers |\
are so sneaky and you don't
diagnose them until you’re stage 4.
The only answer is gonna lie in
research and how to find it sooner
\and treat it more aggressively.” iy

\/
/

“If I had had this test, maybe [my \
cancer] would have been stage zero or

one, as opposed to stage two. So, you

know, I'm pleased as punch. I just
think this is the greatest thing ['ve

Benefits of Early Detection

ﬂFor me, 1t 1S nice\
because you have
the blood test

once a year...so

it's just a matter of
getting it and the
confirmation
everything's still

Mtime of 60 years.” /

\go\ing/well. " /

/‘1 think it would

help them feel
better about their
health to know and
have additional
screenings, because
I do notice a lot of
my newer and even
younger patients, a
big concern that
they have 1s family
history of cancer
and what that

eans for them.” /

Clinicians

4

'A big trouble for me is getting

~

patients to get their cancer

screening, because of transportation

1ssues and stuff. So, this would be a

good thing, to just get a blood test."

“I see the convenience of this

type of testing if we can just do
a blood test and rule things

29

R/ Y,




Community Engagement Studios

Concerns about MCDs ——
Patients Clinicians

ﬂ find it very odd that twﬁ

ﬁ think it's important to make sure that we \ companies, or maybe more ﬂ t may lead people\ K

~

"We need just as much
know the pros and cons. Because anybody companies, would be able to b.e (.)errly research about how this
who's had a family member go through cancer to create this test and start optimistic about what impacts the patients and
st bes 1d th oht h . marketing it, and general it means for their : : :
Just being told that you might have cancer 1s o o health. meanine if their providers as what is
an earth-shattering moment, just right there. P ractltlonerS: arep uttn?g it the d,i dn't seei the predictive value of
Though, I think that by doing this, we can out ther.e, without having Y the tests."
actually build trust in the future for people done this study first. It doctor for ten years \/ /

: o ’ i i nd can get one test.”
rather than rushing and getting it out.” / seems a little bit cart, \a\ /"

horse, chicken, egg "\ . \
“We're doing a blood test. We don't know what it

means. We don't know what a positive means. We

-

e ~ situation...] would have
“I would be concerned if maybe your

liked to have seen this

insurance carrier if somehow they don't know what a negative means. The negative

science g0 before the

know about it, that they might drop product and the marketing doesn't mean you're safe. The positive means you will
you, or even your employer dropping \ / probably get other scans and maybe procedures for

and the business.”

Wple do that.” ) \ / what turns out to be nothing.” J
/




Community Engagement Studios

Diagnostic Work-ups for Positive Results

ﬁ Say that it comes up

Clinicians

Patients

— positive and then after (“Not knowing the parameters or characteristics of the test, what d()\
“So. you have a positive test. and multiple tests, you've we actually do with an abnormal? Is it more imaging? Is it a
you get further diagnostic testing, determined t};at you're specialist? What if the specialist does not know what to do with it? So
and nothing shows up. So. I guess actually negative. that's a really important question. Not knowing what the test means,
that leaves YOu for the re.st of your What creates that \_how do we know what evaluation would be needed?”
life wondering what's going to o _
crop up in the future, and you just posttivily a.nd makes it ﬁ \\ﬂlot of times it's not just one additional tesﬁ
continue to follow up with the false” SOH ke HOVY ‘What o we ? Sometimes that one tes]t leads to other tests |
possibility that you have a slow Sencme somethln o t'hese resull and then you're kind of chasing down the |
growing cancer that's showing .go-es WIS, hke, — And like, hiow do bbi -
/ is it cancer? Like, why we follow them? rabbit hole trying to figure out what means
did T show positive for What kind of what, and what's really important, and how to
\@ncer?'" / scans do we do for counsel the patient, and where to go from
“Your PCP may not be knowledgeable of \/ positive tests? there'. --and it be.comes : h 15¢ PIOTERS: :
certain types of cancers to the degree that How often do you possibly for nothing, possibly for something,

: but it's not just ssarily one follow-up test.”
they feel comfortable talking about it.” g‘[he scans? / HHIES HOTJHSEAEEE Y WP /
/




Community Engagement Studios

Patients

K‘In addition to the anxiety and the\
chronic anxiety that comes with it,
it's the cost, right? You have PET
scans, you have to find your next
oncologist, you have to find where
you're going to get an infusion.

There's a huge financial cost to a
\&ﬂse diagnosis, as well.”

\/

/

“I think 1t will be a lot to put on the
PCP. And also, you know, it can't
be consistent because people see

different PCPs all the time.”

R/ J

Financial Costs & Time Burden

/“My question woulcN

be, do you think it
would create more of

a burden on an

already
overwhelmed

healthcare system? I

know it's sometimes
hard to get an
appointment even
here at our clinics
and I can only

imagine what it's like
in the hospitals.”

“A lot of this anxiety\
and extra testing all
happens outside of
an office visit and
through the inbox.
And we only get
compensated in
RVUs when we see
the patient in a visit
... A'lot of this work
in our current fee-
for-service [payment
system] we're not

Clinicians

ﬁhave a lot of hesitation because until we

prove that we're not just finding a bunch of

~

latent early whatever cancers, I'm going to be

the person that has to deal with all of the

anxiety and all of the fallout when somebody

has a positive test. And if it is a positive test

that truly is going to change their life, great. But

if it's something that is just going to make

people more anxious and lead them down a

path of more unnecessary testing...I'm not sure

[ want to be the person who's dealing with

/

hat.”
/

compensated for. /

N

“... how much time and work it takes to manage
these things that we get very little benefit from.”
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