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Outline of today’s talk

• Provide a brief overview of the U.S. Preventive
•
•

Services Task Force, its methods and
relationship with AHRQ.
Summarize the highlights of the USPSTF’s draft
recommendation on aspirin use to prevent CVD
and cancer.
Introduce you to AHRQ’s EvidenceNOW
initiative for advancing heart health in primary
care.
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USPSTF Overview
The U.S. 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
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Overview, cont’d.
The U.S. Preventive Services Task Force…
• Makes recommendations based on rigorous review of existing peerreviewed evidence
• Does not conduct the research studies, but reviews & assesses the
research
• Evaluates benefits & harms of each service based on factors such as
age & sex
• Is an independent panel of non-Federal experts in prevention &
evidenced-based medicine
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USPSTF Members
• The 16 volunteer members represent disciplines of primary care
including family medicine, internal medicine, nursing,
obstetrics/gynecology, pediatrics, and behavioral medicine
• Led by a Chair & Vice Chairs
• Serve 4-year terms
• Appointed by AHRQ Director with guidance from Chair & Vice Chairs
• Current members include deans, medical directors, practicing
clinicians, and professors
• http://www.uspreventiveservicestaskforce.org/members.htm
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AHRQ’s Support of the Task Force
• AHRQ’s Mission: to produce evidence to make health care safer,
higher quality, more accessible, equitable, and affordable, and to
work within the U.S. Department of Health and Human Services
and with other partners to make sure that the evidence is
understood and used.
• AHRQ provides administrative, scientific, technical, and
dissemination support to the USPSTF
• AHRQ’s Director, with guidance from the USPSTF Chair & Vice
Chairs, appoints USPSTF members
• While AHRQ provides support to the USPSTF, it is important to note
that the USPSTF is an independent entity
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Recommendation Grades
Letter grades are assigned to each recommendation statement. These grades are
based on the strength of the evidence on the harms and benefits of a specific
preventive service. http://www.uspreventiveservicestaskforce.org/uspstf/grades.htm
Grade

Definition

A

The USPSTF recommends the service. There is high certainty that the net benefit is
substantial.

B

The USPSTF recommends the service. There is high certainty that the net benefit is
moderate or there is moderate certainty that the net benefit is moderate to substantial.

C

The USPSTF recommends selectively offering or providing this service to individual patients
based on professional judgment and patient preferences. There is at least moderate
certainty that the net benefit is small.

D

The USPSTF recommends against the service. There is moderate or high certainty that the
service has no net benefit or that the harms outweigh the benefits.

I Statement

The USPSTF concludes that the current evidence is insufficient to assess the balance of
benefits and harms of the service. Evidence is lacking, of poor quality, or conflicting, and the
balance of benefits and harms cannot be determined.
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Existing 2007 & 2009 USPSTF Aspirin Recommendations
• The USPSTF recommends the use of aspirin for men age 45 to 79 years when the
potential benefit due to a reduction in myocardial infarctions outweighs the potential
harm due to an increase in gastrointestinal hemorrhage. (A Recommendation)
• The USPSTF recommends the use of aspirin for women age 55 to 79 years when the
potential benefit of a reduction in ischemic strokes outweighs the potential harm of an
increase in gastrointestinal hemorrhage. (A Recommendation)
• The USPSTF concludes that the current evidence is insufficient to assess the balance of
benefits and harms of aspirin for cardiovascular disease prevention in men and women
80 years or older. (I Statement)
• The USPSTF recommends against the use of aspirin for stroke prevention in women
younger than 55 years and for myocardial infarction prevention in men younger than 45
years. (D recommendation)
• The USPSTF recommends against the routine use of aspirin and nonsteroidal antiinflammatory drugs (NSAIDS) to prevent colorectal cancer in individuals at average risk
for colorectal cancer. (D recommendation) 2007
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Integrated Aspirin Reviews:
The Approach
All-Cause Mortality, Major
Bleeding and Other Harms
• Primary
Prevention of
CVD (SR)

• Primary
Prevention of
CRC (SR)

• Primary
Prevention of All
Cancers (SR)

Decision Model —
Net Benefits
9

10

Overview of Bodies of Evidence for the Three Reviews:
Evidence Sources

CVD
Primary
Prevention
11 RCTs
In All Three
Reviews

CVD Secondary
Prevention
14 RCTs
In CRC and/or
All Cancer
Reviews

Previous CRC
Adenomas
3 RCTs
In CRC and/or
All Cancers
Reviews

Mixed
Populations
8 Cohorts*
In CRC and/or
All Cancer
Reviews

Mixed Populations
3 RCTs/ 2 Cohorts
All Cancers Review Only

4 IPD Meta Analyses:
ATT 2009 (1 and 2 CVD prevention), Rothwell 2010 (CRC)/2011(All cancers)/2012(All cancers)
*ASA
10CRC included six additional cohorts that did not report outcomes for All Cancers
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Draft RS:
For Adults 50-59 years old at increased risk of CVD
• The USPSTF recommends low-dose aspirin use for the
primary prevention of cardiovascular disease (CVD) and
colorectal cancer in adults ages 50 to 59 years who have a
10% or greater 10-year CVD risk, are not at increased risk for
bleeding, have a life expectancy of at least 10 years, and are
willing to take low-dose aspirin daily for at least 10 years.
• Grade B recommendation
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Draft RS:
For Adults 60-69 years old at increased risk of CVD
• The decision to use low-dose aspirin to prevent CVD and
colorectal cancer in adults ages 60 to 69 years who have a
greater than 10% 10-year CVD risk should be an individual
one. Persons who are not at increased risk for bleeding,
have a life expectancy of at least 10 years, and are willing to
take low-dose aspirin daily for at least 10 years are more
likely to benefit. Persons who place a higher value on the
potential benefits than the potential harms may choose to
use low-dose aspirin.
• Grade C recommendation
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Draft I Statements
• The USPSTF concludes that current evidence is insufficient to
assess the balance of benefits and harms of aspirin use in adults
less than 50 years old.
• I Statement
• The USPSTF concludes that current evidence is insufficient to
assess the balance of benefits and harms of aspirin use in adults
age 70 years and older.
• I Statement
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How did the USPSTF get to these recommendations?
• CVD benefits
•
•
•
•

Non-fatal MI reduced 22% (RR 0.78, CI 0.71 to 0.87)
Non-fatal stroke reduced 14% (RR 0.86, CI 0.76 to 0.98)
CVD mortality reduced by not SS (RR 0.94, CI 0.86 to 1.03)
All cause mortality reduced 6% (RR 0.94, CI 0.89 to 0.99)

• Colorectal cancer and all cancer benefits
• CRC incidence reduced 40% after 10-19 years (RR 0.60, CI 0.47 to 0.76)
• CRC mortality also reduced

• Bleeding Harms
• Major GI bleeding increased by 59% (OR 1.59, CI 1.32 to 1.91)
• Hemorrhagic stroke increased 33% (OR 1.33, CI 1.03 to 1.71)
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Decision Model
• HealthPartners Institute for Education and Research ModelHealth:
Cardiovascular disease microsimulation model
• Added CRC module and integrated tobacco use simulation

• Benefits and harms based on systematic review findings
• Case fatality rates for GI bleeding based on cohort data
• Health utilities derived from the literature
• Extensive sensitivity analyses were performed
• Stratified by age, sex and baseline CVD risk (using ACC/AHA risk
calculator) and time horizons (10 yr, 20 yr and lifetime)
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Model Inputs
Parameter

Base Case

Benefits
All cancer, relative risk

1.00

CRC death, relative risk

1.00

CRC incidence (1-10 years), relative risk

1.00

CRC incidence (>10 years), relative risk

0.60

CVD death, relative risk

1.00

Ischemic stroke (non-fatal), relative risk

0.86

Myocardial infarction (non-fatal), relative risk

0.83

Harms
GI bleeding (major), relative risk

1.58

Hemorrhagic stroke, relative risk

1.27
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Balancing benefits and harms
Lifetime Events per 1,000 persons in Women Taking Aspirin

CVD Risk

MIs
Prevented

Ischemic
Strokes
Prevented

CRC Cases
Prevented

Serious GI
Bleeding
Caused

Hemorrhagic
Strokes
Caused

Net LifeYears
Gained

Quality-Adjusted
Life-Years Gained

Ages 50 to 59 years
10%

14.8

13.7

13.9

20.9

3.5

21.9

62.1

15%

15.0

14.3

13.5

20.0

3.4

33.4

71.6

20%

15.2

14.4

13.2

18.4

2.9

46.3

83.3

Ages 60 to 69 years
10%

10.1

11.6

10.5

23.0

3.2

-1.2

28.4

15%

11.0

12.9

9.3

21.6

3.4

1.7

32.4

20%

11.1

13.0

9.7

21.7

3.3

4.8

36.0
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Balancing benefits and harms
Lifetime Events per 1,000 persons in Men Taking Aspirin

CVD Risk

MIs
Prevented

Ischemic
Strokes
Prevented

CRC Cases
Prevented

Serious GI
Bleeding
Caused

Hemorrhagic
Strokes
Caused

Net LifeYears
Gained

Quality-Adjusted
Life-Years Gained

Ages 50 to 59 years
10%

22.5

8.4

13.9

28.4

2.3

33.3

58.8

15%

26.7

8.6

12.1

26.0

2.8

39.5

64.4

20%

28.6

9.2

12.2

24.8

2.1

60.5

83.4

Ages 60 to 69 years
10%

15.9

6.6

11.2

31.4

3.1

-2.0

18.0

15%

18.6

8.0

10.4

29.8

2.4

9.6

30.9

20%

20.1

8.4

9.1

26.7

2.7

11.6

31.8
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Assessment of Net Benefit
• The USPSTF concludes with moderate certainty that the net benefit
of aspirin use to prevent CVD events and decrease colorectal
cancer incidence in adults ages 50 to 59 years who are at
increased risk for CVD but not bleeding is moderate.
• The USPSTF concludes with moderate certainty that the net benefit
of aspirin use to prevent CVD events and decrease colorectal
cancer incidence in adults ages 60 to 69 years who are at
increased risk for CVD but not bleeding is at least small.
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Differences between current recommendation
and the draft recommendation
Existing RS

New Draft RS

Age range

Men: 45-79
Women: 55-79

50-69

Sex

Sex-specific
recommendations

No differentiation

CHD/CVD risk

Men: 10 year CHD risk
45-59: > 4%
60-69: > 9 %
70-79: > 12%

10% or greater 10 year CVD
risk for all

Women: 10 year stroke risk
55-59: >3 %
60-69: >8 %
70-79: >11 %

CHD – Framingham
Stroke – Western Stroke
CVD – ACC/AHA

Younger populations

D rec: Men < 45, Women <
55

I rec: Persons < 50

Older populations

I rec: Persons > 80

I rec: Persons > 70

CRC

Against use of ASA/NSAIDs

Integrated into benefit

21

Guidance on Implementation
• The decision to start or continue taking aspirin is complex
• Key considerations:
• Age – related to both benefits and harms, life expectancy needed to
gain CRC benefit
• Baseline CVD risk – higher CVD risk increases benefits, aided by using
ACC/AHA risk calculator (despite its shortcomings)
• Risk for bleeding –bleeding risk assessment based on patient history
• Preference for taking daily aspirin – very preference sensitive choice
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Next Steps
• Draft RS posted for public comment September 15 through
October 12, 2015
• The Task Force will review all the public comments and revise
RS as needed
• Final RS in 6-12 months, posted on USPSTF website,
published in Annals of Internal Medicine (with evidence
summaries), added to EPSS
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Other CVD Prevention Recommendations
• High Blood Pressure Screening (A) – October 2015
• Lipid Disorder Screening in Adults (A & B) – 2008
• Update in progress

• Tobacco Use in Children (B) – 2013
• Tobacco Cessation in Adults (A) – September 2015
• CVD Risk Assessment Using Nontraditional Risk Factors – in progress
• Healthy Lifestyles
• Persons not at increase risk (C) – 2012
• Persons at increased risk (B) - 2014

Ensuring that primary care practices have the latest
evidence on cardiovascular health and that they use it to
help their patients live healthier and longer lives.
• Implement PCOR findings in primary care practice to
improve health care quality

•
•

►

Focus on heart health (ABCS)

Build primary care practices’ capacity to receive and
incorporate other PCOR findings in the future
Research Question – Does externally provided QI
support the acceleration and dissemination of PCOR
findings?

Scale of the Initiative

• $112 million investment
Established 7 regional cooperatives through
competitive grant application
► Awarded 1 grant for an external evaluation
►

• Reach:
Over 1750 small to medium sized primary care
practices
► 5000 primary care professionals
► 8,000,000 patients
►

EvidenceNOW
Regional Cooperatives
Healthy Hearts in the Heartland
(Midwest Cooperative)

HealthyHearts NYC
(New York City Cooperative)

Heart Health Now!
(North Carolina Cooperative)

Healthy Hearts Northwest
(Northwest Cooperative)

Healthy Hearts for Oklahoma
(Oklahoma Cooperative)

Evidence Now Southwest
(Southwest Cooperative)

Heart of Virginia Healthcare
(Virginia Cooperative)

Independent Evaluation
•

The rate of ABCS delivery for all practices
►
►
►

•

Measures of practice capacity
►
►

•

At baseline
Every 3 months during active intervention
And at 3 and 6 months after end of intervention

Utilizing validated surveys
Collected at baseline, end of intervention, and post-intervention

Mixed methods evaluation of implementation of
intervention
►
►

Utilizing CFIR framework
Examining internal and external context at the practice and
cooperative level

ABCS Measures

•

Core measures aligned with MH/PQRS/NQF:
►

A:

Percent of patients with IVD receiving aspirin
(NQF 0068)

►

B:

Percent of patients 18-85 with HTN with BP
controlled (<140/90)
(NQF 0018)

►

C:

Percent of patients with IVD, DM, or LDL > 190
receiving a statin
(Newly developed measure based on 2013
AHA/ACC guidelines)

►

S:

Percent of patients >18 who were screened for
tobacco use, AND for those who use were given
cessation support
(NQF 0028)

Quality Improvement Services

Timeline

Thank you!

Bob McNellis, MPH, PA
robert.mcnellis@ahrq.hhs.gov

Council on Aspirin
for

Health and Prevention

National Commission on Prevention Priorities:
2007
In 2007, the Partnership for Prevention-convened National
Commission on Prevention Priorities published a new study ranking
those community preventive services that provide the greatest
impact and are the most cost-effective. The research concluded that
utilization rates remain low for many preventive services that are very
cost-effective and save lives. The Commission determined that
counseling about regular aspirin use was one of the top-ranked
clinical preventive services based on value and impact.

NCQA/HEDIS measure: 2008
Partnership for Prevention and the Aspirin Task Force worked with the
National Committee for Quality Assurance to develop an aspirin quality
measure for health plans. Task Force members Dr. Michael Pignone, Dr.
Randall Stafford, and Kathy Berra served as the aspirin experts. The process
began in 2008 and the measure was added to the Healthcare Effectiveness
Data and Information Set (HEDIS) in 2010. Through a consumer survey, the
aspirin quality measure assesses the fraction of men aged 46-79 and
women aged 56-79 enrolled in commercial plans who have discussed the
benefits and harms of aspirin with their health care provider. Today, CAHP
members continue to be involved in NCQA CVD prevention guideline
development.

Medicare National Coverage Determination: 2010
In 2010, Partnership for Prevention and the Council on Aspirin for
Health and Prevention submitted a National Coverage Determination
request to the Centers for Medicare & Medicaid Services (CMS). It
asked that health care providers be reimbursed for talking to patients
about taking aspirin to prevent heart attack and stroke. CMS reviewed
the request and the evidence behind aspirin counseling and agreed,
creating an “intensive behavioral counseling for cardiovascular
disease” benefit to reimburse providers. Partnership for Prevention
received the Health Policy Award from the National Forum for Heart
Disease and Stroke Prevention for this work.

Online Aspirin Advice Tool: 2008
Randy Stafford, MD
Dr. Stafford developed an online tool that advises consumers about
whether aspirin is right for them and facilitates patient-provider
discussions about aspirin. It was pilot tested among Stanford
University employees. Data collected through the online tool
showed that of patients without past stroke or heart attack who
were most likely to benefit from aspirin, only 56% were taking
aspirin. Of those with little to gain from aspirin, 11% were
nonetheless taking aspirin. The tool advised users to speak with
their health care providers, particularly when the recommendation
for use was different from their current practices.

Aspirin for Primary Cardioprevention: 2009
Fred Miser, MD
Dr. Miser conducted a detailed clinical survey of aspirin use in five
family medicine practices in the Ohio State University Primary Care
Network. A total of 1,615 subjects, age 40 to 79 years, were asked
about their cardiac risk factors, patterns of aspirin use, and
interactions with health providers about aspirin. The most common
reasons for not taking daily aspirin were that no one recommended it
(32%), already taking too many medications (13%), concern about
interactions (9%), bleeding problems (8%), and aspirin allergy (5%).
The survey showed that discussions between patients and clinicians
were key to decisions to start taking aspirin.

Aspirin Cost Effectiveness: 2010
Michael Pignone, MD
Dr. Pignone published an article on how cancer mortality affects the costeffectiveness of using aspirin to prevent first heart attacks in men.
Modeling a hypothetical population of middle aged men without diabetes
or heart disease who were given aspirin therapy, he estimated their
decreased risk of cardiovascular disease and cancer compared with the
increased risk of gastrointestinal bleeding and stroke. Accounting for both
cardiovascular and cancer prevention benefits, aspirin was cost-effective
for middle aged men with a 10-year chance of developing cardiovascular
disease as low as 2.5%. This expanded the population in which aspirin
benefits exceeded harms. This analysis suggests that aspirin
recommendation should not be based solely on cardiovascular disease, but
rather should incorporate cancer prevention.

A Survey of Aspirin Use in the USA: 2012
Craig Williams, PharmD
The Council on Aspirin for Health and Prevention conducted a
national survey of U.S. adults on aspirin use to update a previous
survey conducted in 2006. 2,509 adults aged 45-79 were asked about
their current aspirin use, their knowledge of aspirin’s benefits and
harms, and whether they discussed taking aspirin with a health care
provider. Of those without a history of cardiovascular disease, 47%
reported using aspirin. Aspirin use was more common if risk factors
for heart attacks and stroke were present. In addition, those surveyed
were more likely to use aspirin if they were more knowledgeable
about aspirin’s benefits and harms and if they had discussed aspirin
use with their health care providers.

Aspirin Project Brand Developed: 2013

www.aspirinproject.org: 2013

Video - “Who Should Take Aspirin?”: 2013

Video – “Aspirin and Cancer Prevention”: 2013

Key Evidence Summaries: 2013

The Aspirin Project maintains a repository
of key evidence related to aspirin and
prevention. The key evidence articles
feature most of the critical research
studies in recent years that inform national
aspirin use guidelines and
recommendations.

Fact Sheets: 2013
◦ Council on Aspirin for Health and
Prevention
◦ Aspirin’s Revolution: Folk Remedy to
Wonder Drug
◦ Men and Women: Protecting Our
Hearts & Brains
◦ Experts Say Aspirin is Lifesaving
◦ Aspirin and Primary Prevention:
Benefits and Harms
◦ Should I Prescribe Aspirin for Primary
Prevention in My Patients?

Aspirin in the News: 2013
Each month, the Aspirin Project
publishes a two-page digest called
Aspirin in the News, highlighting
recent consumer-friendly and
scientific articles of significance.

Downloadable Aspirin Ad: 2014

Aspirin Project Facebook Page: 2014

Educational Program: 2014
Aspirin & Disease Prevention: A Clinical Perspective

Aspirin Project Promo Video: 2014

Aspirin Grants to External Organizations: 2015
The Council on Aspirin will award
grants up to $10,000 for the
implementation of projects to
increase the appropriate use of
low-dose aspirin. Funds may be
requested for educational,
communications, implementation
science, and/or partnershipbuilding activities that relate to
aspirin and disease prevention.

New Council on Aspirin Research Project: 2015
The Council on Aspirin awarded a grant to Russell Luepker, MD,
University of Minnesota School of Public Health. The project, titled
“Testing a Community Intervention to Increase Aspirin Use for
Primary Prevention of Cardiovascular Disease,” will develop strategies
to improve the appropriate aspirin use in an underserved
Hispanic/Latino community utilizing a Community Based Participatory
Research approach.

Minnesota’s
“Ask about Aspirin” Program

Ask About Aspirin
Ask About Aspirin’s goal is to support the State of Minnesota Heart Disease
and Stroke Prevention Plan by lowering the number of first heart attacks
and strokes with the usage of low-dose aspirin. The initiative was designed
by the Lillehei Heart Institute at the University of Minnesota Medical
School, in partnership with the School of Public Health, and is an official
partner of the U.S. Department of Health and Human Services Million
Hearts ® initiative. In 2015, less than one in three at-risk Minnesota adults
use daily low-dose aspirin to lower their risk of a first heart attack or stroke.
Appropriate primary prevention aspirin use has the potential to prevent
more than 10,000 first time heart attacks and strokes in Minnesota.

Ask About Aspirin Banner

Ask About Aspirin Goals
Conduct research to explore general public knowledge, attitudes,
and behavior related to aspirin.
Launch a healthy living campaign to promote best practices in
aspirin use.

Safely lower rates of first heart attacks and strokes.
Facilitate effective population health across Minnesota.

Desired Actions
Ask About Aspirin’s desired action on the part of the public is for men
and women in the targeted age groups to consult their health
professional to ask if they should take aspirin. The action desired on
the part of health professionals is for them to evaluate their patients
about the use of aspirin for cardiovascular disease prevention and
recommend it to those for whom it is appropriate. The program is
both a public health campaign, devoted to increasing aspirin use in the
target population, and a clinical investigation, to determine the
relative efficacy of each key intervention - public media campaign,
social media messaging, and health system intervention.

Ask About Aspirin Posters

Focus Group and Survey Findings
6% had already had either a heart attack or stroke.
55% had already been taking aspirin.
78% believed taking aspirin has advantages; only 3 percent said it
has disadvantages.
95% said their doctor could convince them to take aspirin.
Of those taking aspirin for prevention, 79% take low-dose aspirin.

Billboard

Hibbing, Minnesota Pilot
Hibbing, Minnesota, was selected for the community-based
intervention, a city of approximately 16,000 persons. At baseline, 36%
of the primary prevention candidates reported regularly using aspirin,
which is comparable to the national average. After a continuing
medical education campaign for health care providers and a mass
media campaign to reach consumers, the following positive results
were realized:

At 4 months, the percentage in the intervention population who reported
regularly using aspirin had increased to 54%. This was sustained at 52%
at the 16 month mark. Additionally, at 4 months, 46% of primary
prevention candidates, and at 16 months 63% of candidates, indicated
they had seen or heard the program messages in their community or
workplace.

Website
www.askaboutaspirin.org

Summary
Now, as the Ask About Aspirin team attempts to take the initiative
statewide in Minnesota, several aspirin-related practice tools are
being made available free of charge. These include a short “state of
the art” web-based CME accredited learning module, a patient
brochure, an electronic health record tool, and a clinician information
sheet. Aspirin rates for the primary prevention of cardiovascular
disease in Minnesota remain low, but a combined public health and
primary care approach, through the delivery of a community-based
intervention, may offer an effective and relatively rapid means to
increase and sustain aspirin use rates for primary prevention.

