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Doctor, should | be taking
aspirin to prevent a heart
attack? | know that | have
some worrisome risk factors...
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We all want to get the right treatment to
the right patient at the right time.

Comparative effectiveness research generates the evidence to inform the
decisions that we make as clinicians, and as payers, and as patients.



A Definition of Comparative ) JOHNS HOPKINS
Effectiveness Research

“... the generation and synthesis of evidence that compares the
benefits and harms of alternative methods to prevent,
diagnose, treat, and monitor a clinical condition or to improve
the delivery of care. The purpose of CER is to assist
consumers, clinicians, purchasers and policy makers to make
iInformed decisions that will improve health care at both the
individual and population levels.”

Institute of Medicine, 2009



Questions, questions, questions &S

What do patients want to know ...



Questions, questions, questions &S

What do patients want to know ...
« Should I take aspirin?
« Should I start mammography now at age 407

e Should | have my cancerous prostate removed or
will | be safe just waiting for a bit?

« Should | take warfarin or one of the newer
medicines to treat my blood clot?




Questions, questions, questions

What do doctors want to know ...
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Questions, questions, questions &S

What do doctors want to know ...

« Should I use the robot in this hysterectomy or
the usual open method?

« Should | recommend colonoscopy or are the
new DNA-based stool cards adequate?

 Are the new medicines for diabetes better than
metformin, which | always prescribe?



Questions, questions, questions

What does Medicare want to know...
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Questions, guestions, questions &7~

What does Medicare want to know...
« Should we cover implantable defibrillators?

« Should we cover home care services after hip
replacements?

* How often should we cover geriatrician visits for
residents in nursing homes?
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Comparative effectiveness research




Why is this Research Important? -

« Many important health care decisions have little
scientific evidence

* Quality and value is uncertain

« Economic implications of increasing health care
spending

« Slow translation into practice of evidence-based
practices



What should be studied?

* The Institute of Medicine (IOM) was
tasked with considering priorities for
CER research funding (2009)

* |OM panel prioritized 100 research
guestions into 4 quartiles
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Compare the effectiveness of
management strategies for ductal
carcinoma in situ (DCIS)

Establish a registry to compare
the effectiveness of treatment
strategies for low back pain
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Who funds this research? B NS HOPKINS

|

Agency for Healthcare Research and |44 Patient Centered Outcomes
Quality - AHRQ (1999) Research Institute (2010)
AHRQ (in HHS) is the only federal PCORI funds research that will |
research agency with the sole help patients choose healthcare
purpose of producing evidence to options that best meet their
make health care safer; higher needs.
guality; more accessible, equitable,
and affordable; and to ensure that the Funds research that advances the
evidence Is understood and used. quality and relevance of the

_ - evidence concerning how disease
Committed to tralnlng the next can effective|y be diagnosed’
generation of comparative treated, monitored and managed.
effectiveness researchers.
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Highlighting some comparative
effectiveness research and its impact



Comprehensive Unit-based ) JOHNSHOPKINS
Safety Initiatives

AHRQ invested in Dr. Peter Pronovost’'s Comprehensive
Unit-based Safety Initiative (CUSP) in 2003

He asked ... is there a better way to prevent central line
Infections than what we are doing?

http://healthaffairs.org/blog/2013/09/23/a-national-initiative-to-reduce-central-line-
associated-bloodstream-infections-a-model-for-reducing-preventable-harm/






Comprehensive Unit-based ) JOHS HOPKINS

Safety Initiatives

The program saved
more than 1,500
lives and nearly
$200 million in its
first 18 months just
In Michigan.
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Collectively, more than 1,100 hospitals and 1,800 CUSP teams nationwide
participated in a national initiative based on Dr. Pronovost’s research to
eliminate catheter line infections.



Evidence-based Practice Centers = "~

« Since 1998, EPCs have produced >500 comprehensive
systematic literature reviews

 Used as the evidence

— To support the U.S. Preventative Services Task Force
recommendations

— To support professional society guidelines
— To inform NIH consensus conferences
— To inform CMS coverage decisions



=2

Effective Health Care Program

Comparative Effectiveness Review

Number 152

Treatment of
Nonmetastatic
Muscle-Invasive
Bladder Cancer
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CLINICAL GUIDELINE

@A‘ Pﬁman'can College of Physicians®
Leading Internal Medscine, Improving Lives

Management of Acute and Recurrent Gout: A Clinical Practice
Guideline From the American College of Physicians

Amir Qaseem, MD, PhD, MHA; Russell P. Harris, MD, MPH; and Mary Ann Forciea, MD; for the Clinical Guidelines Committee of

the American College of Physicians*

Description: The American College of Physicians (ACP) devel-
oped this guideline to present the evidence and provide clinieal
recommendations on the management of gout.

Metheods: Using the ACP grading system, the eommittee based
these recommendations on a systematic review of randomized,
controlled trials; systematic reviews; and large observational
studies published between January 2010 and March 2016. Clin-
ical outeomes evaluated included pain, joint swelling and ten-
derness, activities of daily living, patient global assessment, re-
currence, intermediate outcomes of serum urate levels, and
harme.

Target Audience and Patient Population: The target audi-
ence for this guideline includes all elinicians, and the target pa-
tient population includes adults with acute or recurrent gout.

Recommendation 1: ACP recommends that clinicians choose
corficosteraids, nonsteraidal anti-inflammatory drugs (NSAIDs),
or colchicine to treat patients with acute gout. (Grade: strong rec-
ammendation, high-quality evidence)

Recommendation 2: ACP recommends that clinicians use
low-dose colchicine when using colehicing to treat acute
gout (Grade: strong recommendation, moderate-guality
evidence)

Recommendation 3: ACP recommends against initiating leng-
term urate-lowering therapy in most patients after a first gout at-
tack or in patients with infrequent attacks. (Grade: strong recom-
mendation, moderate-quality evidence)

Recommendation 4: ACP recommends that clinicians discuss
benefits, harms, costs, and individual preferences with patients
before initiating urate-lowering therapy, including concomitant
prophylaxis, in patients with recurrent gout attacks. (Grade:
strang recommendation, moderate-guality evidence)

Ann Interm Mad. 2017;166:58-68. doi:10.7326M 160570 wwew.annalsorg
For author affiketions, see end of tea.
This article was published at www.annaleorg on 1 Nevember 2016.

Gnut, one of the most commen forms of inflamma-
tory arthritis, is caused by accumulation of excess
urate crystals (monosodium wrate) in joint fluid, carti-
lage, bones, tendons, bursas, and other sites. Patients
experience joint swelling and pain during gout attacks,
known as acute gouty arthritis. In some patients, the
frequency and duration of acute attacks increase over
time and lead to chronic gout, which may be associated
with deposits of uric acid crystals known as tophi. Risk
factors for gout include overweight or obesity; hyper-

trmmrimms mlembhal imdalens Adlirntis sirme o At reb e e +

had gout (5). This percentage increased by about 1% in
the 10 years before 2007, probably because of a paral-
lel increase in conditions associated with hyperurice-
mia. An estimated $1 billion is spent annually on
ambulatory care for gout, largely on treatments and
prescription medications (&).

Management of gout includes both pharmacologic
and nonpharmacclogic approaches. Pharmacologic
therapies focus on urate-lowering strategies and anti-
inflammatory drugs (Table 1). Nonpharmacologic man-

B Viewpoint page 2519 and
Editorial page 2529

= Author Audio Interview at
jama.com

B Related articles pages 2576
and 2595 and JAMA Patient
Page pages 2635 and 2636

B CMEQuiz at
jamanetworkcme.com

: Related articles at
jamaoncology.com
jamainternalmedicine.com

uthor/Group Information: The
SPSTF members are listed at the
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Evidence
synthesis with
systematic
literature reviews
and decision-
analysis

Stakeholder
engagement
methods

&
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Evidence
generation with
experimental and
observational
methods

Dissemination
and
implementation
methods

J

Annual Review of Public Health Volume 33, 2012
Sox and Goodman pp 425-445



http://annualreviews.org/journal/publhealth
http://annualreviews.org/toc/publhealth/33/1

Generates Important Results for g womssoens
Medical Practice

 From VA's Surgical Quality Improvement Program
(VASQIP)

* Is bariatric surgery more effective at preventing deaths
than usual care (no surgery) in morbidly obese veterans?



https://catalog.data.gov/dataset/veterans-affairs-surgical-quality-improvement-program-vasqip

Fipure. Kaplan-Meier Estimated Mortality Curves for Surgical Patients and Matched Control Patients

44 -
Investigators
identified 2,500 9
Veterans (74% - Matched contral patients
male) who =
underwent & 0 ‘,_r"J
bariatric surgery =
in VA bariatric Surgical patients
centers 10-
Log-rank P< 001
0 2 4 & & 14 11
Years After Surgery
No. at risk
Matched control patiests 7482 7114 5306 1878 2641 1407 472
Surgical patients 2500 2416 1868 1412 1004 552 185

JAMA. 2015:313(1):62-70



nnnnnnnn

Medical Practice

Original Investigation

Comparative Effectiveness of Intravenous vs Oral Antibiotics
for Postdischarge Treatment of Acute Osteomyelitis in Children

: Skin Swelling, —
Redness & Pain -~
- o4

ePanfissist.com

JAMA Pediatr. 2015:69(2):120-128_ doi: 101001/ jamapediatnics. 2014, 2822
Fublehed online December 15, 2014.
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Are oral antibiotics as good as
Intravenous antibiotics after hospital
discharge?

Children treated with antibiotics by mouth did NOT have more
treatment failures than those treated with antibiotics intravenously.

Far fewer adverse events requiring trips to the emergency room.



Pragmatic Trial Infrastructure QYIS

PCORNet

« Clinical Data Research Networks (CDRNSs) are system-based networks that
originate in healthcare systems

- Patient-Powered Research Networks (PPRNs) are networks operated and
governed by groups of patients and their partners.



Example: @ NS HOPKINS

PaTH is a Clinical Data Research Network comprised of:
— Geisinger Health System
— Johns Hopkins
— Penn State College of Medicine
— Temple University’s Lewis Katz School of Medicine
— University of Pittsburgh
— University of Utah




ADAPTABLE, the Aspirin Study @I

« ADAPTABLE (Aspirin Dosing: A Patient-centric Trial Assessing
Benefits and Long-Term Effectiveness). 3 year pragmatic trial
to compare the effectiveness of different doses of aspirin to
prevent heart attacks and strokes in individuals living with heart
disease

=

« Embeds the trial into the usual healthcare setting, and leverages
data from health systems to produce results that can be readily
used to improve patient care.
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What Outcomes are Important

 Clinical trials do not always measure outcomes that
patients consider important or relevant.

« Makes it hard to know the value of an intervention to
patients

« Patient-Centered Outcome Measures (PCOM) are
measures that assess the impact of the disease and
treatment on patients
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0 2 4 6 8 10
NO HURT HURTS HURTS HURTS HURTS HURTS
LITTLE BIT LITTLE MORE EVEN MORE WHOLE LOT WORST
No pain Moderate pain Worst pain

0 1 2 3 4 5 6 7 8 9 10




THE HAMILTON RATING SCALE FOR DEPRESSION \

{to be administered by a health care professional)

Patient's Name

Date of Assessment

To rate the severity of depression in patients who are already diagnosed as depressed, administer this
guestionnaire. The higher the score, the more severe the depression.

For each item, write the correct number on the line next to the item. (Only one response per item)

1. DEPRESSED MOOD (Sadness, hopeless, helpless, worthless)

0= Absent

1= These feeling states indicated only on questioning

2= These feeling states spontaneously reported verbally

3= Communicates feeling states non-verbally—i.e., through facial expression, posture,
voice, and tendency to weep

4= Patient reports VIRTUALLY ONLY these feeling states in his spontaneous verbal and non-
verbal communication

2. FEELINGS OF GUILT

0= Absent

1= Self reproach, feels he has let people down

2= Ideas of guilt or rumination over past errors or sinful deeds

3= Present illness is a punishment. Delusions of guilt

4= Hears accusatory or denunciatory voices and/or experiences threatening visual
hallucinations

3. SUICIDE

0= Absent
1= Feels life is not worth living
2= Wishes he were dead or any thoughts of possible death to self



Others

* Survival
* Out of pocket costs
* Time to return to work
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Provides efficient, reliable, and valid
assessments of adult and child (pediatric)
self-reported health

» FAQs
» PROMIS Instruments Selected References
» PROMIS In Research

» Industry

LA LIS
Provides data about the effect of therapy
that cannot be found in traditional clinical
measures

» EAQs

» PROMIS for Clinicians

» Select Publications

» Computer Adaptive Test (CAT)

Tweets by @promisNIH

PROMIS - NIH @promishIH

W8 Qe cent article by Jensen on NIH
#PROMIS applied cognition in a large
#cancer study - Ref @ bit.ly/20c3eVb

Embed View on Twitter

L B

Measures what you are able to do and how
you feel

» More on PROMIS

» What Patient Reported Qutcomes (PROs)
Are

» PROMIS Measures
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Let me find the evidence... @) 10N HOKINS

“‘{E 1U.S. Department of Health and Human Services HHS.gov (4

- AHRQ.gov (4
-—_'HH Agency for Healthcare Research and Quality
- oW\ Advancing Excellence in Health Care
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1-20 of 180 results for

“aspirin”

NARROW RESULTS Clear All

] Meets 2013 Inclusion Criteria (51)

[J U.S.-based Organizations (118)
o SORT BY Relevance | Date SHOW 2050|100 (i ]
[J Addresses Multiple Chronic Conditions (15) €

Publication Date = fS) GUIDELINE SUMMARY ~ NGC:011001 2016 JUN 21

Compare

Aspirin use for the primary prevention of cardiovascular disease and

rnlaractal cancar- 11 € Pravantive Qarvirae Tacl Enrra rarnmmandatinn

From: | 2008 v | To: |2016 *




Evidence Synthesis

Number 131

Aspirin for the Primary Prevention of Cardiovascular
Events: A Systematic Evidence Review for the U.S.
Preventive Services Task Force

Prepared for:

Agency for Healthcare Research and Quality
U.S. Department of Health and Human Services
540 Gaither Road

Rockville, MD 20850

www. ahrg. sov

Contract No. HHSA-290-2012-00015-4, Task Order No. 2

Prepared by:

Kaiser Permanente Research Affiliates Evidence-based Practice Center
Kaiser Permanente Center for Health Research

Portland, OR

Investigators:

Janelle M. Guirguis-Blake, MD
Corinne V. Evans, MPP
Caitlyn A. Senger, MPH
Mayva G. Rowland, MPH
Elizabeth A. O°C onnor, PhD
Evely /

AHRQ Publication No. 13-05195-EF-1
September 2015
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You are here: Home » Recommendations for Primary Care Practice » FPublished Recommendations » REecommendation
Summary *» Final Recommendation Statement : Final Recommendation Statement

Final Recommendation Statement
Aspirin Use to Prevent Cardiovascular Disease and Colorectal Cancer. Preventive Medication

Recommendations made by the USFSTF are independent of e LS. govermment They shouid not be constrved as an official position of
e Agency for Healticare Researclr and Quality or ite U8 Deparment of Healtr and Human Senvices.
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Freface Update of Previous USPSTF Recommendation
Rationale Fecommendations of Others
Clinical Considerations Members ofthe U.S. Preventive Services Task Faorce
Cther Considerations Copyright and Source Information
Discussion Feferences
Recommendation Summary

Population Recommendation Grade

(What's This?)

with a =210% 10-year CVD rislk prevention of cardiovascular disease (CVD) and colarectal cancer (CRCYin

adults aged 50 to 59 yvears who have a 10% ar greater 10-year CVD risk, are
not atincreased 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.

Adults aged 50 to 59 years The USPSTF recommends initiating low-dose aspirin use for the primary B

with a =10% 10-year CWD risk and CRC in adults aged 60 to 69 yvears who have a 10% or greater 10-year
CWD risk should be an individual one. Persons who are not atincreased risk
for bleeding, have a life expectancy of at least 10 years, and are willing to take
Inw—dnse aspirin daily fnr atleast 10 years are mare likely to benefit. Fersons
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Adults aged 60 to 69 yvears The decision to initiate low-dose aspirin use forthe primary prevention of CWD @




Summary ) 1S HOPKINS

CER described in the literature since the 1950s
Pragmatic trials described in the late 1960s (in France)

Focus on health services research by the VA in the
1970s

Growing attention to CER in the 1980s with
appreciation for “evidence” and rising healthcare costs

Establishment of AHRQ and later PCORI

CER recognized as the essential late part of the
translational pathway to improved patient outcomes, In
a sustainable healthcare system
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PCORI Funding

PCORI is funded through the PCOR Trust Fund,

which was established by Congress. The PCOR

Trust Fund receives income from three funding

streams:

e appropriations from the general fund of the
Treasury ($120M in FY15)

e transfers from the Centers for Medicare and
Medicaid trust funds ($90M in FY15), and

e a $2.26 per covered person per year fee
assessed on private insurance and self-insured
health plans ($210 M in FY15)
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