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Implementation Science (D/I)

Dissemination (D) is the targeted distribution of
information and intervention materials to a specific public
health or clinical practice audience.

The intent is to spread knowledge and the associated
evidence-based interventions.

Implementation () is the use of strategies to adopt and
integrate evidence-based health interventions and change
practice patterns within specific settings.

The intent is to promote adoption by an individual,
organization or community to commit to, initiate, and
sustain use of evidence-based practices.

Rabin in Dissemination and Implementation Science in Health (2012)




“Scientific knowledge about best care
IS not applied systematically or
expeditiously to clinical practice. It ...
takes an average of 17 years for
new knowledge generated by
randomized controlled trials to be
iIncorporated into practice, and even
then application is highly uneven.”

-- Institute of Medicine (2001)



Implementation Challenge: a leaky pipeline

Transfer of Knowledge from Research
to Practice and Policy

The 17-year odyssey

¥

. Guidelines for Practice
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Green LW, Ottoson, J, Garcia C, Robert H. Diffusion Theory and Knowledge Dissemination,
Utilization, and Integration in Public Health. Annu. Rev. Public Health (2009)



An implementation science framework:
Diffusion of Innovation Theory

1. Innovation. Perceived value.

2. Communication Channels. Mass media vs.
interpersonal channels.

3. Time and the Adoption Process. Early vs.
late adopters.

4. Social System. Setting and group normes.

Developed by E.M. Rogers in 1962, is one of the oldest social science theories. It
originated in communication to explain how, over time, an idea or product gains
momentum and diffuses (or spreads) through a specific population or social system.




CER/PCOR case application

Uptake of metabolic screening and
monitoring for patients taking
antipsychotic medication

[derived from the landmark NIMH-funded Clinical
Antipsychotic Trials of Intervention Effectiveness
(CATIE) Study]
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CATIE Results:
Metabolic Changes From Baseline
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CATIE Results:
Metabolic Changes From Baseline

Cholesterol (mg/dL)

Triglycerides
(mg/dL)
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Metabolic disorders are highly prevalent.
Baseline rates of under-treatment are high.

Diabetes

* Prevalence
e Non-treatment

Dyslipidemia

* Prevalence

* Non-treatment
Hypertension

* Prevalence
e Non-treatment

Schizophrenia Research 86 (2006) 15-22




1. Innovation 5@5
l%‘

Faster adoption with....

o Greater perceived relative advantage

o Compatiblility with existing systems & behaviors
* Lower complexity

e Trial use

* Observable behavior



Case application: metabolic screening / antipsychotics

D/I Strategy

Demonstrate
relative advantage.

Make compatible.

Promote trial use.

Make behavior
observable.

Reduce complexity.

D/l Tactics

Increased morbidity and
mortality; years of life lost

Dissemination of need-gap
(scientific + pharma)

Synthesized literature (2005+)
Medical guidelines (2004+)

FDA class language (2008+)

Annual screening. A1C o.k. —
fasting not required

Integrated care models.
‘Health Homes’ (ACA, 2012)

Screening fairs (pharma)

NIMH funding for
interventions. (2012+)

Localized QI initiatives.

NCQA HEDIS measure
(2014/2015)

Lessons Learned

Effective — raised awareness,
but... trade-off with efficacy.

Focused primarily on patients
with schizophrenia; CMHCs.

Primarily targeted the
psychiatric audience.

Inconsistencies in guidelines.

Limited reach (VA, Medicaid
and public systems).

Fragmented - reliant on early
adopter systems.

Fragmented — funding not
coordinated.

Fragmented - reliant on early
adopter systems.
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2. Communication

* Knowledge transfer precedes behavior
(necessary but not sufficient)

e Channels and media mix
— Mass media channels offer rapid and efficient means of
creating awareness & knowledge.
— Interpersonal communication is more effective in
persuading individuals to change behavior.

e Change agents

— Transfer of ideas occurs faster among individuals with
shared professions, education & social status

— Increases the likelihood of information exchange and
adoption.



Case application: metabolic screening / antipsychotics

D/I Strategy D/ Tactics Lessons Learned

Mass FDA Warning Framed as an issue for
communication. schizophrenia patients (‘on

Scientific literature label’ usage)

Pharma advertising (Pfizer,

BMS)

CME: on-line
Interpersonal CME: in-person Primarily targeted individual
communication. ‘high” prescribers (psychiatric)

Pharma promotional

L : .... waned over time.
activities (Pfizer, BMS).

Support change Medical liaisons: CME and Pharma-supported. Wide-
agents to spread speaker engagements (Pfizer, spread use of this strategy
evidence. BMS). has declined over time.

‘Academic Detailing’ focused
more on reducing off-label
use and polypharmacy.
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3. Time and the adoption process

The adoption process involves several phases: (1) knowledge, (2)
persuasion, (3) decision, (4) implementation and (5) confirmation.

Individuals in a social system can be categorized based on their
relative speed of adoption versus their peers.

“Chasm”

R

Innovators Early Adopters Early Majority Late Majority

Laggards

Willing to take arisk ~ Waits to hear a few  Needs solid anecdotal ~ Wants to see three
on a good idea good anecdotes evidence good case studies at

similar organizations

Wants solid proof that something works



Early adopters are:

* More highly interconnected through
interpersonal networks

 Better able to cope with uncertainty

e Have greater knowledge and seek information
more actively

* More likely to adopt a new behavior based on
information from mass communication channels



Clinical research
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Case application: metabolic screening / antipsychotics

Early adopters: Medicaid / state departments of
mental health / and VA health systems where
rates of serious mental illness are higher and
antipsychotics usage greater.

Where there was an organizational champion.
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Missouri MO HealthNet (Medicaid)

Population Characteristics u.s. Missouri
General Health, %
Fair or poor health 15 17
Frequent mental distress 10 1"
Obesity 26 28
No exercise 23 26
Currently smoking 20 25
Diabetes 8 8
High blood pressure 28 29
High cholesterol 38 40
Medicaid Profile
Number of enrollees, million 58.4 1.1
Enrollees, % of population 20 21
Type of enrollees, %
Children 50 54
Adults 26 22
Elderly 10 8
Disabled 14 15

Sources: Centers for Disease Control, Kaiser Family Foundation

2015 APA Achievement

Dr. Joe Parks

Director, MO HealthNet
Formerly medical director for
The MO Dept. of Mental Health

Gold Award for Community-Based Program
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Intention to screen for diabetes: MO HealthNet

non-CMHC Primary
CMHC  Psychiatry Care Other
n=156 n=136 n=499 n=133
Would ‘Definitely’ Order a Blood Glucose Test, %
Baseline visit (drug initiation) 56.6 45.6 39 H*** 23 GH**®
One-year Follow-up (continuous use) 78.3 61.0%** 60, 2% *** 30.5%***

Advocacy for Screening
Promoters? 76.2 61.8 49 4 x** 32 .8%***

Significance denotes differences between CMHC and each specialty tested by Pearson’s chi-square test of association and
adjusted for multiple comparisons with the Bonferroni method ** p<0.05, *** p<0.01, **** p<0.001.

a Promoters are defined as providers who responded 9 or 10 (on a 10 point scale, with 10 being “Extremely Likely”) to “How likely
are you to recommend glucose testing for adults taking antipsychotics to a colleague?”.

Morrato, et al. Psych Serv (2015)



Who to target?

PCPs and Other
providers -- greatest
potential for population
health impact

Lowest intention of
screening and advocacy

Large segment
e 42% of patients
e 85% of prescribers

Definitely Would Screen

for Diabetes at Annual Visit

90%
. CMHC
Net non-CMHC
g'°m°ter Psychiatrists
core
-20 60
Other
. Specialty Target Groups:
Weighted by Share of Patients
10%
Definitely Would Screen
for Diabetes at Annual Visit
90%
® CMHC
Net . non-CMHC
g'°m°te’ Psychiatrists
core
-20 Other 60

10%

Specialty Target Groups:
Weighted by Share of Prescribers

Net Promoter Score is defined as the percent of providers who responded 9 or 10 (on a 10 point scale, with 10 being “Extremely Likely”) to “How likely are you to
recommend glucose testing for adults taking antipsychotics to a colleague?” less the percent who responded 6 or lower.



Population-based metabolic testing rates: MO HealthNet

Primary Cohort Secondary Cohort
New Users Survey Responder

Column-% (n/N) Column-% (n/N)

Annual testing rates among new users of antipsychotics
Glucose 79.6 (7413/9316)  79.0 (1433/1813)
Lipid 41.2 (3841/9316)  43.7 (793/1813)

Annual glucose testing among new users of antipsychotics without diabetes

No. of ascertainable type 2 diabetes risk factors

None 68.1 (2296/3373) 65.4 (467/714)
1 76.1 (1789/2350) 79.6 (354/445)
2 87.5 (997/1140) 87.8 (166/189)
3 or more 92.8 (779/839) 94.9 (129/136)

Data source: Missouri Medicaid administrative claims data, 2010-2012.

Annual test period = Index +/- 180 days.

Morrato, et al JAMA Psych (2016)



4.5S0cial Setting  pupticreattn

nt. Promote. Protect.

 Individuals are more likely to adopt an innovation
if more members of their personal network have
adopted.

e Opinion leaders within social systems tend to be
early adopters, especially if the system norms
favor change.

* Denser social systems generally reflect a
cohesive normative environment and may
facilitate diffusion.



e Opinion Leader Professional Society.
National Association of State Mental Health
Program Directors Director

e Opinion Leader Health Systems.
« Kansas Medicaid
« MO HealthNet (2015 APA Gold Award)
* VA/VISNSs

 Denser Social Systems. Community Mental
Health Centers.
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Implications for CER/PCOR Dissemination

1. Is there sufficient evidence?
* |s1rigorous RCT sufficient?

e |sit a preponderance of evidence?

e By whose authority? (FDA, professional societies,
AHRQ, P&T committees, NCQA HEDIS, PCORI, etc.)

A model for consideration:

AHRQ | USPSTF recommendations (clinical preventive
services) [+ increased stakeholder involvement]



Implications for CER/PCOR Dissemination

2. Who “owns” dissemination and

Implementation?

* Single, national point of accountability?

e Who should be the sustaining ‘convening’, ‘agenda
setting’ authority?

e Implement multi-stakeholder, public-private
partnership, when possible

A model for consideration:
e Pharma brand or product manager
e U.S. Dept. of Health and Human Services.

Help us prevent ’I l s
1 MILLION heart attacks Hon .
and strokes by 2017 / H eq rts




Implications for CER/PCOR Dissemination

3. Approach as a sustained, dynamic series of
D&I campaigns

e Multi-level, multi-channel interventions.

* |dentify and target thought leaders and early adopters.
Build a contagion effect.

e |dentify competing market and behavior forces. Strategize
and intervene proactively. Adaptive D/l designs.

* Ensure sustained (and sufficient) funding

A model for consideration:

e Pharma promotion and marketing efforts for a product or
therapeutic category



Implications for CER/PCOR Dissemination
4. Adopt time urgency

 Design for dissemination. Broad stakeholder engagement.
Anticipate barriers. Provide solutions-value (e.qg., I-Corps).

e Work dissemination efforts in parallel with evidence
generation. “Soften the market.”

e Use real-time data-based D/l surveillance — from Day 1

e Faster-nimbler D/l funding. Eliminate/reduce funding
gaps in stages of dissemination.

A model for consideration:

* PCORI's engagement pipeline approach (expand so more
intentional in multi-stakeholder involvement)

* A "Koo/Rgg-like” funding mechanism (A Pathway to
Dissemination Award?)



Thank you.

Elaine.Morrato@ucdenver.edu
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Clinical research

Clinical Studies

Research
synthesis

Systematic
reviews

Aware Accep

LESs Is MORE

Systematic Review: Comparative Effectiveness and Safety of Oral
Medications for Type 2 Diabetes Mellitus

Shari Bolen, MDD, MP ward Feldman, MD; Jason Vassy, MD, MPH: Lisa ‘Wilson, ES, 5cM: Hsin-Chieh Yeh, PhD:
Spyridon Marinop-oul MBA; Crystal Wiley, MD. MPH; Elimabeth Sefvin, FhiD; Renee Wilson, M5; Eric B. Bass. MD, MPH:
HE

Backgroumd: As newer aral diabetes agerts oontinue in smerge on had a benefidal =fect on high-density lipo chiolesternl levels
the makel, comparaive svidence s wgently required fo guide imean relative increass, 008 to 012 mmo o & mgfdl]} but
appropriate therapsy. 2 harmful effect « destern] levels

imean relative increase, 0.26 mmol/L [10 mg/dL]) compared with

Initial Coronary Stent Implantation With Medical
Therapy vs Medical Therapy Alone for Stable

Coronary Artery Disease

Meta-analysis of Randomized Controlled Trials

Kathleen Stergiopoulos, MD, PhD; David L. Brown, MD




Number per Year

Clinical research

Clinical Studies

Systematic
reviews

Research
synthesis

Cochrane Collaboration
founded

Number in Year

o Montori*0.57
Meta-analysis [PT]
— =—INAHTA

e Cochrane

Artefactual plateau
: °
due to processing \ e °

MEDLARs established

FDA regulations

“There are now 75
trials and 11
systematic reviews of
trials, per day...”

Bastian et. al, 2010
PL0S Medicine

«  CCTR
Controlled Trials

= = = Haynes filter
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xd medicine

Clinical care research

National Cholesterol Education Program

ATP lll Guidelines At-A-Glance
Quick Desk Reference

Determine lipoprotein levels—obtain complete lipoprotein profile after
9- to 12-hour fast.

ATP lll Classification of LDL, Total, and HDL Cholesterol (mg/dL)

LDL Cholesterol — Primary Target of Therapy
<100 Optimal
100-129 Near optimal/above optimal




Patient
Experience

Insights Evidence Experience
poorly poorly poorly
managed used captured

Missed Opportunities, Waste, and Harm

Source: IOM, Best Care at Lower Costs



Treatment of Low Grade Prostate
Cancer

| | |
Urologists: AS* EAENR VENSZ

Radiation Oncologists: AS* JEEARREL/ 80.0%

Urologists: BT* 37.1% 42.1% 15.0%

Radiation Oncologiss: BT*

Urologists: RT*

Radiation Oncologists: RT*

Urologists: RP A%

Radition Oncologists: RP 8%

0.0% 20.0% 40.0% 60.0% 80.0% 100.0%

B Overused M Right rate Underused

Kim SP et al. Prostate Cancer Prostatic Dis 2014



The Translational Challenge

Uneven delivery of effective care well-documented

Only 50% of effective interventions are reliably
delivered...and it takes a long time

If we only focus on GENERATING more information
on comparative effectiveness, without attending
to how to IMPLEMENT it, we will not improve
quality or value or provide return on CER
iInvestment.



ALLHAT

CATIE

COMPANION

COURAGE

Source: Timbie 2012

CER Translation Gap

Thiazide diuretics were superior in preventing ACE-inhibitors
cardiovascular disease events

Conventional antipsychotics were as effective Atypical
as atypical antipsychotics for schizophrenia Antipsychotics

Compared to optimal medical therapy, both Medical
cardiac resynchronization therapy (CRT) and therapy
CRT plus defibrillator use improved survival,

reduced hospitalization rates, and improved

functional status in patients with moderate to

severe heart failure

Optimal medical therapy combined with
percutaneous coronary intervention (PCl) had
similar survival benefit and angina relief,
compared to optimal medical therapy alone

Surgery for lumbar spinal stenosis had better Surgical
outcomes than nonsurgical treatment, Treatment
according to the cohort study results

No change

No change

Minimal change

Minimal/No
change

No change




Why?

Misalignment of financial incentives
Complexity of research

Biases in interpretation of results
Applicability of the evidence
Limited use of decision support

Source: Timbie 2012; Morrato 2013



JAMA Internal Medicine | Review | LESS 15 MORE
Clinicians’ —
of Treatmse

Surgical Decision Making
Challenging Dogma and Incorporating

(eI« Patient Preferences

1y C. Hoffmann, PhD Three recently published randomized trials ques-

tomy for appendic
knee replacement for  should clinicians and patients interpret the findings of
these trials when not even experts can agree? The
tting them apart from 5 in the past: E Y, uld i € an appreciation of shared deci-
in randomized fashion, y used (ing in surgery, which has i
1 absent from these deb

Shared decis
cause inall 35
broadly, these trials may begin reshaping how the  across all outcomes. For one cutcome, the traditional op-




Table. Study Design, Results, and Interpretations of 3 Surgical Clinical Trials

Study Name and Patient
Population

APPAC!: Uncomplicated
appendicitis in adults

SCANDIV?: Perforated
diverticulitis without
feculent peritonitis

“A Randomized,
Controlled Trial of Total
Knee Replacement”>
Moderate-to-severe
knee osteoarthritis
eligible for unilateral
knee replacement

Standard Treatment vs
Experimental Alternative

Open appendectomy vs
antibiotics (3 d IV,
then 7 d PO)

Colectomy (all types) vs
laparoscopic lavage and
interval colonoscopy

Total knee replacement
followed by 12 wk of
nonsurgical treatment
(exercise, education,
diet, insoles, pain
medications) vs
nonsurgical treatment
alone for 12 wk

Primary Outcome

Freedom from
recurrence of
appendicitis within 1 y;
100% vs 72.7% (95%
Cl, 67%-78%)

Severe complications
within 90 d; 30.7% vs
26.0% (P = .53)

Clinically significant
(15%) improvement
in symptom score:
85% vs 68%

Absolute Differences (Standard vs Experimental)

Secondary Outcomes

Overall surgical
complications (20.5%
vs 2.8%, P < .001)
Length of sick leave
(19.0dvs 7.0d,

P < .001)

Reoperation (5.7% vs
20.3%, P = .01)

QOL score (0.73 vs
075 Fi=.32)

Stoma at 90 d (69% vs
16%, P < .001)

Knee replacement
within 1y (98% vs 26%)

Serious adverse events:
(22% vs 4%, P = .05)

Interpretation

Study Authors

Relapse rate of 27%
with antibiotics did not
meet noninferiority
threshold of 24%, thus
favoring surgery over
antibiotics

Colectomy preferable
owing to lower
reoperation rate

Knee replacement
associated with greater
symptom relief but
more adverse events

Hypothetical Patient

“Antibiotics may allow me
to avoid surgery entirely,
or convert it to elective
operation without
increased risk of
complications.”

“Lavage would leave me
less likely to need stoma
but more likely to need a
reoperation.”

“Nonsurgical treatment
can significantly improve
my symptoms, without
the risks of surgery.”

Abbreviations: IV, intravenous; PO, by mouth; QOL, quality of life.
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Research Evidence e Patient values and
decision preferences

aid

within exam room




Observations
clinical encounter

/

Initial prototype

Evidence synthesis

Designers
Study team
Patients advisory groups
Clinicians

Modified prototype

l

Final Decision aid

Field testing

Evaluation



Diabetes Cards

* Nature of diabetes medication discussions

e Summarizing the research evidence

Systematic Review: Comparative Effectiveness and Safety of Oral
Medications for Type 2 Diabetes Mellitus

Sharl Boden, MD, MPH: Leosard Feldman, MD; Jason Vassy, MD, MPH: Lisa Wilson, BS, ScM: Hsin-Chish Yeh, PhD:

Spyridon Mannopoulos, MD, MBA; Crystal ‘Wilsy, MD, MPH; Elizabeth Sefvin, FhD; Benee Wilson, M5; Eric B Basc, BD, MPH;
and Frederick L. Brancatl, MD, MHS

Exckgroumd: As newer aral diabefes aperts contnee o smege on had a benefidal =ffect on high-denstty ipoprobsin cholesternol levels
the maket, comparafive evidence 5 wgently reguirsd o guide {imean redative increase, 008 o 0013 mmaddfL [ to & mgdL] bu
apropriate therapy. a harmful effect on o -density lipoprotein (LD dholeiernl lewels

{imean relative inease, 0026 mmolfL [10 mgfdL]) comparsd with

* |terative process — Choice Architecture
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Research Evidence
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FORM
Injectable medication

USED WITH
Metfarmin or Sulforyiureas

EFFECTIVENESS
able to lower Alc by 0.5-1%

WHEN TARER
twice (2) dally
I the 1 helir befvre: breakiast and dinner

WEIGHT SIDE EFFECTS

Ioss of 1.6-3kg (3-8 ba)
arter -7 months

+Metiormin and  loge of about 1.6kg (3 bs)
Sulfanyurmas
OTHER SIDE EFFECTS
initial neusea; about 40 In 100
pemsistent naussa; about 15 In 100
severs naussa; 3 I 100
diarrhea; 12-16 In 100
SEVERE HYFOGLYCEMIA
+ Metfoomin rione
+ Matformin and 1 In 400
Sulfanpiursas
MINGR HYPOSLYCEMIA

+Mefformin | B In 100

+ Metformin and
Suffanpursas

30 In 100
[within 30 weehs of use)

MEHITORING HEEDS
Initially 2-5 times week,

less when stable

cocazionally 2-2 hours after ssting

Initlally dally and after eating,
then 2-5 mes,waek or less
when stablke

+ Mztformin and
Suffanpursas

v

+
Practice Review

Insulin\ .//_

FORM
Injectable medieation

USED WITH
Alone ar with Metformin and for Sulorylress

EFFECTIVEMESS
o limit 10 A1c reduction

'WHEN TAKEN
cnca (1) ortwize (2) dally

WEIGHT BIDE EFFECTS
£ain of about 4kg (B-0Ibs)

SEVERE HYPUGLYCEMIA
1-5 In 100 {wihhin year of use)

MINGR HYPOGLYCEMIA

B3040 In 100 fwithin year of use)

MONTORING NEED'S
dally; once (1) or twice (2)iday

Diabetes Advisory

decision
aid

Group
+

Live Clinical Setting

g MazING or Actos; MSEEIMG o AarTla

FORM
Pl
{Pls: ¢ be SO to affow 1or hall doses)

USED WITH
Alone or with Metfarm in and/'or Sulfonylureas

EFFECTIVENESS

with Metformin

able to lower AL: by 1%
larker 34 morkhs of thempy)

with Matformin and Suffonyuress
able to lower Al1c by 1-2%

WHEN TAKEH
once (1) dally

'WEIGHT SIDE EFFECTS
+ Metformin gan of 1-3kg (2-8lbs)
+ Suffenyiureas gain of 1-6kg (2-13Ibs)
OTHER SIDE EFFECTS
sdema; 10 In 100

SEVERE HYPOULYCEMIA
01 100 (whhin year of use)

MINOR HYP GLYCEMLA
210 100 (whnin yesr of use)

MONITORING NEEDS

+ Mefformin | cccaskonal

+ Metformin
and Suifonylureas

3-5 mes,/ week or BsE

AN

Glitazones \. f/_

Sulfnnylureas\\

Fmapends o Amand: gelzioor Glicotml

FORM
Fil

USED WITH
Alone or with Metformin

EFFECTIVENESS
sble 10 lower ALlc by 1-2%

'WHEN TAKEN

onca (1) dally
ooufd be w50 tWice 508
take 30 minutes befare bregkr'ast (meal)

WEIGHT GIDE EFFECTS
gain of 2-34g (4-Ehs)

OTHER SIDE EFFECTS

nausen; about 1-2 In 100
diarrhea; about 1-2 In 100
rash; about 1-2 n 100

SEVERE HYFOULYCEMIA
& I 1000 (within year of uss)

MINGR HYPOGLYCEMIA
21 In 100 {within year of uss)

MONITORING NEEDS
Initlaly 2-8 dmesweek,
leEs when stable

FORM
Fll

WSED WITH
Alone or with Sulonyuress

EFFECTIVENESS
able 0 lower ALc by 1-2%

WHEN TAHEN
twice (2) dally
Wit meals joeally but not sbsolutely necessary

WEIGHT SIDE EFFECTS
minimal to no welght gain

OTHER SIDE EFFECTS

EO0Me Nausea, dyspepsla and
diarhea possible In the firet

two (2) weeka, Then most. peoplke
can get Used to It

SEVERE HYPOGLYCEMIA
0N 100 (within year of uss)

MINOR HYFOGLYCEMIA

1-2 In 100 {within year of uss)

MOHITORING HEEDS
nore wWhen ussd aione
+ Sultnpuress || 2-6 tmes/waek Initisiy

+ msuin | dally

“‘Baseball Cards




Form
Injectable medication

LSED WITH

Metformn or Sulfonylureas
EFFECTIVENESS

able to lower Alc by 0.5-1%
WHEN TAKEN

twice (2) dally
I the 1 hour befbre breakfsst and dinn

WEIGHT SIDE EFFECTS
lose of 1.5-3kg (3
after &7 manths

+ Mstfamin

+ Matfarmin and
Sulfonyiureas

loss of sbaut 1.5k

OTHER SIDE EFFECTS
initial nauses; about
persistent nauss; al
seere n

diarhes; 12-16 In

SEVERE HYROGLYCEMI
+ Metfamin  none
+ Metfarmin and | 1 In 400

Sulfanyiureas
KGR HYPOGLYGENI
5 In 100

300 100
Twithin 30 weeks of u

+ Metfamin

+ Matfarmin and
Suffanyiure

MOHITORING HEEDS
Initially 25 times,
I when steble

cocasionally 2-3 hour

+ Metarminand  Initially dally and 3
Sulfomumas | then 2-5 times fwee
when stable

+ Metfamin

\

Practice Review

Research Evidence ..
decision

aid

Diabetes Advisory
Group

Live Clinical Setting

+

//Exenatide Byetea)

FORM

Injectable madication
TYPICALLY USED WITH

Metformin or Sulfonylurass

EFFECTIVENESS
Exeratide typically lowers Ale by 0.5-1%.

WEIGHT EFFECTS

Exeratide has been shown to promots weight loss, an
area of concem among mary people with diabetes. If
you are cumently taking Metfarmin, you may lose 3 to &
pounds after 6-7 manths of taking Exenatide. If you are
taking Metformin and Sulforylure as, the weight loss wil
be less because Sulfonylureas have the side effect of
weight gain. Still, you may expsrience a loss of about 3
pounds on Exenatide.

\

'WHEN TAKEN
Twice (2) daily; in the moming and evening before eating

MONITORING
If taking Sulfonylureas, monitor daily after meals.
Onca stable, you can manitor less often.

HYPOGLYCEMIA

When used with Metformin, there is no risk of savare
hypoglyeemia and the chance of minor hypoglysemia

is about & in 100. When used with Metformin and
Sulfonylureas, the risk of severs hypoglycemia is less than
1 in 100 and for minor hypoglycamia 30 in 100 (within 30
weeks).

OTHER SIDE EFFECTS

Other side effects of Exenatide may include nausea and
diarthea. OF 100 people like you, 40 will experience initial
nausea with 15 of those experiencing persistant nausea
and 3 experiencing severs nausea. Eetween 12-16 of
100 peaple will have some form of diamhea.

Insulin

ﬂ\

FORM
Injectable medication

TYPICALLY USED WITH
Alone or with Metfarmin and/or Sulforylureas

FFECTIVENESS
Thers is no limit to the amount of Ale reduction you
can receive with Insulin,

'WEIGHT EFFECTS

Insulin i oftan associated with weight gain. On
average, most people who use Insulin will see a weight
gain of around B-9 pounds.

/ .

'WHEN TAKEN
Once (1) or twics (2) daily

MONITORING
Initially once (1) or twics (2) per day. Once stabls, you
can monitor less often.

HYPOGLYCEMIA

Of 100 peopls like yourseff who use Insulin, betwsen 1
and 3 will experience severe hypoglycemia within a year
of use. The risk of minor hypoglycemia is greater with
between 30 and 40 people out of every 100 exhibiting
some symptoms within a year of uss

OTHER SIDE EFFECTS
Thers are no other significant side effects associated with

Insulin,

/é litazones (ogimsme or &ws; rosiglizone or Avandis)

FORM
Pill

TYPICALLY USED WITH
Alone or with Metformin and/or Sulfonylureas

EFFECTVENESS
With Metformin, Glitazones typically lower ALc by 1%.
With Mstformin and Sulforylureas, Glitazones may be
able to lower Alc by 1-2%.

WEIGHT EFFECTS

A common effect of Glitazones is weight gain. When
paired with Metformin, which does not typically have
aweight gain effect, the average weight gain is 2-6
pounds. When combined with Sulforylureas, which do
have 2 weight gain effect the combined average weight
gain can be between 21

.

WHEN TAKEN
Dnm[llﬂailv

Dﬂ:nslﬂmlywllﬁMlllnmun 3-5 times per week with
Sulforylureas. Once stabls, you can moniter less often.

HYPOGLYCEMIA

Clitazones cause no risk of severs hypoglycemia. The
risk of minor hypoglycamia shows 2 of 100 people like
yourself experiencing some symptoms within one year of
use.

OTHER SIDE EFFECTS
The primary side effect of Glitazones is edema, fluid
retention. Approximatsly 10 out of every 100 people
like you may experience seme swelling of the ankles

IF you have heart failure, fluid retention may affact your
breathing.

—

FORM
Pill

TYPICALLY USED WITH
Alone or with Metformin

EFFECTIVENESS
Sulfonyluress typically lowsr Adc by 1-2%.

'WEIGHT EFFECTS

A common effect of Sulfonylureas is weight gain. The
average gain is between 4-6 pounds afthough it should
be noted that some people don't gain any weight st ll
and athers may gain more than the averags

——

Sulfonylureas (gimeperde or am sryi: gipizide or Giuzoeral)

~

WHEN TAKEN

Once (1) or twice (2) daily. 30 minutes before a meal
'MONITORING

Iniilly 2-5 timss par wask. Once stable, you can
monitor less ofter

HYPOGLYCEMIA

The risk of severe hypoglycemia with Sulfonylureas is
less than 1 in 100 within 5 year of use. Within the same
time frame {a year), the likelihood of experiencing minor
hypoglycemia is 21 out of 100.

OTHER SIDE EFFECTS
Other side effects of Sulfonylureas include nausea, rash
and diarrhea. In studies of people like you, the likslihood
of experiencing nausea, rash or diarrthea is about 1-2in
100.

/

/M etformin cucomsge

FORM
Rill

TYPICALLY USED

Alone or with Sulfonylureas

EFFECTIVENESS
Metformin has shown an ability to lower your Ale by
1-2%.

WEIGHT EFFECTS

Meatformin use has not been associated with significant
changes in weight so you can expact minimal 1o no
weight gain

\

'WHEN TAKEN

Twice (2) daily; with meals ideally

MONITORING

Initially 2- times per wesk. Once stable, you can
monitor less often.

HYPOGLYCEMIA
Metformin causes no risk of severs hypoghyeemia. The
risk of minor hypoglycemia shows 1-2 people out of 100
like yourself experiencing some symptoms within one year
of uss

OTHER SIDE EFFECTS

Whan you first begin taking Metformin, you may
experiance some nauses, dyspepsia or diarrhea in the
first two (2) weeks. After that, most peopls become
accustomed to the drug.

‘Narrative Cards




Form
Injectable medicat
LSED WITH

Metform h or Sulfe
EFFECTIVENESS

able to lower Alc |

WHEN TAKEN
twice (2) dally
in the 1 howr before

+ Mstfamin

+ Matfarmin and
Sulfonyiureas

+ Metfamin
+ Matfarmin and

Sulfanyiureas
+ Metfomin

+ Matfarmin and
Sulfanyiursaz

+ Metformin and
Sulfnumas

Exenatide_\,
Byatta

/

Research Evidence
+
Practice Review

Insulin\| |K/_

ol iazme or Actos: Dugitarme o Aanla

decision
aid

G‘nlil:a:n:unees_\\| /_

Diabetes Advisory
Group
+
Live Clinical Setting

Su Ifanylureas\

Emamnds or Amand: gplzter Glcotal

FoRM

(Exenatide Eyetta

FORM
Injectable medication
TYPIGALLY USED

Metfarmin o Sulforylureas

EFFECTIVENESS
Exenatide typically lowers Alc by ¢

WEIGHT EFFECTS
Exenatide has been shown to pro|
area of concem among mary peol
you are cumently taking Metformir
pounds after 57 months of takin)
taking Metformin and Sulforylurex
be less because Sulfonylureas ha
weight gain. Still, you may experie
pounds on Exenatide.

/Glitaznnes (piogfizzcne or A2

FoRm
Pill

TYPIGALLY USED WITH
Alane er with Metformin and/or S

EFFECTIVENESS
With Metformin, Glitazones typica
With Metformin and Sulforlureas
able to lower ALe by 1-Z%

WEIGHT EFFECTS
A common effect of Glitazones is
paired with Metformin, which dae
aweight gain effect. the average |
pounds. When combined with Sul
have a weight gain effect, the con
gain can be between 2-13 pound

/Metformin (Glucophoge)

FoRm
pill

wm
Alone or with Sulforylureas

EFFECTIVENESS
Wetformin has shawn an ability to,
1-2%,

WEIGHT EFFECTS
Metformin use has not been asso
changes in weight =0 you can ex
weight gain.

i

o
2
#]

i‘.
T
,-.

WHEN TAKEN
Twice (2) daily; in the moming snd evering befors eating

- -

(Daily Routine

Metformin

N (e

FORM
Injectable medication
MONITORING TYPICALLY USED WITH

% L

Insulin

L&y

Glitazones

¥

Exenatide [KEEP COLD)

e Y

Sulfonylureas Take 30 mi

Taks in the |
¥

N b R

WHEN TAKEN
Once (1) or twice (2) daily

MONITORING

[

Pl

usED WITH

Alone or with Sulionylreas

EFFECTIVENESS
able to lower Alc by 1-2%

WHEN TAKEN
twice (2) dally

Me'tfurmin\

Wills meals fesily but ot SBSOILte necessary

WEIGHT SIDE EFFECTS
minimal to no welgt gain

Daily Sugar Testing
[Menitoring)

Weight Change

Metformin
[ =

Insulin

[+

412 6 b galn

Glitazones

(R ]

Morathan 2 ta 6 b. g@h

Exenatide

Zh 6 b

Sulfonylureas
10

Zta 3 b.gan

Side Effects

f Low Blood Sugar
(Hypogiyceria)

Metformin

Metformin

Sesem = Ko Rk

Insulin

Insulin

Glitazones

Glitazones

SHEm =

Exenatide

Exenatide

Savwm = Wz Rme

Sulfonylureas

Sulfonylureas
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MAYO . ... .
CLINIC Diabetes Medication Choice

Decision Aid
@y

Daily Routine

Low Blood Sugar

Welcome to the
Diabetes Medication
Choice Decision Aid.

This guide provides information on medications
to treat type-2 diabetes.

tion: This application is for use
vely during the clinical encounter
with your clinician



http://diabetesdecisionaid.mayoclinic.org/

Low Blood Sugar

(Hypoglycemia)

Metformin Metformin i 1-2%
st Metformin 1-2% Metformin

Gliptins
d

Gliptins o gener

Mullan RJ et al. Archives of Internal Medicine 2009
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Comparative effectiveness research

Patient centered translation into action

Decision aid

Patient-centered decision
making



Antidepressant Medicines*

Brand Name Generic Available? Drug Name
Wellbutrin®; Wellbutrir =™
“igure 14, Odds ratios of response rates comparing SSRis and SNRis with SNRis and SSHRis butrin AL What did research find about specific antidepressants?

Evidence Table 1. Randomj==- ~~=s-~r=st o Celexa®
s e Fowirs swsond v Pristia® Research has found some specific information about the benefits of a
o Fristiq 3
Table E. § Cymbalta few medicines:

effectiven S58 vu SSNRY

ed feeling better

3 o . lemeron® took about
s - it ve Health Care Program ntidepressants
‘ T [s.

4‘ @®)’) Eftective Health Care Program & onen s regular Prozac

xor®, Effexor XR*)
her antidepressants.

gd it because of side

ims related

Second'Genel‘Clﬁon e = . : ments in their
Antidepressants in the _ | £ ¢lniis Jut the same amount
Pharmacologic e i : SRR balta®) both helped
Treatment of Adult i - A |
Depression: -— AR d sertraline (Zoloft"
v ALY . ’ ount, but there is not
An Update of the 2007 ' , ' 1
Comparative Effectiveness
Review

ﬁi;f}a

.ﬂgonc-y for mMm:un Research and Quality
n Health Care = www.ahr.gov




Comparative Effectiveness
Research

'Will this medicine work

s=ch orgasm becauze of thei
antidepressant.

can find one
that can make them feel
Letier.

6 oul of 40 peap =
etier vath the frst
antidepressant they iry

4 out 10 peopie wil have
b iry other
=

sz drag Erogram

Umdarstanding sids
affiects

Miost peapie laking
arfidepressants




Stakeholders meetings Clinical observations

24 participants /12 organizations 2 primary care practices
(Health systems, patients, clinicians, buyers) (Patients, family physicians, care managers)

Focus groups/ Discussion
Family physicians, care managers
Patients Advisory Groups



Keep in Mind
Sexual Issues

Sleep
Cost
Weight Change

Stopping Approach
What You Should Know

Will this medicine work for me?

The antidepressants presented in this decision aid
all work the same for treating depression.

Most people with depression can find one that can
make them feel better.

6 out of 10 people will feel better with the first
antidepressant they try and the rest will have to try
other antidepressants before they find the one that
is right for them.

How long before | feel better?

Most people need to take an antidepressant regularly
for at least 6 weeks to begin to get the full effect.

Understanding side effects

Most people taking antidepressants have at least
one side effect.

Many side effects go away after a few weeks,
but some only go away after you stop the medicine.

Weight Change

Weight change is most likely to occur over a long period

of time and depends on your actual weight.

Citalogr_a_rn
Escitalqp{;_afn
Fluoxgt_ine
Fluvoxan'.l.i_ne
Paruxc{flilne
Senr?lige
Desvenlafa_j;_i?e
Duqueit_i_r_ie

Venlai__a_a‘gife
Mirtﬁ_z_ala_gir_je
Bipepce
Nefazggc_)l_n?e
Traz_a.qp_r_le

Amiptriptyline
or Nortriptyline

Welght

loss

<€— None

Weight
gain

Stopping Approach

Quitting your medicine all at once can make you feel
sick, as if you had the flu (e.g. headache, dizziness,

light-headedness, nausea or anxiety).

Citalopram
Escitalopram
Fluoxetine
Fluvoxamine
Paroxetine
Sertraline
Desvenlafaxine
Duloxetine
Venlafaxine
Mirtazapine
Bupropion
Nefazodone

Trazadone

Amiptriptyline
or Nortriptyline

- More
likely

Sick If
you skip




Comfortable Comfortable

Knowledgeable
Satisfied

Satisfied
Use tool/like it

(feel better)

Engaged in
decision making
process




LESs Is MORE

Initial Coronary Stent Implantation With Medical
Therapy vs Medical Therapy Alone for Stable
Coronary Artery Disease

Meta-analysis of Randomized Controlled Trials

Kathleen Stergiopoulos, MD, PhD; David L. Brown, MD
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Benefits

Improvement of symptoms in 100 people like you after treatment:

Time

Risks

29009080 1

SeseeRe® SO IVES
9999 0990®

BRLGDVSOGC

29000000006
a4 eGRORER®
090000000
*PeOPOONRO

PEEEES
(1T Y1)
BHEELEH
290000
scsdede
Sgas98e
ETBEDOH
SHPR0OD
(X 1 X X7 X
Se8SSES

One month Six months One year

No improvement @® Feel better

S000009888® 55

Time

One month Six months One year

No improvement Feel better

During stent procedure

In 100 people like you:
will have a heart attack,
stroke or other major complication,
will not.

In 100 people like you:
will have bleeding or
damage to a blood vessel,
will not.

Bleeding and clotting within one year

In 100 people like you:
will have a bleeding event
from the additional blood thinner
needed with a stent,
will not.

In 100 people like you:
will develop a clot that forms
in the stent leading to a heart attack,
will not.




Coronary artery disease is a CHRONIC disease.

If you don’t choose to have a stent placed now,
it's possible that you could still have one later.

In 15 people like you:
will need a stent
within one year, 12 will not.

X

T

In 15 people like you:
will need another stent
within one year, will not.

|
A
A,
!
1
L

T

PCI Choice: Dacision Aid Prototype for Class |/l Angina
@ 20412 Mayo Foundation for Medical Education and Research. All rights reserved. MC-draft-wip




The Medical Letter on Drugs and Therapeutics

Which Oral Anticoagulant for Atrial Fibrillation?

Download PDF: S English

Show Related
Terms

Yiew Complete
lssue

Send Article
Feedback

Direct-to-consumer advertisements continue to urge patients who take warfarin
(Coumadin, and others) for atrial fibrillation to ask their doctors about the benefits of one
or another of the newer oral anticoagulants.

WARFARIN — In patients with nonvalvular atrial fibrillation, warfarin reduces the risk of
thromboembolic stroke by about 60%.7 If necessary, vitamin K, prothrombin complex
concentrate, or fresh frozen plasma can reverse its anticoagulant effect.2 Drawbacks of
warfarin include unpredictability and variability in dosage requirements, dietary
restrictions, interactions with many other drugs, and the need for close monitoring to
keep the international normalized ratio (INR) in the therapeutic range (2-3).




gggggggggg Welcome to the
00000000009 Anticoagulation Choice
0000000000 DecisionAid.

f-j f:-"ﬂ fﬁj fn‘i 0 fﬁ:& f‘?‘ {n’r O O This tool will help you and your doctor discuss
0 O ﬁ C\ (‘\] (\1 O o fi" (“) how to manage your Atrial Fibrillation
0000000000
elelelolelelelelele
slelalelelelelelele

.....

0000000000

Caution: This application is for use
exclusively during the clinical encounter
with your clinician



1 Year Risk
2 5 Year Risk

Medical Situation

To begin, let's review your medical situation

Gender
Age

History of Hypertension
Congestive Heart Failure

Stroke / TIA / Thromboembolism
History of Vascular Disease

Diabetes Mellitus

Continue to consider

your risk of stroke

?

CHAzD5:-VASC 0




1 Year Risk CHA2DS-VASC 3

% 5 Year Risk Risk of Stroke

Current Risk

Over the t5ye : . .
verthe next s years of Stroke without Anticoagulation

people wil In 100 people like you who are not

ha‘u'e no Strﬂke tak”'-lg an anticoagulant Wlth AI"ItICOElg ulatlﬂn

D people wil QQQQQQQQQ

have a fatal or
disabling stroke

people will

have a
non-disabling
stroke




1 Year Risk
2 5 Year Risk

Anticoagulation

Ower the next 5 years

people will
have no stroke

9 people will
have a fatal or
disabling stroke

people will
have a
non-disabling
stroke

Current Risk
of Stroke without Anticoagulation

In 100 people like you who are not
taking an anticoagulant

Future Risk
of Stroke with Anticoagulation

In 100 people like you who are
taking an anticoagulant

CHA:DS-VASC 3

Cwver the next 5 years

people will
have no stroke

3 people will
have a fatal or
disabling stroke

people will

have a
non-disabling
stroke

people will

avoid a stroke by
taking
anticoagulation




1 Year Risk CHA=DS:-VASC 3
© 5 Year Risk Issues

Q Anticoagulation Routine
Anticoagulation

Routine Warfarin

Regular
Q Once daily blood

— o
Cost

Diet & Medication
Interactions

Direct Anticoagulants

Apixaban Dav Qpem
Dabigatran Dav Qe
Edoxaban D once daily
Rivaroxaban QD once daily

Are you available to do the regular blood
tests that Warfarin requires?
y ___________________________________________________________J



Lessons learnt

User-centered design happens in the field, takes
multiple iterations and expertise

Challenges with evidence synthesis and changing
evidence

Multipronged approaches to translating CER into
practice may be necessary

Engaging the patients as part of the translation
process critical



Uptake of CER into Practice

Diffusion of Innovations

Culture
mplementation matters — a bit...

Role of informatics

Perceived need — driven by users
Training and education
Contextualize to the practice
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Addressing Barriers and Strategies to
Enhance the use of CER/PCOR

A Look at Pre-Conference Survey Results



PHARMACY
SYSTEMS
OUTCOMES AND
POLICY
COLLEGE

o Outline

e Survey Objectives
 Methods

* Results

e Limitations

e Discussion*

AAAAAAAAA
iu%P Managed Care
FOUNDATION =t |Pramaoy
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SYSTEMS

OUTCOMES AND

POLICY
COLLEGE

=g~ 4 =
OF PHARM

Survey objectives

vic

To identify the needs and gaps in the uptake and use
of PCOR/CER evidence by patients, clinicians, payers

To identify the best methods or approaches to
enhance the uptake and use of PCOR/CER evidence
by patients, clinicians, payers

To stimulate discussion among attendees representing
each perspective

To assist Iin the development of a consensus
document or other enduring material that provides
benefit beyond the conference

Academy of
A%P Managed C are
FOUNDATION b Phamac?



PHARMACY
SYSTEMS
OUTCOMES AND
POLICY
COLLEGE

© Methods

e Survey development

— Focused literature search for barriers and
strategies to evidence implementation

— Reviewed and refined by planning committee
— Pre-tested with three non-invitees

FOUNDATION



PHARMACY
SYSTEMS
OUTCOMES AND

POLICY
COLLEGE e O S
OF PHARMACY

vic

e Survey instrument
— Section 1: perspective and work setting

— Section 2: Likert rating scale

e 10 barriers: ".... extent that the barrier is an issue
— 1: None of the time - 4: All of the time

e 6 strategies: "...effectiveness of the strategy”
— 1: Not effective = 4: Extremely effective

— Section 3: Free-text
o Additional barriers & strategies

Academy of
P Managed Care
Pharmacy®

FOUNDATION



PHARMACY
SYSTEMS
OUTCOMES AND
POLICY
COLLEGE

© Methods

e Survey administration
— Web-based platform (Qualtrics)

— Individual links emailed to registrants

— Final cut-off for survey submission January 18t
o 2-3 reminders to complete survey

 Respondents:

— Conference Invitees (selected by members of
planning committee)

FOUNDATION



PHARMACY
SYSTEMS
OUTCOMES AND
POLICY
COLLEGE

© Methods

* Analysis
— Descriptive statistics

— Summary score with Likert responses to rank
barriers and strategies
e 1-None of the time/Not effective
o 2-Some of the time/Somewhat effective
« 3-Most of the time/Very effective
o 4-All of the time/Extremely effective

— Reported for all respondents & stratified by
perspectives

FOUNDATION



PHARMACY
SYSTEMS
OUTCOMES AND
POLICY
COLLEGE

o Results

e 64 registrants (as of Jan 18") emailed
e 46 surveys completed

e /3% response rate

FOUNDATION



PHARMACY
SYSTEMS
OUTCOMES AND
POLICY
COLLEGE

e Primary Work Setting (n=46)

Setting n (%)

Academia 25 (54%)
Industry 5 (11%)
Payer 4 (8%)
Patient advocacy 3 (7%)
Government 3 (7%)
Clinical practice 0 (0%)
Other* 6 (13%)

*non-profits, consultancy, professional organization, policy research, technology company

AAAAAAAAA
A%P Managed Care
FOUNDATION =t |Pramaoy



PHARMACY
SYSTEMS
OUTCOMES AND
POLICY

vic

Please choose
one of the
following
stakeholder
perspectives you
feel you can best

represent.

FOUNDATION

oF Pummacy Perspective (n=46)

[CATEGO
RY NAME]
[VALUE]
([PERCEN
TAGE])




PHARMACY
SYSTEMS
OUTCOMES AND
POLICY

Barriers to CER/PCOR uptake:

Ranking*
Barrier Overall Patient | Clinician Payer
CER_ evidence not 10 10 10 10
applicable/lacks relevance.
Access to CER studies difficult 9 3 9 9
CER poorly understood concept 8 5 8 6
Lack of trust of CER methods & 7 3 6 5
results
Uncertainty with regulations for 6 9 7 1
unpublished data for public use

*10 = least encountered barrier; 1 = most extensively
encountered barrier

Academy of
P Managed Care
Pharmacy®

FOUNDATION



PHARMACY
SYSTEMS

=i Barriers to CER/PCOR uptake:

® Ranking*

Barrier Overall Patient Clinician Payer
CER not appllcable to patient 5 4 4 g
subpopulations
Lack of CER studies to support

. . 4 1 2 4
decision-making
Insufficient education on how to 3 5 5 3
interpret/apply CER results
Lack of tools to incorporate CER
: e ) 2 7 3 2
into decision-making
There is not enough CER studies

. . 1 6 1 7
to support decision-making
AN, |, *10 = least encountered barrier; 1 = most extensively

FOUNDATION

encountered barrier



PHARMACY
SYSTEMS
OUTCOMES AND

@ Selected additional barriers

o Patient perspective (9 responses):

— Peer reviewed manuscripts are intimidating to
read, peer reviewed lay person summaries
would help

— It is difficult to know which sources of
iInformation to trust, e.g., NIH web sources vs.
Industry web promotion

— | am In a setting where access to publications
IS not a problem, but | know from anecdotal
evidence that it is a big struggle for others.

FOUNDATION



PHARMACY
SYSTEMS
OUTCOMES AND

Selected
COLLEGE

additional barriers

* Clinician perspective (19 responses):
— Difficulty delivering findings at the point of

care in EHRs and

— Lack of an agreec
of the health conc

clinical systems

upon systems perspective
ition that Is being studied

— Many clinicians who are implementers of CER

do not understand
limitations of CER
the results.

— Time

FOUNDATION

the vagaries, biases, and
when they have access to



PHARMACY
SYSTEMS
OUTCOMES AND

@ Selected additional barriers

o Payer perspective (11 responses):
— Timeliness of evidence as it relates to when
P&T decisions need to be made

— Traditional marketing and social medial
iInfluence patients and clinicians, thereby
undermining evidence-based approaches to

care.

— Changing the mindset that the RCT is the
best way to evaluate a product

FOUNDATION



PHARMACY

iz Strategies to CER/PCOR uptake:

POLICY

© Ranking*

Strategy Overall Patient Clinician Payer
More interactive workshops and 5 5 5 4
conferences that explain CER

Provision of direct-to-patient 5 4 5 5
CER-based education materials

Face-to-face academic detailing 4 5 4 5
Creation of a registry/repository 3 5 3 3

of CER evidence

High quality summaries with
direct recommendations for 2 3 2 1
decision-making

Direct practice guideline

. . 1 1 1 2
Incorporation

PZRMA - AN, i *6= least effective strategy; 1 = most effective strategy
FOUNDATION P



PHARMACY
SYSTEMS

i Strategies to improve CER/PCOR
OF PHARMACY
® uptake (overall, 46 responses)
Not Somewhat Very Extremely
effective effective effective effective
Direct practice guideline incorporation
21% 45% 34%
High quality summaries with direct
recommendations for decision-making 286 ¥NA% YA 19%

Creation of a registry/repository of CER

evidence | 34% 40% 19%
Face-to-face academic detailing
51% 34% 6%
Provision of direct-to-patient CER-based
education materials 55% 28% 6%

More interactive workshops and conferences

that explain the purpose, scope, and 60% 26% 69

application of CER

Academy of
Managed Care
Pharmacy®




PHARMACY
SYSTEMS
OUTCOMES AND

o Selected additional strategies

o Patient perspective (8 responses):

— In choosing among treatment options, my
radiation oncologist sent me copies of recent

journal articles.

— Take data to clinician before decision on
treatment

— Provide plain language explanations
underlying treatment decisions

— "Research Club" for patients

FOUNDATION



PHARMACY
SYSTEMS
OUTCOMES AND

o Selected additional strategies

* Clinician perspective (19 responses):
— Keep away from new drugs for a period of
time
— Elicit patient goals; build patient
relationship/trust

— Dear Doctor letters with post-marketing
updates
— Enhanced methods regarding lining of

different types of data (EMR, claims, PRO,
social determinants)



PHARMACY
SYSTEMS
OUTCOMES AND
POLICY
COLLEGE

o " Selected additional strategies

* Payer perspective (10 responses):
— Outcomes researchers in P&T

— Having mechanisms for payors to identify
research questions that can be studied by CER

Investigators.

— Offer CER cetrtification course scholarships for
payer representatives from small plans and/or
Medicaid plans

— Ability to sort through data and determine level of
applicabllity, thus infer level of reproducibility in
my patient population

FOUNDATION
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SYSTEMS
OUTCOMES AND
POLICY
COLLEGE

o Discussion

e Limitation to the survey:

— Selection bias and generalizability
— Small (unbalanced) stakeholders subgroups

— Validity of perspective taken

FOUNDATION



To be continued In the breakout sessions!

DISCUSSION

Academy of

P Managed Care
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What We've Learned: Overview of
NPC Work on Stakeholder Views and
Addressing Barriers to Use
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What PCOR and CER Can Be, It Must Be!

Are PCOR and CER fully developed research
approaches? Where are we on the journey? What are
the opportunities?

Py
e
| eospmmean
s
Y —

Maslow’s Hierarchy of needs




Insights Today Based On Research Portfolio

on Generation, Use and Acceptance of CER

——%—

—)

Clinical Practice

Journal Editors Guidelines Medicaid views Fit for Use
Standards (Perfetto et al) (Wallace et al) (Weissman) (AcademyHealth)
CER Collaborative
Q90
— PN
ceeiec :
NPC Annual Emol | P&T
CER Surve mployer, InSurer, — gmployers use Medical Policy
y Industry View Malone et al
y (Reynolds et al) ( ) (Chambers)

(RAND)




CER Remains Important but Impact Remains

3-5 Years Out

Importance of CER Impact of CER
100% 100%
80% 80%
60% 60%
40% 40%
20% 20%
0% 0%

2011 2013 2016 Past Year Next Year Next 3

® Very Important Years

= Somewhat Important W Substantial Improvement

= Slightly Important ® Moderate Improvement

= Not at all Important = Slight Improvement

® No Effect o° @
2016 Annual NPC CER Survey .'?- ®




Journal Editors Use the Same Criteria (ALMOST) for

Reviewing Different Types of Studies

“Big data is more data. More bad ‘data’
cannot possibly make better data”

“We always get fewer RCTs than we want,
so maybe we have a lower bar. But for
RWE, we know we will get enough papers,
so “was there an interesting question”
becomes more important” - RT participant




Acceptance Varies by Clinical Practice

Guideline Groug

100% - Rationale for using RWE data

60% - 54%
46%

When no RCT  To understand Toidentify  As a supplement
data is available heterogeneity of adverse events to RCT data
tx options

38%

31%

# of groups

N

=

X
|

Rangaro S. et al. Are Clinical Practice Guidelines Being Informed by Real-world Data? In review.



Most, But Not All, Payers Use RWE For Some

Decisions

How often do you consider/value

CER in Rx policies?
e Best Available Evidence
B Use M Valuable

e Use to Supplement RCT
Findings

56%
 Value of “My Patients” 339
0, 0, o
e Do not Use 11A, 11A, 11A,

Almost never Sometimes Often/Almost
Always

78%

..
N=17 ®e
Hurwitz et al. Is There Evidence in the Real World that Real World Evidence is Used in P&T oo
Monographs and Therapeutic Class Reviews? JMCP. In press.




Many Types of Evidence Cited in P&T Monographs;

Findings Replicated in Medical Policy Review

Proportion of Reference Types by Review Type

B Therapeutic Class (n = 439)

Published Studies

Published clinical trials

Systematic Reviews/Meta-analyses

Pharmacoeconomic

Published RWE studies

Unpublished Studies

Internal analyses
Meeting abstracts (e.g., posters, symposia, presentations)
Manufacturer info (e.g., product labels, data on file, "daily med")

Expert/consensus statements

N=17

Hurwitz et al. Is There Evidence in the Real World that Real World Evidence is Used in P&T

Monographs and Therapeutic Class Reviews? JMCP. In press.

M Single Entity (n = 126)
N 35.3%
N 15.1%

B 5.9%
B 16%

0.0%
0.0%

BN 4.8%
0.0%

| 0.2%
0.0%

1 0.7%
B 1.6%

I 18.9%
T 42.1%

I 9.6%
IS 