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Objectives

Offer perspectives on what constituteg\successful
Implementation’ P

NO*
Define formative and summatimé@evaluation N
implementation research (IR)’

,\'\

Describe 4 stages of fQJfr’w?ative evaluation (FE) in IR
&

Provide overview Qﬁ?éummative (or ‘impact’) evaluation
approaches andﬁznethods In IR

Provide overview on evaluating usefulness of theory
selected to inform or guide implementation



What /s Successful Implementation?

m S| metrics and indicators from ‘@ARIHS Guide’

Appendix 5 (see handout)
Q.)/
— Implementation plan and é@\rea//zation
9
— EBP Innovation uptakgs'\/". e., clinical interventions
anayor delivery s y%tg% Interventions

— Patient and organizational outcomes achievement
¢



What Is implementation strategy V.
Innovation v. outcomes?

m Examples:

Bipolar CCM Replicating effective Collaborative chronic  Guideline concordant
programs (REP) care model (CCM) treatment for bipolar
disorder

Organizational External facilitation Organizational model = Hand-hygiene

collaboration for for strengthening compliance
hand-hygiene implementation of

evidence-based

practices

O

Adapted from: Lukas CV, Hall C. Challenges in Measuring Implementation Success. 3rd Annual NIH
Conference on the Science of Implementation and Dissemination: Methods and Measurement.
March 15-16, 2010. Bethesda, MD.



Does the concept of Iimplementation success
apply to implementation processes as well

as to the innovation? N

NO*

iI \
Implementation Clinical Process Health
strategies Innovation outcomes outcomes

Other factors affecting progress and success

Adapted from: Lukas CV, Hall C. Challenges in Measuring Implementation Success. 3rd Annual NIH
Conference on the Science of Implementation and Dissemination: Methods and Measurement.
March 15-16, 2010. Bethesda, MD.



Definitions

m Formative evaluation

N

— Rlgorous assessment process des/gne%ﬁy’ifent/ﬁ/ potential and
actual influences on the progress an ectiveness of
implementation efforts (Stetler et ak;20067)

%eQ\
. N
® Summative (mpact);&/aluatlon

— Systematic process olj%//ect/hg and analyzing data on
/impacts, outputs, aucts, outcomes and costs in an
/mp/emem‘at/ono )%

T Stetler CB, Legro MW, Wallace CM, Bowman C, Guihan M, Hagedorn H, Kimmel B, Sharp ND,
Smith JL. The role of formative evaluation in implementation research and the QUERI
experience. Journal of General Internal Medicine 2006; 21 (Suppl 2):S1-8.



Need for FE In
Implementation Research

AN

Q
m Capture information on faCtO,ES?‘[hat hinder or

facilitate successful impleméntation
2

. . '\'\/
m Address mterpretlvebﬁeaknesses

L . O\ :
— Avoid ‘mplementaﬂoﬂﬁssessment failure’
— Avoid explanatio qrzud outcome attribution failure
— Enhance unde@anding of study outcomes



Four Stages of FE

NN

q/Q
Q)«
'\<O:\
= Implementation-Focused

,\'\

Q

*
A\
= Progress—FocugédG)
&
O

m Developmental

m Interpretive



Developmental FE

m aka “local needs assessment”, “organizational
diagnosis” N

Q
m [nvolves data collection on...\@fL

— Actual degree of less-than-best p{aﬁice (need for improvement)
— Determinants of current prac:t't%eQ
— Potential barriers / facilitat@s to practice change
— Feasibility of (initial) im%fé?nentation strategy
m Goals ,(<>

— ldentify determigﬁ%s and potential problems and try to address
In implementaﬂ'@\n strategy; refine strategy as needed

— Avoid negative unintended consequences

— Engage clinical stakeholders in defining the problem and potential
remedies



Tension... What is Appropriate Use
of Developmental FE?

,\'\

(19
m Stand-alone developmentaI@FE for diagnostic
assessment of determlnalgl:% of current practice

prior to |mplementat|o\n Frial

( ) S

9 s,

O Developmentai’%E used SOLELY within the
context of an ongoing iImplementation trial

( )



Implementation-Focused FE

m Occurs during implementation of\project plan

: : N
m Focuses on assessing dlscrep%n%les between
iImplementation plan and e;gg!tution

X
m Enables researchers to..%ef?

— Ensure fidelity (both to imgLér’nentation strategy and clinical
Intervention) )

S .
— Understand nature ag@lmpllcatlons of local adaptation
— ldentify barriers tqﬁ?nplementation

— ldentify new ir@\gvention components or refine original strategy
to optimize potential for success

— ldentify critical details necessary to replicate implementation
strategy In other clinical settings



Progress-Focused FE

Occurs during implementation of project\plan

o
Focuses on monitoring indicators,\of\progress toward
Implementation or clinical QI goails

— audit/feedback of clinical perfeutiance data

— progress in relation to pre—@termmed timelines for implementing
intervention Component\so\%

%/
Used to inform n@§§~ to modify or refine original strategy

May also be used as positive reinforcement for high
performing sites; negative reinforcement for low performers



Interpretive Evaluation

m Uses data from other FE stages and data
collected from stakeholders a&f@%d of project

N
2

N
m Obtain stakeholder viewts"%n:

_ Usefulness / value of interghtion

— Barriers / facilitators t&%plementation success or failure
— Satisfaction with imgfementation process

— Recommendati Q?or further refinements to intervention

m Can provide working hypotheses on implementation
success / failure



FE Assessment Methods / Tools

m Quantitative

— Structured surveys / tools N
* |nstruments assessing organizational cul-@re, readiness to change,
provider receptivity to EBPs ,@«

= |ntervention fidelity measures ,\<o'
— Audit / feedback of clinical pe@eﬁnance data

L. N

m Qualitative (19'\
— Semi-structured inter&iéws w/ clinical stakeholders (pre-/post-)
— Focus groups S’

— Direct (non-party %ant) observation of clinical structure and
processes in sifé VISits

— Document review

m Mixed Methods (ie, Quantitative + Qualitative)



Stages of FE

Pre- Post-
Implementation l Implementation | Implementation
Developmental I Implementatlon Focus.eﬁl/Q I Interpretive

* Assess intervention
usefulness/value from
stakeholder perspective

akeholder
recommendadations for

* |dentify determinants of
current practice

—

)
>
n
7
()
7
7
Q.

7
O
Q
Q)
o
o)
S
Q,
®
7
@
)
3

—

execution, e

* |[dentify barriers-end I fidelity, intensity, €

facilitators

nderstandré?}a document

» Assess eaS|b|I|ty of nature and@p“catlons Of |OC ion
proposed interyerti adapta\@

« Integralte findings into <& I sfadtion
interventi ' ¢, Progress-Focused 1o and

S

onitor impacts and indicators I

implementation ogress toward project goals dentify additignal

igh performers; negative
reinforcement to low performers



Summative Evaluation In
Implementation Research

N
B Outcomes Assessment q/Q\

— A priori measures defined at outset ofroject to assess
Intervention impact or effectiven

— Defined at patient-, provider-, Ic-, facility-, and/or system-level...
depending on intervention target

— Involves use of administr@"}/e data, chart review, and/or primary
data collection (&CJ

o2
m Cost Assessnent

— Assess costs associated with implementation strategy

to inform decision makers on value and feasibility of implementing
the intervention



Summative Evaluation —

Outcomes Assessment

m Process of care measures N

: : N . :
— Assess intervention effect on targgted clinical practice /

utilization measures (O;\Q’”
= |ncrease use of targeted EBP? \'\
= Decrease use of ineffective, i@g‘fﬁcient practices?

\/
.. N
m Clinical outcome measures

— Assess interventioﬁ/ effect on patient outcomes
= Symptom redu%&/remlssmn functioning, health-related quality of life

m Are outcome§’observed similar to intervention
effects in earlier efficacy / effectiveness trials?



Summative Evaluation —
Cost Assessment

m Budget Impact Analysis (BIA) (LQ\\

. . . ©° .
— Purpose: Estimate financial q\aﬁ'\sequences of adoption
and diffusion of an interve@}ion within a specific health

care setting or system ,\,CJ
N

— Document and assggﬁ/ costs to system associated with

Intervention desigﬁ’and Implementation

= Include providértime and utilization measures (eg, clinic visits,

pharmacy costs)
= Utilize administrative data, chart review

— See HERC guidelines for cost analysis in QUERI



RE-AIM Evaluation Framework

PURPOSES &
m  Broaden and standardize ccsiterla used to evaluate
clinical QI programs \,\,CJ

m Evaluate issues rel\eﬂ’ant to program adoption,
|mplementat|or15 Qﬁd sustainability

m Help close tb\e gap between research studies
and practice

Glasgow, et al. Ann Behav Med 2004;27(1):3-12



RE-AIM TO HELP PLAN, EVALUATE, AND
REPORT STUDIES

N

N
Iat . Increase +>'Reach
NO*
N |
E > | ncreas%@,& Effectiveness
Y
S .
A > Inetease Adoption
2
& '
/ g c§ Increase Implementation

1% - Increase Maintenance



RE-AIM DIMENSIONS AND DEFINITIONS

'

DIMENSION DEFINITION
A
1. P rﬁ%ipation rate among eligible
REACH dﬁ%ividuals

25 Representativeness of
Q'\ participants

YV
<<>%
%/
Q%
@)
1. Effects on primary outcome(s) of
EFFICACY / EFFECTIVENESS interest

2.  Impact on quality of life and
negative outcomes

www.re-aim.org



RE-AIM DIMENSIONS AND DEFINITIONS
(cont.)

}\
DIMENSION DEFINITION
1. Particigation rate among
ADOPTION possible settings

2. @@})resentativeness of settings
, “participating

N
G)\ Extent to which intervention
IMPLEMENTATION \% delivered as intended
,(<’ 2. Time and costs of intervention
22
O{Z‘C 1. Long-term effects of intervention

2. Impact of attrition on outcomes
MAINTENANCE 3. Extent of continuation or
(sustainability) modification of treatment

www.re-aim.org



Evaluate Usefulness of Theory

,\'\

Q
In terms of... a

N
= Planning the implementation strategy
m Conducting evaluations @Q’Q

m ldentifying unanticipate 'T,ements critical to SI but may
be unexplained by seJO@ted theory

m Gaining additiona@a'sights about the theory

m Helping to und@gtand findings, including relationships
between domains or constructs



Summary

Formative evaluation can be key to egf%ctive Intervention
design and success, interpretatior;\qafkd replication of results
Q.)/

Summative evaluation Is useddo assess relevant clinical
outcomes and costs assom@%d with implementation of
EBPs o

\%‘1/
Formative and suminative evaluation are complementary
In developing, i@ﬁ‘ementing, evaluating and refining
Implementation interventions

Important to evaluate usefulness of selected theory
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