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Theimplementation challenge

Z Akey challengefacedby the global health community is how to take proven
Interventions and implement them inthe real world. We spendbillions on
health innovations, but very littl e on how bes to usethem.

£ Affordable, life-saving interventions exig to confront many of the health
challengeswe face, but there is little understanding of how best to deliver
those interventions acrossthe full range of existing health systems and in
the wide diversity of posgble settings.

 Too often interventions that work in smal-scalepilot studies failto live up
to expectationswhen rolled out in national strategies,or fail to transfer
from one country to another asaresult of contextual differences.

Z How can implementation science combined with complex intervention
research inform scale up and real world translation?
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Effectiveness-implementation hybrid designs
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Abstract

Objectives—This study proposes methods for blending design components of clinical
effectiveness and implementation research. Such blending can provide benefits over pursuing
these lines of research independently; for example, more rapid translational gains, more effective
implementation strategies, and more useful information for decision makers. This study proposes a
“hybrid effectiveness-implementation™ typology. describes a rationale for their use, outlines the
design decisions that must be faced, and provides several real-world examples.

Result

An effectivene 1on hybrid design is one that takes a dual focus a priort in
assessing clinical effectiveness and implementation. We propose 3 hybrid types: (1) testing effects
of a clinical intervention on relevant outcomes while observing and gathering information on
implementation; (2) dual testing of clinical and implementation interventions/strategies; and (3)
testing of an implementation strategy while observing and gathering information on the clinical
intervention’s impact on relevant outcomes.

Conclusions—The hybrid typology proposed herein must be considered a construct still in
evolution. Although traditional clinical effectiveness and implementation trials are likely to
remain the most common approach to moving a clinical intervention through from efficacy
research to public health impact, judicious use of the proposed hybrid designs could speed the
translation of research findings into routine practice

An effectiveness-implementation hybrid
design is one that takes a dual focus a priori
In assessing clinical effectiveness and
implementation.

(1) testing effects of a clinical intervention
on relevant outcomes while observing
and gathering information on
Implementation;

(2) dual testing of clinical and
Implementation interventions/strategies

(3) testing of an implementation strategy

while observing and gathering information

on the clinical intervention®& impact on
relevant outcomes.
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Why is implementation and process evaluation necessary?

If an intervention is effective in one
context, what additional information
does the policy-maker need to be
confident that:

Another organisation (or set of
professionals) will deliver it in the
same way; and if they do, it will
produce the same outcomes in
new contexts?

Lack of effect is attributable to the
Intervention itself, rather than to
poor implementation;

The intervention benefits the target
population;

he Change Process
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MRC Guidance: Developing and evaluating
complex interventions
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Figure | Key elements of the development and evaluation process

+ Testing implementation strategi
Testing implementation process
and outcome measures

Feasibility/piloting
1 Testing procedures
+ Logic models 2 Esfimating necruitmeant fretamthon

3 Detesraning sample size
Theory of change

Development Evaluation

1 Identifying the evidence base 1 Assesging effeclivenass

2 Identfying’develbping Seary 2 Undersianding change process
3 Maodalling process and outcomes 3. Assessing coat-effectivenass

Implementation Alementaﬂon process
+ Knowledge translatioi e and outcome evaluation

i 2 Surveillanca and moniioring
strategies

3 Long term follow-ug
Scale up strategies
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Key functions of process evaluation and relations among them (blue
boxes are the key components of a process evaluation.

Graham F Moore et al. BMJ 2015;350:bmj.h1258
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Lessons learnt during the implementation of a novel vital sign device and training
package across three low-resource settings: a mixed method feasibility study for
the CRADLE 3 trial

Community

Implementation
strategies

Intervention

A Engage local opinion
leaders

A Educational sessions
with interactive
training package

A Standardised key
content but delivery
adapted to local
context

A Identification of
CRADLE Champions
in each site

A Ongoing facilitation
and technical
assistance to
champions and HCP
by implementation

'rAeriakiyand morbidity in loyerggpurce settings: a
iGlebal Health 7.3 (2019): e347-e356.
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Implementation process evaluation aim

1. To describe implementation and local context in
the trial through mixed-method evaluation

2. Integrate implementation outcomes with
effectiveness outcomes to determine whether
differences in the effect of the intervention
between sites could be explained

Vousden, Nicola, et al. "Exploring the effect of implementation and context on a stepped-
wedge randomised controlled trial of a vital sign triage device in routine maternity care in
low-resource settings." Implementation Science 14.1 (2019): 38.
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Implementation Outcomes

A Was the A What impact A Maternal Death
intervention did it have?
delivered as A What are the A Hysterectomy
planned? mediators?

A What is the A Eclampsia
reach? A Were there

A How much is unexpecte’:)d A Secondary
delivered? pathways" Outcomes

A Was it adapted?

A Canit be A How acceptable
maintained? was the

Intervention?

h
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Methods - Measures
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