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Agenda for Today's Presentation

Impact: What 
this means for 
practice and 

the field

Solution: 
Revise existing 

tools and 
introduce new 

planning & 
reporting tools

Gap: What’s 
missing

Current State: 
Existing 

frameworks 

Problem: Loss 
of 

generalizable 
impact
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Discussion Questions
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• Have you seen similar tools or papers you would recommend for us to review?

• Have we missed any key steps or issues? Are some steps less clear?

• Ideas about making the PrePARE tool more user friendly?

• Thoughts about who/what groups might most benefit and should be targeted for more user 

testing?
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Generalizable Impact

We consider generalizable impact in terms of a balance of external validity and internal validity: the potential 

for future generalization to the broader target population and replication of the research findings from a given 
project

Participation

The rate of participation of 

settings and participants 

(e.g., % patients reached, 

% of providers delivering)

Representativeness

The representativeness of 

settings, implementation staff, 

and participants 

(e.g., geography, ethnicity, 
types of health systems)

Effectiveness

Issues that influence 

Effectiveness 

(e.g., intervention intensity, 

fidelity, tailoring, and 
engagement)
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Key factors that influence generalizable impact

Jolles et al., Int J Equity Health, 2024; Huebschmann et al., Annu Rev Public Health, 2019; Murad et al., BMJ Evid Based Med, 2018.
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Loss of Desired Generalizable Impact

Health outcomes researchers aspire for broad population-level impact of the interventions we 

develop, test and implement, but these efforts usually fall far short

Decreases In:

Loss of desired “generalizable impact” of an intervention 

during and after study

Representativeness

Participation Effectiveness
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What This Work Aims to Provide

1 Highlight issues of participation, 

representativeness and effectiveness 

that lead to generalizable impact

2 Provide guidance to identify and 

mitigate drop-offs in generalizable 

impact

3 Share tools and resources to estimate, 

record and report drop-offs in impact, in 

a standard, transparent way

4 Provide a brief demonstration of tools 

addressing these issues
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Our Approach to Exploring and Addressing the Problem

Provide guidance and tools

1. Mapped RE-AIM to P/E/R factor across 

phases of research

2. Reviewed and revised existing tools

3. Conceptualized and conducted initial 

user testing of new tool 

Literature scan

Scanned studies, methods, and

frameworks examining Participation, 

Effectiveness, Representativeness (P/E/R)

factors across:

1. Planning 

2. Implementation

3. Evaluation, and

4. Transparent reporting
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What Did We Learn from the Literature Scan?

• Planning phase - eligibility: 

• Restrictive study eligibility criteria; 

• Cultural and language barriers

• Planning phase - recruitment: 

• Individual barriers - distrust of research, competing priorities, logistical constraints

• Implementation phase - retention: 

• Structural barriers - transportation, physical proximity

• Evaluation: Trust, access, and power dynamics shape participation and retention

• Transparent reporting is necessary but not sufficient: 

• Participant losses are consistently documented (CONSORT diagram)

• Limited emphasis on preventing these losses over time
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Existing Tools and Frameworks to Capture P/R/E and Gaps

NIH Stage model

• Anchors decision-making to trial purpose

• Clarify when and how to prioritize generalizable impact

• Assessment of pragmatism

• Incorporate stakeholder input - alignment with usual care settings

RE-AIM Representativeness measures

• Moves beyond who is reached 

• Where interventions occur, under what real-world conditions, and who 

ultimately benefited

What remains to be done

• Lack of interactive tools to 

anticipate, justify, and guide 

design decisions that affect 

external validity

• Limited attention to cumulative 

“drop-off” across 

socio-ecological levels and 

implementation phases

• Shift from primary focus on 

reporting losses to proactive 

loss mitigation and prevention

Expanded CONSORT

• Improve transparency - report drop-offs: participant & setting

• Extends impact tracking across participants and settings

PRECIS-2 / PRECIS-2 PS / PRECIS-3

Loudon et al., BMJ, 2015; Norton et al., Implement Sci, 2021; NIH Stage Model for Behavioral Intervention Development, National Institute of Health; Jolles et al., Int J Equity Health, 
2024, Glasgow et al., Am J Prev Med, 2018
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Mapping RE-AIM (or AIREM) to Impact (Drop-offs)

20% drop-offs
80% benefit

20% drop-offs
64% benefit

20% drop-offs
51% benefit

20% drop-offs
40% benefit

20% drop-offs
32% benefit

Jolles et al., Int J Equity Health, 2024,
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Adoption

Choice of 

setting(s)

Engagement 
of settings

Country?

Region/state/province?

Communities?

Health systems/organizations?

Subsidiary systems (e.g. clinics)?

• Why are we choosing and inviting 

specific settings?

• How representative and diverse 

are our chosen study settings?

• Are there reasons why invited 

settings are not participating?

• How should we engage different 

settings to facilitate participation?

What:

Considerations:

• Engage potential partners early within scope and resources

• Build consensus on participation requirements

• Allow site flexibility

• Integrate into existing workflows
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Implementation

How complex or burdensome is our 

intervention and study to participants 
and sites?

How consistently can our intervention 

be delivered with fidelity to core 
functions?

How much can our intervention or study 

procedures be adapted/tailored to better fit 
the context of our study setting?

How can we address barriers to 

participant engagement with the 
intervention and study procedures?

Considerations:

• Define functions/forms a 

priori

• Align with workflows

• Track and document 
modifications ->  impact

• Balance intensity with 

ease of engagement
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Reach

What is our 

rationale for our 

inclusion criteria? 

Is it too 

restrictive?

What recruitment 

strategies can we 

use to address 

barriers to 

participation?

Are our consent 

methods

burdensome or 

insensitive?

Considerations:

• Pilot and refine recruitment strategies

• Document inclusion/exclusion effects

• Pilot and revise consent procedures

• Use culturally responsive language
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Effectiveness

Review of 

outcomes

Not meet expected or desired outcomes?

Have differential or inequitable outcomes across groups?

Have unintended outcomes?

Why might we:

• Monitor outcomes over time

• Examine subgroup differences

• Evaluate acceptability, feasibility, 

cost, other outcomes

Considerations:

• Offer flexible participation

• Co-design engagement strategies

• Allow re-entry to study

• Tailoring of intervention
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Maintenance

Sustain benefit of 

the intervention at 

the individual or 

group level?

Sustain delivery 

of the intervention 

by study settings?

How do we:

Considerations

• Co-design sustainability strategies

• Report sustainability intent and capacity

• Use "boosters" or low-intensity virtual 

supports
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Tools to plan for or report P/E/R factors and generalizable impact

Key: These tools apply not just during the study, but take into consideration the setting where we are sampling our sites and the population 

from which we are drawing participants.

01 RE-AIM 

Cascade

Tracking 

Worksheet

Emphasis: Planning + Monitoring

Timing: Before and during study 
implementation

Research / 

Project Stage

Challenge Actions Taken 

During 
Planning

Later 

Actions 
Taken

Notes

Adoption (multi-

level)

Diversity of sites participating

Implementation

Consistent delivery of intervention 

(fidelity)

Level of adaptation to address 

emerging issues

Time, cost, and burden 

requirements

Reach

Recruitment methods that appeal 

to key groups

Breadth of eligibility criteria

Opt-in informed consent

Effectiveness
Level of participant engagement

Tailoring to different subgroups

Maintenance

Setting resources to continue the 

program

Level of follow-up support
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Tools to plan for or report P/E/R 

factors and generalizable impact

02 Expanded 

CONSORT

Diagram V2.0 

Emphasis: Reporting

Timing: After study completion

Key: These tools apply not just during the study, but take into 

consideration the setting where we are sampling our sites and 
the population from which we are drawing participants.

Glasgow, Huebshmann, and Brownson , Am J Prev Med, 2018
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Tools to Plan For or Report P/E/R Factors and Generalizable Impact

Key: These tools apply not just during the study, but take into consideration the setting where we are sampling our sites and the population 

from which we are drawing participants.

03
LOGIC-

PRePaRE

Calculator

Emphasis: Planning, 
Evaluation, Reporting

Timing: Before and after 
study implementation
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At the link below you can:
Request copies of the Expanded CONSORT 2.0 and RE-AIM Cascade 

Worksheets with option to participate in a user feedback survey

Indicate willingness to participate in upcoming Think Aloud sessions 
May and June 2026 for the LOGIC-PRePaRE calculator or later 

survey-based user testing
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What's In It For You?

How might you use these tools?

• Proactively address issues that 

may affect the impact of your 

intervention

• Provide insights into reasons why 

an intervention may not have had 

desired or predicted impact

Why might you use these tools?

• Transparency on factors that may 

decrease impact or replicability of 

studied interventions

• Improve the translation of 

interventions to real-world practice

• Prompt transparent reporting of 

issues likely impacting replication
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Discussion: Q&A
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• Have you seen similar tools or papers you would recommend for us to review?

• Have we missed any key steps or issues? Are some steps less clear?

• Ideas about making the PrePARE tool more user friendly?

• Thoughts about who/what groups might most benefit and should be targeted for more user 

testing?
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Key Messages & Future Directions

Key Messages

1
Be proactive, anticipatory, and 

transparent - not automatic

2
Consider participation, 

representativeness, AND effectiveness 

at every step

3
Align with NIH Gold Standard: 

transparency, replication, accepting 

negative results

4
Adapt tools to your project - not all steps 

may be relevant or matter equally

Future Directions

Further development & testing

Strategies to prevent drop-off

Systems issues & unintended 

consequences

Health equity applications
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CONSORT 2025 
Flow Diagram

Generalizable Impact | Tools

(Hopewell et al., 2025)
CONSORT Diagram

(Glasgow et al, 2018)

Demo Screenshots (Evolution to Expanded CONSORT 2.0)
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Demo Screenshots (Filled LOGIC-PRePaRE)

Generalizable Impact | Conclusion
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Demo Screenshots (Filled LOGIC-PRePaRE)

Generalizable Impact | Conclusion
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