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Introduction

In a recent editorial published in Science (1), Proctor and Geng argue that COVID-

19 has made evident that we need to more formally prioritize implementation research,

the study of the uptake of evidence-based interventions, to ensure that our nation’s

health discoveries are fully realized. Relatedly, Dr. Francis Collins, head of the National

Institutes of Health, recently acknowledged that we have underinvested in research on

human behavior, as evidenced by the 60 million eligible Americans who have not been

vaccinated against COVID-19 despite the widespread availability of safe and effective

vaccines. While Proctor and Geng propose a new lane for science, made possible through

significant changes to NIH-funding priorities, we argue that methodological approaches

within implementation research also need prioritization. To build on their metaphor, in

addition to building a new lane for science, we could also merge lanes to improve science.

Examples

One example of this would be greater use of hybrid effectiveness-implementation

designs (2), which blend elements of clinical effectiveness and implementation research

to foster more rapid translational science gains. Had COVID-19 vaccine efficacy trials

used hybrid designs to assess implementation challenges and efficacy, we could have

anticipated some of the implementation barriers that emerged sooner. For example,

the trials could have assessed the potential reach of the COVID-19 vaccines, surveying

those who refused to participate in the trials, which would have shown that a sizable

proportion of Americans would be vaccine-hesitant. We also could have captured covid-

specific vaccine hesitancy concerns and created vaccine hesitancy mitigation strategies

more specifically and rapidly. Table 1 provides a more detailed description of the

implementation data that could have been collected had COVID-19 vaccine efficacy

trials used hybrid designs. While we lament this missed opportunity, we note that we

could correct this moving forward. For example, we could use hybrid effectiveness-

implementation designs more frequently in future vaccines and other clinical trials.
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TABLE 1 Examples of data that could be collected as part of a hybrid e�ectiveness-implementation study on COVID-19 vaccination.

Effectiveness* Ratio of those assigned to the COVID-19 vaccine arm compared to the placebo arm of who experience:

• COVID-19 infection

• COVID-19-related hospitalization

• COVID-19-related death

Acceptability • Reasons for refusal (among those who refused)

• Patient satisfaction questionnaires regarding the delivery of the COVID-vaccine (among those enrolled)

Feasibility • Ratio of individuals screened eligible to those enrolled in the trial

• Time required to recruit participants

Fidelity • COVID-19 vaccine delivered as intended, including timing of the second dose (if applicable)

Implementation factors • Cost of delivering the COVID-19 vaccine (e.g., staffing, training, storage).

• Patient need/demand for COVID-19 vaccine

• Incentives for providing the COVID-19 vaccine

• Compatibility of COVID-19 vaccine with existing workflows and systems

• Readiness for implementation of COVID-19 vaccine

• Patient knowledge and beliefs about the COVID-19 vaccine

• Provider self-efficacy to offer patients COVID-19 vaccine

*Data collected as part of the standard COVID-19 vaccine efficacy trials.

Data could be collected as part of routine study implementation, as well as enhanced by additional primary data collection (e.g., semi-structured interviews with healthcare providers at

COVID-19 vaccine trial implementation sites).

Discussion

Further application of innovative approaches like hybrid

effectiveness-implementation designs could supplement the

actions called for by Proctor and Geng.
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