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Randomized Controlled ‘study-within-a-trial’ to evaluate
plain language informed consent key information

Authors: Sabrina Kurtz-Rossi, Ning Smith, Nicholas Moustakas, Andreas Klein Results:

Contributors: Noe Duenas, Svetlana Rojevsky, Benjamin Sweigart * Forty-four participants were randomized to the
intervention group and 45 to the control group.

Background: Research informed consent forms must begin with a short key .
information section to support participant understanding and informed decision
making. But does it work”? We proposed a 'study-within-a-trial’ (SWAT) to find out.

Seventy-one participants made an informed consent
decision and received the SWAT survey.

» Thirty-five completed and returned the survey.
Research Question: Does key information rated “easy to read” by the

Readability, Understandability, and Actionability of Key Information (RUAKI)
Checklist improve participant understanding and reduce decisional conflict? And _
is the SWAT methodology feasible? We conducted a pilot study to find out. Conclusions:

* Arandomized controlled SWAT testing plain language
key information on understanding and decisional conflict
Is feasible but will require a large-scale clinical trial.

* As this was a small pilot, significant differences between
groups could not be detected.

Methods: The study was embedded within an actively recruiting clinical trial.
Participants randomized to the intervention group received standard key
information, plus an easy-to-read version. Participants in the control group
received standard key information alone. After making their informed consent » Based on feedback from a stakeholder advisory group,
decision, participants received the SWAT survey. we plan on strengthening the intervention with plain
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