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Rationale – Why we did it

The complexity of informed consent forms 
makes it hard for potential study participants 
to make informed decisions .

Office for Human Protection (OHRP) Common Rule* 
requires consent forms begin with concise and focused 
key information help subjects understand why they may 
or may not want to participate in research organized 
and presented to support understanding. 

Why: Research informed 
consent forms are hard to read

* Protection of Human Subjects Regulations, New Common Rule. Vol.  82, No. 12 Fed. Reg, Pg. 7265 (January 19, 2017) 
General Requirements for Informed Consent, §_.117 a.5.i



Aim – What we did

• Develop valid and reliable tool to assess 
readability, understandability, and 
actionability of key information on 
informed consent forms

• Reduce complexity and support research 
informed consent decision-making

What: Develop a tool (checklist) to 
evaluate and reduce complexity of key 

information on informed consent forms 



Methods – How we did it

• Identified criteria for assessment – reviewed 
health literacy and plain language measures 

• Established face and content validity –
selected assessment items through expert review 

• Conducted reliability testing – with study 
coordinators and others familiar with consent

• Conducted end user testing – with study 
participants to obtain evidence of validity

How: Literature review, expert 
validation, rater reliability 

testing, end-user review and 
virtual focus group



Results – What we found
Face and Content Validity 

– Identified 61 criteria for 
assessment items

– Defined 3 constructs of interest: 
readability, understandability, 
and actionability 

– Validated 23 assessment item for 
inclusion on the initial checklist

Defined three constructs of interest: Readability, 
Understandability and Actionability 



Inter-rater Reliability 

– Twenty-four raters applied the tool to key 
information on 10 informed consent forms. Items 
with less then 80% agreement revised or 
eliminated after each round of testing. 

– Eighteen items demonstrated almost perfect 
percent agreement (.88) and substantial 
agreement per Fleiss’ Kappa (Average = .76) and 
Gwet’s AC1 (Average = .77); and almost perfect 
intra-rater percent agreement (Average = .84).

Results – What we found

Percent Agreement per Kappa 

Poor (0), Slight (0.01–0.20), Fair (0.21–0.40), 

Moderate (0.41–0.60), Substantial (0.61–0.80), or 

Almost perfect (0.81–1.0)



Results – What we found

RUAKI predicted reading ease 

confirmed by end users (potential 

study participants) 

Construct Validity 

– Focus group feedback from 16 end users confirmed 
key information scored high (94%) by the tool was 
easier to read than key information scored low (63%)



RUAKI Indicator Score 63% (Before)



RUAKI Indicator Score 94% (After)



Limitations – What we can’t say

• Focused only on small summary section of the informed consent 
document recently added under the final common rule. 

• Consent document key information section cannot be presented 
as a substitute for full informed consent discussion.

• Despite good percent agreement, inter-rater reliability measured 
by Kappa was negative for some items is known problem.

• Study only tested small, convenience sample of key information 
sections (n=10) raters (n=24) and stakeholders (n=16). 



Implications – What we shared



Next Steps – What we do next
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