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Attribution 
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Hospital and Harvard (MRCT Center) maintains the copyright to this 
presentation. 

 

For any use or distribution, each slide must have the designation  

“© MRCT Center” and be appropriately referenced. 
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The Problem  

 

Research on informed consent shows that many clinical trial  
participants do not fully understand what they are agreeing to when 
signing informed consent documents.  

 

Creating assent forms and processes that children can understand can be 
even more challenging.  
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The Solution  

As this demographic has significant limitations regarding literacy and 
health literacy, Eli Lilly and Company (Lilly) set out to rewrite and redesign 
two current assent form templates and the processes to use them so that 
they would be easy-to-use and easy-to-understand. 

 

• One assent template was intended for younger children ages 7–11.             

• The second assent template was intended for older children ages 12–16.  
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The Objectives  

• The original and revised versions of two Child Assent Templates were 
assessed and tested with the target population. 

• The goal of this research was to improve document usability 
and understandability using best practices in health communication 
and health literacy. 

• New assent templates were to be compatible with paper or digital use. 
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Internal Lilly Partners 

 

• Health Literacy Team 

• Global ICF Team 

• Global Pediatric Capabilities 

• Pediatric Steering Committee 

• Parent Volunteer Group 
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External Collaborators 

 

• Pediatric CPM/CTM Forum 

• Reproductive, Pregnancy & Pediatrics Safety Advisory Committee 

• Health Research for Action (HRA), a center in the School of Public 
Health at UC Berkeley 

• iCAN Youth Advisory Groups (iCAN) – US, Scotland, England 

 
.  
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The Methods – Part 1 

• Writing the original Child Assent Templates (Lilly) 

• Assessing the original Child Assent Templates using: 

• The Suitability Assessment of Materials (SAM), a validated tool to evaluate the 
appropriateness of materials for readers with low literacy levels (HRA) 

 

 

 

 

• Revising the documents (within perceived IRB constraints) for improved health 
literacy (HRA and Lilly) 
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The Methods – Part 2 

• Assessing the revised documents via: 

• Usability Tests (qualitative scripted and structured interviews) of          
6 healthy children to identify areas of confusion (HRA) 

• Focus group feedback from 3 youth advisory groups (iCAN) 

• Revising the document based on usability tests and youth advisory group 
feedback (HRA and Lilly) 

• Assessing the final documents using the SAM (HRA) 

• Providing recommendations for improving Child Assent Templates from a 
health literacy perspective (HRA) 
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The Results 
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CTTI is a US public private partnership committed to improving clinical trials.  Among its participants are the FDA, SACHRP, etc…  As a result, the outcomes are national recommendations that align with trends and federal requirements. Although CTTI does not have specific assent recommendations, they do have informed consent recommendations (some of which applies for assents).  So at the time of developing our health literate assents, we felt that aligning with CTTI ensured that we were in the forefront of driving improvement.   

CTTI is a US public private partnership committed 
to improving clinical trials via recommendations 
that align with trends and federal requirements. 
The health literate assents were developed to be in 
alignment with CTTI informed consent guidance. 



Before After 
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Younger Child Assent 



Before After 
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Older Child Assent 



Lessons Learned 

• Youth appreciated the effort to structure the assent in ways they could 
read and understand the information. 

• Colorful photographs and images helped to make the assent less 
intimidating and provided natural breaks in reading that aid 
comprehension. 

• Youth thought it was very important to understand who will benefit 
from the study. 

• Youth wanted to know what to expect if they choose to participate 
including what will happen and how often. 

• Youth wanted to be thanked for considering participation even if they 
decline a study.  
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Recommendations 

 

When developing pediatric clinical trial materials: 

 

• Integrate health literacy principles 

• Assess readability with the SAM (or other validated tool) 

• Conduct usability testing with Youth Advisory Groups 
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Suitability Assessment of Materials (SAM) 

http://aspiruslibrary.org/literacy/sam.pdf 

 

MRCT Center Health Literacy in Clinical Research Consent Information  

https://mrctcenter.org/health-literacy/trail-life-cycle/overview/consent/ 

 

MRCT Center Health Literacy in Clinical Research “Tools” 

https://mrctcenter.org/health-literacy/tools/overview/  

Links & Resources 
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