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A. INTRODUCTION 

This brief summary report is the product of an AEREO led effort to describe how HRPPs are addressing 
the new requirement that investigators include key information in their consent forms.  What follows is 
a Background section noting the sources HRPPs have drawn Methods, Findings and Summary. 

B. BACKGROUND 

From CFR: “Except for broad consent obtained in accordance with paragraph (d) of this section: (i) 
Informed consent must begin with a concise and focused presentation of the key information that is 
most likely to assist a prospective subject or legally authorized representative in understanding the 
reasons why one might or might not want to participate in the research. This part of the informed 
consent must be organized and presented in a way that facilitates comprehension.” (Section 116. 5(i), FR 
p. Vol. 82, No. 12, p. 7265)  

From preamble: “In general, we would expect that to satisfy §ll.116(a)(5)(i), the beginning of an 
informed consent would include a concise explanation of the following: (1) the fact that consent is being 
sought for research and that participation is voluntary; (2) the purposes of the research, the expected 
duration of the prospective subject’s participation, and the procedures to be followed in the research; 
(3) the reasonably foreseeable risks or discomforts to the prospective subject; (4) the benefits to the 
prospective subject or to others that may reasonably be expected from the research; and (5) 
appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the 
prospective subject. As a general matter, a brief description of these five factors would encompass the 
key information most likely to assist a reasonable person (or legally authorized representative) in 
understanding the reasons why one might or might not want to participate in research, as required by § 
ll.116(a)(5)(i) and § ll.116(a)(4).” (FR p. Vol. 82, No. 12, p. 7214) 

SACHRP Response to Question 2 

“Examples of additional elements of consent or other information that might be key information in 
certain studies include: 
  
• Essential study design elements such as randomization, the use of placebo, crossover design, or 
washout requirements from current effective treatments 
• How the treatment in the trial is similar to or different from the clinical care the subject would receive 
if not in the trial 
• Significant costs that could be incurred as a result of participation 
• Compensation for injury 
• How much time and/or how many research visits are required for participation 
• Payments to subjects 
• Impact on the subject’s future clinical care.  For example, whether use of an experimental intervention 
is likely to make a standard clinical intervention ineffective or unavailable after the study 



• Potential impact on non-participants.  Examples include caregivers, family members, children, partners 
and the public. 
• Post-trial access to the experimental intervention” 
 
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-november-13-
2018/index.html 
 

C. METHODS 

We requested that the 26 AEREO members leading or with easy access to the HRPP at their institution 
to provide templates, guidance and examples.  24 of the 26 responded with materials.  We collected 21 
Templates, 9 Guidance documents and 8 sets of examples.  Two members of the sub-committee 
reviewed each set of documents.  Findings are described below. 

 
D. FINDINGS 

 
1. TEMPLATES 
• In absence of reference to specific categories of information considered key, some HRPPs have 

adopted the items listed in the Preamble to the new Common Rule and drawn from the list of what 
OHRP would expect to satisfy requirement for concise explanation: 

o (1) Voluntary; (2a) Purpose; (2b) Duration; (3) Risks; (4) Benefits; and (5) Alternatives 
• Some have also drawn on SACHRP list of other elements. 
• Some have included elements not on either list. 
• Two additional recommendations (from regs): 

o Share information about why one might or might not want to participate 
o Present information in a way that facilitates understanding 

Range of Formats: 

1) Comprehensive, fill in the blanks with required language 
2) Provide instructions rather than language 
3) Non-directive, no suggested language (promote creativity) 
4) Other 

 

https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-november-13-2018/index.html
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-november-13-2018/index.html


2. GUIDANCE 

Key messages included: 

• Goal is to present information re: why subject may or may not want to participate 

• Emphasis on creativity 

• Need to tailor to study 

• Focus on 5 domains 

• Some note application to only Federally Funded/VA Sponsored vs. all consent forms 

Length of guidance 

 Long 

 Medium 

 Brief 

• No need to repeat in consent form, no need to provide key information is consent form itself is 
short. 
 

3. EXAMPLES (see pages to follow) 

About 1/3 of our sample (n=10) include examples 

 In three cases, they use the same set of three, ABC-123 examples from Duke 
https://irb.duhs.duke.edu/forms/duhs-sample-consent 

E. Summary 
• Most AEREO participating institution are providing templates, but templates vary significantly in 

format and content. 
• Wide variation in how directive the materials are regarding what do include (versus encouraging 

creativity)  
  

https://irb.duhs.duke.edu/forms/duhs-sample-consent
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