\/ Sample text that can be used to justify
CONSENT changes to IRB Key Information

TOOLS Templates

What is the purpose of this document?

Below we provide sample text that you can use in IRB applications or with Sponsors to provide
the rationale for, and help justify, the changes we recommend you make to Key Information.
This may be especially helpful if the changes deviate from templates provided by IRBs or
Sponsors. We have included key references from the literature supporting these practices.

How can | use the text you provide?

You can use the text to support IRB applications or to justify to Sponsors the rationale for
making changes to Key Information. For instance, you could use the text below in the
“Background”, “Rationale”, or “Protocol” sections of the IRB application to justify the use of
evidence-based communication strategies, such as formatting and plain language, in your Key
Information. IRB applications may ask for relevant references, which we have also provided.
This information can also be used for Sponsors to justify the rationale for changing Key
Information, or other individuals or bodies who require further information on the practices.

Please note, most IRB and Sponsor templates specify what to include in Key Information. If your
IRB or Sponsor has provided you with a template, we recommend that you present the
information they require, while incorporating our tips on plain language and formatting.

You have permission to use the text below verbatim,
or to adapt it as needed for your purposes.

Suggested text and references to support changes to Key

Information that are recommended in the Consent Practices Study

The revised (2018) federal regulations for the protection of human subjects (45CFR46)
state that informed consent must begin with a “concise and focused presentation” of the key
information that is most likely to assist a research participant in understanding the “reasons
why one might or might not want to participate in the research.” The key information must
be organized and presented in a way that facilitates comprehension.” 2

We have included all of the key information recommendations in the IRB template [we
recommend you ensure required information is included], while adopting evidence-based
communication best practices including [insert relevant practices you have utilized: plain
language, formatting, bullets, increased white space] to maximize understanding of
information 3 These practices make it easier for participants to understand and retain
key information.

Improving the consent process using these techniques enhances respect for autonomy
and ethical protections of research participants.” These communication best practices help
meet the recommendations of federal agencies including the National Institutes of Health
(NIH), Centers for Disease Control (CDC), and the Centers for Medicare and Medicaid
Services (CMS).811
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