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What we’ll cover…

• The “Why”

• Overview of changes
• Protocol

• Consent

• Important reminders and tips

• Future expectations
• Adoption date

• Changes are coming!
• Same functionalities, formats

• Similar expectations

• Customized scope

• Updates will keep investigator 
feedback in mind
• Thank you to those who 

completed the Behavioral 
Research Survey!

…But what about my research?



Why?

Minimize 
redundancies

Cleaner final 
products

Save time + 
effort



Why?

Clarify 
requirements

New + expanded 
considerations

Illuminate 
next steps



Protocol Highlights
Biomedical Template Update



Protocol updates: What to expect

• Template Instructions
• Instructional overview on page 1
• Orange instructional text in each section, delete as 

sections are completed
• Improved formatting, links, examples

• Protocol sections and details 
• Organized into tables, questionnaires, and narrative 

boxes
• Protocol information goes into white text boxes and 

sections
• Removed protocol checklist

? Yes       No.



Reduce Redundancy: Dynamic text fields



Time + Effort: Questionnaires + inventories

Questionnaires and 
Inventories quickly collect 
relevant, high-level details.

Investigators only need to 
address the details relevant to 
their study in the related 
narrative box. 



Clean-up: Summary + narrative boxes

Summary boxes 
collect key details 
with minimal text

Narratives boxes 
expand on key info + 
study specific details

Protocol section 
title and instructions



Expanded + new considerations: Overview

Protocol questionnaires:

• AI/ML in research

• Identifiable data use and storage
• OIT Security Review

• Data and Safety Monitoring Plan

Improved section instructions:

• Compensation considerations
• Managing compensation and 

withdrawals for “bot” and 
insincere responses

• Populations and Enrollment
• Special population requirements

• Inclusion/Exclusion details



Expanded considerations

Artificial Intelligence and 
Machine Learning

Questionnaire informed by subject 
matter experts on AI/ML research.

Responses inform scope of IRB, OIT 
reviews and FDA applicability.



Clarified requirements: Data monitoring

Data Monitoring Requirements 
Assessment

DSM Questionnaire has been 
integrated into the protocol template

Clear questions allow for easier 
determination of monitoring 
requirements

No more DSM questionnaire to 
upload!



Clarified requirements: DSM Tables

Data Safety Monitoring 
(DSM) Tables

DSM Tables remain as a separate 
document, to be inserted into 
the protocol

Frequency sections are pre-filled, 
high complexity requirements 
still vary based on study status.



Clarified requirements: DSM Tables

Data Safety Monitoring 
Requirements

Reduced to two tables:

1. High Complexity: Categories 
A and B have been combined
• Key difference: compliance 

monitoring



Clarified requirements: DSM Tables

Data Safety Monitoring 
Requirements

Reduced to two tables:

1. High Complexity: Categories 
A and B have been combined
• Key difference: compliance 

monitoring

2. Medium Complexity



Clarifying next steps

Updated instructions and 
question boxes tell teams…

When ancillary reviews are 
required (OIT Security, Biosafety)

Which eIRB submission 
questions relate to their protocol 
responses

When additional documentation 
and checklists are required



Consent Highlights
Biomedical Template Update



Consent form updates: What to expect

• Shifting to embedded instructional text 
• Instructions are in blue italics
• Minimized document comments and highlights
• “Remove if...”

• Updated formatting, organization
• Simplified tables for Key Points summary and study details
• Accessible font sizes, clearer lay friendly language
• Removed consent checklist

• One biomedical template across institutions (Children’s, Grady, etc.)

• Facility-specific and modular template language included
• Change Emory to “Emory and XYZ” throughout the document



Look for blue text 
throughout the entire 
consent document. 

Blue text provides prompts, 
instructions, and examples.

Embedded Instructional Text



Look for blue text 
throughout the entire 
consent document. 

Before finalizing, “correct” 
all formatting and grammar 
for consistency.

Blue text provides prompts, 
instructions, and examples.

Embedded Instructional Text



Reminder: Deleting Comments



Updated formatting: Sections and Headings

Document styles and 
headings are 
integrated throughout

Section titles are bold,
Sub-sections are 
underlined

Improves readability and 
accessibility for 
participants, and document 
editors!



Updated formatting: Sections and Headings



One Template for all facilities

• Grady and Children’s specific statements embedded throughout the 
consent form

• Insert the applicable facilities wherever “Emory” is referenced
• Example: “Emory and Children’s Healthcare of Atlanta”

• Note: additional review requirements still apply
• ERD review for Saint Joseph's and Johns Creek

• ROC review for Grady



Pro Tip: Find + Replace in the Navigation Pane

To find a word or phrase: 

• Type in the word you want to find 
and select “Results”



Pro Tip: Find + Replace in the Navigation Pane

To replace: 

• Select the drop-down 
carrot and select “Replace”



Pro Tip: Find + Replace in the Navigation Pane

To replace: 

• Select the drop-down 
carrot and select “Replace”

• Enter the word you want to 
find and the phrase you 
want to replace the word 
with

• Select “Replace All”



Important changes and reminders

• Injury Language
• Consolidated into two options 

• Selection now based on the funding sources

• Cost Language
• Now limited to options 2 and 3 

• “No cost” language only applies when no billables and research is limited to 
survey/interview procedures or services outside of the clinical space 

• Reminder: Do not modify the language in these sections!



What’s next?
Requirements, changes, and things in the pipeline



Looking forward…

Biomedical studies

• Template adoption date: 
October 1, 2024

• Studies created in eIRB before Oct 1 
may be approved with the most 
recent template
• Protocol: 01/2023

• Consent: 10/2022

• Ideally, all studies in progress should 
use the updated templates

Future changes are coming

• Iterative changes based on feedback, 
early experiences
• Example: Sub-study guidance

• Email irb@emory.edu with the subject 
“Template Feedback”

• Other templates to be released soon!
• IRB Email Blast notification

• Always check the IRB website

mailto:irb@emory.edu


Questions? Comments?
Please let us know what you think of this webinar!
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