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This document includes high-level information about key changes in this release. Note that this is not a
comprehensive list of all changes made in the release; instead, we've focused on new features that are available
and other changes that might impact users.

In this release, we've introduced the following changes:

Submission Forms

Investigational/Research Locations and Subject Recruitment Form Updates

The Investigational/Research Locations and Subject Recruitment submission form section for initial site
submissions and initial protocol submissions has been updated to streamline the submission process. (CRB-
32060)

Mobile Application Details Form Updates

The Mobile Application Details submission form section for initial single- and multi-site protocol submissions
has been updated to provide instructions on how to access the FDA Exempt Regulation guidance document on
the Reference Materials page. (CRB-32087)

Humanitarian Use Device (HUD) Form Updates

The following submission form sections for humanitarian use device (HUD) submissions have been updated to
streamline the submission process (CRB-32316, CRB-32504):

e Document Upload Page (HUD) and Start of Application - Humanitarian Use Device (HUD) [for initial site
submissions and initial single- and multi-site protocol submissions]

e Create Humanitarian Use Device (HUD) and Protocol Information — Humanitarian Use Device (HUD) [for
initial single- and multi-site protocol submissions]

Sites Affected by this Modification Form Updates

The Sites Affected by this Modification submission form section for multi-site protocol modification
submissions has been updated to streamline the selection of affected sites. (CRB-32496)

Change of Principal Investigator Form Updates
The Change of Principal Investigator submission form section for site modification submissions and single-site

protocol modification submissions has been updated to provide current training options and streamline the
submission process. (CRB-32530)



Regulatory Inspection Information Form Updates

The Regulatory Inspection Information submission form section for initial site submissions and initial single-site
protocol submissions has been updated to provide more visual contrast between new and existing regulatory
inspection records, clearly display start and end dates of listed inspections, and streamline the submission
process. (CRB-32534)

Submission Workflow
Automatic Scroll to First Activity Error

When a user tries to submit a submission activity containing errors (such as missing required fields), the system
now automatically scrolls to the first field with an error. (CRB-32021)
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