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Introduction

Release Notes Overview

Medrio’s R42.9 release is nearly here! The release notes below are intended to
provide you with specific details on each of the updates, including an in-depth
feature description, why the update was implemented, how to use the update, and
the impact on existing and future studies.

Release Preparation
There is no webinar for this release. For all information related to R42.9, visit the
Medrio Community at: Release Notes.

If you have any questions or require assistance accessing the Medrio Community,
please submit a support ticket by clicking Help > Contact Us > Submit a Ticket in
Medrio.

What's New:

The R42.9 minor release includes updates to Medrio CDMS/EDC and eCOA/ePRO.
CDMS/EDC updates strengthen study build efficiency, improve audit readiness, and
enhance data traceability. eCOA/ePRO updates improve participant experiences.

Continue reading below for specific details regarding R42.9 changes.

Note: Fixed and Resolved Issues will be posted on 2025-07-14 to the Medrio Community.
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Medrio EDC

Monitoring Ul Update

Description: The monitoring configuration page has been updated with a new user
interface for selecting the forms and variables that are required for monitoring.

Subject Status

Rules Disables Previous: None v

Bulk Upload Require eSignature: ()

Randomization Signing Statement: )
Deployment Allow partial approval:

Allow Open Queries:

Allow Edit Form: None v
Roles: Select Roles (1 Selected)
Required Excluded Variables

Demographics ® o m
Labs ® [e] D’

Forms: Adverse Events ® 9} “
Inclusion Exclusion ® (e} D’
Medications ® (e] Z
Visit Information O @® D’

Targeted Monitoring: ~ Set Quota

Step: Form Signed

Note: Remember to ‘Save' any changes to Variables before switching to another Form or Visit via the dropdown. Otherwise, changes to the
currently selected Form or Visit will be lost.

Form: Adverse Events v

@® Apply toAll Visits ® O Configure Individual Visits ®

Variables Required Optional
i
Action Taken ® (e]
ADEVYN ® o
Clinical Qutcome ® o
Date of Onset ® [e]
Date of Resolution ® (e]
Event Severity ® o
Serious (yes/no) ® 0]
Sign/Symptom (text) ® o
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Context: This update is in preparation for future monitoring enhancements.

Activation: No action needed - this feature is turned on automatically for all new
and existing studies.

Product Availability Risk
EDC: Monitoring Ul Available for existing Low - this is simply a Ul update to
studies and studies prepare for future enhancements

provisioned after release | to monitoring.
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Log In - Provide the Ability to Display a Customer Agreement
upon Log In to Medrio

Description: When Medrio updates our End-User License Agreement (EULA), users
will now be prompted to agree to the latest version of the EULA before they can
continue using Medrio. To make viewing the agreement easier, we have also added
a User Agreement option to the Help menu.

@ Updated User Agreement
We have updated the user agreement terms. Please review the below terms and click on the ‘Agree & Accept’
button at the top to continue using the application.

MEDRIO CLICK-THROUGH TERMS (Log-In/Users and Evaluation Use)

Last Modified: December 17, 2025

BY CLICKING "Il ACCEPT,” YOU AGREE TO THE FOLLOWING TERMS OF USE ("AGREEMENT") GOVERNING YOUR USE OF
MEDRIO, INC.'S ONLINE SERVICE (THE "SERVICES”).

1. Log-In Information. Medrio, Inc. ("Medrio”) will provide access to the Services via a browser interface, which may
only be viewed once you log in. You are responsible for maintaining the confidentiality and security of the log-in ID and
password provided (the “Log-In Information”), and shall be fully responsible for all activities that occur as the result of
access using the Log-In Information. You agree to notify Medrio at security@medrio.com of any actual or suspected
unauthorized use of your Log-Information or similar breach of security.

2. Proprietary Rights. You agree that you have been granted only the right to use the Services, and do not acquire any
rights of ownership whatsoever in or to the Services, or any technology used to provide the Services. All rights, title,
and interest in and to the Services and to the material on the Medric Web site, including without limitation all
intellectual property rights therein, shall at all times exclusively remain with Medrio. All rights not expressly granted
under this Agreement are reserved to Medrio and its licensors.

3. Restrictions on Use. The software used to provide the Services shall be installed, accessed and maintained only by

Context: Previously, Medrio had no way of updating our EULA without a code
change.

Activation: No action needed - this is automatically enabled for new and existing
studies.
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Product Availability Risk
EDC: EULA Available for existing Low - this simply asks the
studies and studies customer to agree to terms for
provisioned after release | using Medrio.
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Add Study Title to User Audits

Description: The User Audit Log that can be downloaded via User Administration in
the Manage tab now includes the Study Title in the file name and in a new Study
Title column in the audit log.

Context: The study title was previously missing from the User Audit Log, making it
difficult to pinpoint which study the User Audit Log was downloaded from.

Activation: No action needed - this is automatically enabled for new and existing

studies.
Product Availability Risk
EDC: User Audit Log Available for existing Low - this feature simply adds the

studies and studies study title to the data and the file
provisioned after release | name for the User Audit Log. It
does not touch the actual audit
data.
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Ability to Download Previously Attached Files in Audit Trail

Description: Files that were previously attached to file type variables and were
subsequently replaced by other files can now be downloaded from the form-level
audit logs. The Audit entry for each file now includes the file name, which is linked
to the download of the file. You now have a more comprehensive document history
for any file uploads that are versioned or replaced over the course of a study.

Context: Prior to this feature, previously attached files could not be downloaded at
all, preventing auditors from being able to see the history of the attached files. This
feature increases the accessibility of historical data by making previously attached
and then replaced files downloadable. This does not alter existing data but provides
a more complete audit trail and access to prior versions of uploaded files.

Activation: No action needed - this is automatically enabled for new and existing

studies.
Product Availability Risk
EDC: Audit Log Available for existing Low - this feature provides access
studies and studies to previously existing files that

provisioned after release [ were already stored. It's not
modifying current data or how
new data is captured. It's a
read/download operation on
historical versions.
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Medrio ePRO

Localization - Danish Language

Description: Danish is now available for language selection in the participant portal
and in the Add New Subject Information pop-up box.

The elements that display in Danish include:

Navigation buttons

Web page text

Action buttons and other translated non-configurable Ul elements (both on
the remote and in-clinic pages)

Context: Participants were unable to complete ePROs in the Danish language.

Activation: No action needed - the feature is automatically available for studies

using ePRO.
Product Availability Risk
ePRO: Localization Available for existing Low - this adds the ability to
studies and studies display system labels, buttons,
provisioned after release [ and messages in the local

language.
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