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Release Summary

eBinders - R88.0.0 (Major release)

Document Management Enhancements:

Our latest release enhances your document management experience. Users will now have the
ability to copy text directly from documents inside of Florence. In addition, users can also use a
new strikeout feature to strike through outdated or inaccurate information. The extended
expiration date limit allows you to enter dates further back than two years, supporting better
historical record-keeping and regulatory compliance. Additionally, a new document date field
ensures your metadata aligns seamlessly with regulatory systems and eTMF integration,
providing more accurate tracking and management.

Study Roles and DOA Log Improvements:

Our new features are designed to improve your study management experience. You can now
quickly find and manage study roles, enhancing navigation and efficiency. The bulk upload
feature allows you to import multiple roles and responsibilities via Excel, saving you valuable
time. Additionally, entry validation in the dropdown fields of eLog templates ensures accuracy
and prevents duplicate entries, streamlining your logging process. Lastly, with the improved
view-only mode for Study Profiles, users can access information they need without having the
permission to make changes to existing Study Profiles.

Reporting Updates:
Monitor Review Module (MRM) status has been added to the Documents Overview All report.

Users can leverage this report to easily track document statuses and quickly identify documents
that need further attention.
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eBinders

What’s New

Search Capability for Study Roles

Users can now quickly locate the exact study roles they need, enhancing workflow efficiency.
Search for roles in DOA logs, study profiles, automation modals, and role management screens.
The result is a streamlined study role management process, enabling users to access relevant
information more quickly.

Study Roles
Clinical Research Associate -
Conne

Clinical Research Coordinator
Clinical Trial Manager
Data Coordinator

+ADDS  Deputy Investigator

Ethics Committee/Institutional Review Board

BACK Jakob Esparza

Lab Technician

Bulk Upload of Study Roles and responsibilities

This new feature saves you time by allowing bulk uploads of study roles and responsibilities
using an Excel template. It simplifies adding multiple roles and responsibilities in a single action
during study role management or responsibilities entry.
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Import Study Responsibilities

Please upload your Excel file here. The system will then display the study responsibilities and identify any errors.
Correct any errors in the Excel file and re-upload it for verification.

& Download Excel File structure

Import Excel File

B doa-log-template-responsibilities xisx x

Review Study Responsibilities

HName

Assess AE and SAEs

Determine eligibility

Dispense IP

Manage essential documents
Perform |P accountability
Perform laboratory assessments

Perform medical assessments

CANCEL IMPORT

Copy Text Functionality in the Document Viewer

This feature enhances usability by making it easy to extract text from documents with just a
click. When highlighting text, a copy icon will automatically appear on the document allowing the
user to copy the text to their clipboard.
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<Protocol Title> Version <x.x>
Protocol <#> <DD Month YYYY>

STATEMENT OF COMPLIANCE
Provide a statement that the trial will be conducted in compliance with the protocol, International

Conference on Harmonisation Good Clinical Practice (ICH GCP) and applicable state, local and federal
regulatory requirements. Each engaged institution must have a current Federal-Wide Assurance (FWA)
issued by the Office for Human Research Protections (OHRP) and must provide this protocol and the
associated informed consent documents and recruitment materials for review and approval by an
appropriate Institutional Review Board (IRB) or Ethics Committee (EC) registered with OHRP. Any
amendments to the protocol or consent materials must also be approved before implementation. Select
one of the two statements below*

(1) [The trial will be carried out in accordan Sk International Conference on Harmonisation
Good Clinical Practice (ICH GCP) and the fing:

* United States (US) Code of Federal mions (CFR) applicable to clinical studies (45 CFR
Part 46, 21 CFR Part 50, 21 CFR Part 56, 21 CFR Part 312, and/or 21 CFR Part 812)

Strikeout Text Functionality in the Document Viewer

This feature allows reviewers to easily mark obsolete or invalid information in documents while
maintaining traceability. The strikeout functionality is available in the annotations menu and is
available for all supported document types.

[D @ 138% v @ @ @ Annotate v Clear All Q
El O T A ™ Ay A A A © 0.4
<Title>

Protocol Number: < Number>

National Clinical Trial (NCT) Identified Number: <Number, if available>
Principal Investigator: < Principal investigator>

<IND/IDE> Sponsor: <Sponsor name, if applicable>

Document Date Field

This feature enhances compliance and data integrity by allowing users to specify the document
date, ensuring alignment with eTMF system requirements. The Document Date field is available
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via the Actions drop-down menu from the folder view or in the left-hand Document Details
section in the document view. The new permission, Manage Document Date, is required to be
able to update Document Dates.

Set Document Date x

*&% Premium Team / & Erin Gainey Test Binder /E= 1. 3rd Party Contracts, Vendor Contracts

Document Name Select Date Remove Date

Protocol 123 01-Feb-2025 REMOVE DATE

The date you select is connected to the Team's Time Zone and will not automatically convert if you or someone else is in a

different time zone. It is important to keep this in mind when setting a document date.
CANCEL SAVE

Extended Expiration Date Limit

The expiration date feature has been updated and can now be set beyond two years in the past.
This update ensures compliance with regulatory requirements and supports accurate historical
record-keeping for older studies and documents.

eLog Up-version Logic

This enhancement optimizes versioning logic in eLogs and DOA logs, ensuring that entries are
only up-versioned when existing data is modified. Users can now add data to previously empty
fields without triggering a new version, which prevents unnecessary signature removals and
reduces administrative effort. This improvement streamlines workflow efficiency, enhances data
integrity, and supports compliance, making it easier to manage and maintain accurate records.
For example:

Scenario 1:
(1) Log entry field name: [Team Member] Before: John Williams; After: (no change)
(2) Log entry field name: [Start Date] Before: 01JAN2024; After: (no change)
(3) Log entry field name: [End Date] Before: (empty); After: 01DEC2024
Up-version = NO, only the third field was updated from an non-populated field.

Scenario 2:
(1) Log entry field name: [Team Member] Before: John Williams; After: (no change)
(2) Log entry field name: [Start Date] Before: 01JAN2024; After: 02JAN2024
(3) Log entry field name: [End Date] Before: (empty); After: 01DEC2024
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Up-version = YES, the existing entry in the second data field [Start Date] was modified
prompting the system to create V2 of the log row.

View Mode for Study Profiles

Users with the View Study Profiles permission will now be able to view all study profiles and the
associated information. This view-only permission ensures users have access to the information
they need without the ability to create new study profiles or edit existing study profiles.

Study Profile Information in Hover Tooltip

The Study Profiles tooltip visible by connected binders and folders has been updated to include
all of the required fields added with the Atlanta Release in November 2024. In addition to the
Unique Protocol ID, Nickname, Sponsor, CRO, Device/Drug, and Condition/Disease fields,
users will also be able to see the Study Type and Therapeutic Area when hovering over the
tooltip.

Binders
CREATE BINDER Y erin
Name Count - Last Modified Actions
i : Erin’ Ci ted Sites:
5 Erin Gainey Test Binder UTllque Proto?ollD Erin’s Study onnec ites: 1 ‘ E e
Nickname: Erin Test Study Site Name: Erin’s Site 1127 AM EST

Study Type: Interventional Pl: John Smith
(Medication) Site ID: 001

Sponsor: Placebo Pharma
Therapeutic Areas: Colorectal
Cancer

Display Scheduled Role Access Indicator in Team Members List

This enhancement to user roles in eBinders provides clear visibility into role assignments,
helping teams stay organized and compliant. The new indicator will be visible from the team
members page.

Entry Validation in the Single and Multiselect Dropdown Fields in eLog Templates

This feature helps prevent errors by alerting users when duplicate field names are entered
during setup, ensuring template consistency and reducing rework. It automatically detects and
highlights duplicate entries in multi-select or single-select dropdown fields when creating or
editing eLog or DOA log templates. Conflicting entries are marked with a red border, providing
immediate visual feedback to maintain data accuracy.
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Terms and Conditions Display Improvement

The Terms & Conditions modal will now link directly to the latest Terms & Conditions page to
ensure that all users have access to the most recent version of our Terms & Conditions. New
users logging into eBinders for the first time will be able to view up-to-date information by
clicking the Terms & Conditions link.

Last MRM Status Column in Document Reports

This feature enhances visibility into document approval workflows by adding an MRM status
column to the documents report. Users will be able to filter by documents approved, documents
reviewed, or documents with no MRM status. By providing clear insights into the status of
document workflows, this reporting enhancement helps streamline document tracking, ensuring
a more efficient document oversight.

Type Name Version Location Uploaded by Uploaded Date Last MRM Status Expiration Date
AlLL~ ALL~
Abby Engelberth - -Feb-2025 @ Unselect AlL
Log Abby DOA 1 Erin Gainey Test Binder/14. IP Doc. A‘ bf - n:;:b ‘LZ T, florencehc.cor igwle E35T5 7
abbyengelberth@florencehc.com 3:27 Approved
Shortcut 20 mb duplicated - Shortcut o Milena test binder/2o mb duplicat Mikena 19-Feb-2025 g 4 Reviewed

milena.lazarevic, 550 AM EST

1 No MRM status

.. Miena 19-Feb-2025 @
Document 1 Milena test binder/Testing email fi . N NG MRM Status
- milena.lazarevicaflorencehc.com 311 AMEST
Milena 19-Feb-2025 @
Document 1 Milena test binder/Testing email fi - . - - No MRM status
milena lazarevicaflorencehc.com 3:09 AM EST
SDLC-TOOL-o0:! ia o P . Milena Lazal 18-Feb-2025 @ N 13-Feb-2025 @
Document Certificate 87.0.1docx (1() * Milena test Study for Demo/SDLC. . - zarevicaflorencehc.com 558 AMEST No MRM status 600 PMEST
Milena 14-Feb-2025 @ 31-Dec-196g @
Docu it (paper document) Document name Milena test binder/Col unicatic . - No MRM statu -
ocumen Paper decument ocument name 4 ena test binder/Lommunicatio-  milena lazarevicaflorencehc.com 825 AMEST ° s 6:00 PMEST
14-Feb-2025 @ 31-Dec-1969 @
cu aper document) Document name a test binder/Communicatio.. statu -
Document (pap cument) Document nal 3 Milena test binder/Communicatio. < florencehc.com 822 AMEST No MRM status 500 PM EST
Dzemil Dupljak - 13-Feb-zo025 @
Log tst 500 role 1 dzd first binder/tst 500 role it upak sren-Eozs @ No MRM status

dzemil dupljakaflorencehc.com 532 AMEST

Email Verification for Users Logging in With New Email Method

With SSO email verification, Florence users can now start using new SSO connections without
Florence support and without compromising security. Previously, if there was a need to utilize
new SSO connection users would have to contact Florence support.

This enhancement provides greater flexibility, particularly for users like Monitors who collaborate
across multiple studies with different sponsors or sites, each requiring separate SSO
credentials. By enabling email verification, we ensure a seamless and secure login experience
while accommodating diverse authentication needs.

Lockout email and Password reset email changes

This new lockout email feature enhances security by protecting against unauthorized access
and offering users a secure, self-service method to regain access through the "Forgot
Password" option. The feature is triggered when a user enters the wrong password 10 times
and needs to reset their password. This ensures a seamless and secure login experience,
giving users peace of mind when managing their access.
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Revision History

Document Version Number

Document Revision Date

Summary

3.0 Mar 5, 2025 Revised “Email Verification
for Users Logging in With New
Email Method” section

2.0 Mar 4, 2025 Updated “Display Scheduled
Role Access Indicator in Team
Members List” section for
clarity

1.0 Feb 19,2025 eBinders R88 features
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