
eRegulatory Evaluation Checklist Florencehc.com

Selecting and Evaluating an 
eRegulatory Solution
A checklist for evaluating eRegulatory solutions for 
clinical trial offices.



Complete eRegulatory 
Evaluation Checklist

As you begin to evaluate and plan for eRegulatory it is important to have a strong understanding 
of the capabilities you require. Every platform is unique, however, there are essential assets you 
should look for that will enable you to fully realize the benefits of a centralized, purpose-built 
solution.

This checklist is designed to give you the tools you need to ask the right questions of potential 
eRegulatory solutions.
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Security and Compliance

Capability Florence Other

21 CFR Part 11 Compliance - Electronic records are managed in a 
validated system to ensure records are stored and maintained by 
ALCOA standards and are ready for retrieval in human readable 
form and electronic form. Access to records can be limited by 
individual and by level of access.

21 CFR Part 11 Compliance - Audit trails are secure, time-stamped, 
and capture all actions performed around records, including but 
not limited to creation, modification, deletion, signature. Actions 
taken are recorded by date and time performed, specific action 
performed, user who performed the action, and reason of the 
action, if applicable. Audit trails are indelible and computer-
generated.

21 CFR Part 11 Compliance - Electronic signatures are include 
printed name of signer, date and time of signature, and reason 
associated with the signature, including review, approval, 
authorship, or responsibility. Signatures are viewable by ALCOA 
standards and are linked to the document signed to prevent 
falsification.

HIPAA Compliance – Access controls are set in place to ensure 
individuals each have unique credentials and passwords.

HIPAA Compliance – Appropriate measures are set and 
documented to encrypt data and information at rest in the system 
and in transit into and out of the system.

HIPAA Compliance – Audit trails record who accessed certain 
information, when it was accessed, and if any changes were made 
when accessed.

HIPAA Compliance – Users are issued a notification of breach in 
any case of breached personal information. Policy is documented 
by vendor’s risk management standard operating procedures.
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Document Management

Capability Florence Other

Customized study binder or folder structures can be built as 
standard templates across study types. Templates can be reused 
and modified over time by the customer, and may be configured to 
adhere to reference models, including but not limited to DIA TMF 
and NCI-NIH.

Binder and folder structures are preserved upon study archival.

Placeholders can be created and held for any specific documents. 
Due dates and naming conventions can be set for documents prior 
to upload.

Documents can be uploaded into any binder, folder, or 
placeholder via uploading computer files, dragging and dropping, 
scanning, and emailing.

Documents can be stored and managed in one central location 
and linked to multiple studies at one time for instant access. Any 
updates or modifications to the central document automatically 
updates all linked documents.

Access can be granted by study, down to a specific folder or 
document level. Permissions can be limited around what a user or 
role has the ability to do on the items accessible.

Tasks can be assigned to one or multiple team members around 
specific documents or as general action items. Details on the steps 
required and a completion date can be provided. The assigner 
and assignees can communicate about task status within the task 
manager to eliminate email back-and-forth, and status reports can 
be run.

Fillable PDF forms can be stored and completed as document 
templates. Fillable fields can include text fields, checkboxes, 
and signature lines. Forms can be saved as editable drafts or 
templates for later use.

Form field validation requires certain fields to be completed prior 
to form finalization or signature.

Document annotation tools such as redaction, highlighting, and 
timestamping allow for document review and commenting.



Document Management (cont.)

Capability Florence Other

Version control and management enables document version 
tracking as edits are made or new versions are uploaded.

Document tagging and reporting allow for quality control and 
assurance teams to review and approve documents prior to next 
steps.

Request, track, and complete electronic signatures. Signature 
requests can be submitted to one or multiple team members via 
direct email links to allow the signer to acknowledge, review, or 
approve per 21 CFR Part 11 requirements.
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Project Management

Capability Florence Other

Flexible design enabling custom study setup, including but not 
limited to binder structures, SOPs, file types, roles, permissions, 
and naming conventions.

Programmable project workstreams incorporate projected due 
dates, required deliverables (such as startup tasks or documents), 
and reports displaying real-time progress.

Study projects can be built as standard templates to create 
repeatable timelines and metrics tracked over time.

A programmable dashboard incorporates project templates and 
allows for custom timeline and metric tracking across studies and 
sites.
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Access Control

Capability Florence Other

Single sign-on authentication can be configured to allow users to 
login with their organization-provided credentials.

Permissions and roles are editable and owned by the organization 
administrators, not the vendor.

Access can be granted to entire studies, down to single document 
level.

User access is role-based, and roles are determined by their 
delegated responsibilities.

User permissions can be controlled by what their role dictates. All 
system features can be turned on and off depending on what each 
role requires.

Permission overview reports can be generated in order to audit 
existing roles and user assignments.

Audit trails capture all role changes, permission modifications, and 
user assignments.

Monitor and Auditor Access

Capability Florence Other

Sponsor monitors can be provided remote access to only their 
respective study. Permission can be limited to a read-only role, or 
whatever the organization deems appropriate.

Monitors and auditors can be given the ability to download 
documents if needed.

Permission controls allow organization administrators to grant 
timed access to monitors and auditors. Access will be turned on 
and off automatically during the period of allowed access.

Audit trail reports can be run to filter and track a monitor or 
auditor’s activity while in the system.



eSignatures

Capability Florence Other

eSignatures are in full compliance with 21 CFR Part 11 
requirements. Signatures record includes signer’s printed name, 
date and timestamp of executed signature, and meaning/reason 
for signature.

Signer is able to specify reason for signature as acknowledgment, 
approve, review, authorship, responsibility, or certified copy.

eSignatures are digitally linked to the respective electronic 
record to ensure that signatures cannot be falsified or transferred 
between documents

eSignatures can be placed physically on a document signature 
line. Signature lines can be highlighted to inform the signer on 
where to place their signature.

eSignatures can be placed on an addendum log page to eliminate 
the need to complete a separate paper log. Addendum pages can 
be used to capture multiple signers on multiple versions over the 
life of a document.

eSignature can be used to certify a digital copy from its original 
paper copy. SOP language is included to attest that the signer 
agrees that the digital version is a legal binding, equivalent copy of 
the original.

Signers have the ability to “decline to sign” a document requested 
of their signature. The signer must state the reason for declining. 
The reason is captured in the audit trail, and the individual who 
requested the signature is notified immediately of the action and 
reason for declining.
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Implementation and Support

Capability Florence Other

Standard implementation support includes custom workflow and 
process design, SOP development consultations, binder structure 
setup, role and permission configuration, and customized training.

Integration and technical implementation support include 
configuration support and engineering hours.

Customer validation process is set in place with support from 
vendor.

Customer support includes immediate chat, phone, and email 
support.

All customers are given access to a 24/7 help desk including 
access to a library of feature and role-specific training videos and 
tutorials, ticketing, knowledge database, and forums.

Vendor SOPs ensure changes to the system are documented in 
accordance with approved change-control procedures.

Vendor has disaster recovery, risk management, and business 
continuity procedures and SOPs in place.

Alerts and Reporting

Capability Florence Other

Study or site level report summaries display real-time data, 
including existing document inventories, missing documents, due 
and/or expiring documents, and pending signatures and tasks.

Document statuses and action item progress reports can be run 
across studies or sites to gain insight into upcoming priorities, 
potential study bottlenecks, and team member response and 
completion times. 

Customizable email alerts can be set to notify users of eSignature 
requests, task assignments, study announcements, and upcoming 
document updates. Alerts can be customized by content and 
frequency.

Email notifications include a direct link sending the user exactly to 
where the work needs to be done.

Reminders can be sent to users to alert them of outstanding or 
pending action items.
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Integrations and Connectivity

Capability Florence Other

System captures email correspondence and attachments directly 
from Outlook and other email clients for easy Correspondence 
Binder management.

Direct EHR/EMR connection eliminates shadow charts by allowing 
users to print electronic records directly into a specific patient’s 
study folder in the system. Patient records are encrypted in transit 
and at rest. Redaction tools allow the redaction of PHI to adhere to 
HIPAA and organization SOPs.

Fillable forms allow direct entry into electronic case report forms 
(eCRF) to capture patient eSource data at bedside, eliminating the 
need for paper to electronic transcription.

Integration with a CTMS allows for seamless study startup, 
eliminates duplicate effort across systems, and exchanges study 
and document status for reporting purposes.

Document preview allows document linking from the system 
into the CTMS. Users in the CTMS can view certain documents 
within the CTMS that are being stored and managed in eBinders, 
ensuring up-to-date versions at all times.

The system employs an open API for integration to third party 
systems. A software development kit (SDK) is available to 
customers looking to connect the system with one of their own 
already in use.



Next Steps

Discuss what eRegulatory will look like at your clinical trial site 
with the Florence team, and why 4,500+ Investigators trust 
Florence eBinders.

• Uncover workflows and bottlenecks that will be solved with a 
purpose built eRegulatory solution.

• Receive a custom ROI analysis.
• Plan a personalized roadmap to eRegulatory for your site.
• Review case studies of how eRegulatory has transformed 

similar organizations.
• Participate in an interactive demo of Florence eBinders.

Email us:
FlorenceTeam@Florencehc.com

Visit our Site
florencehc.com/learnmore
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