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Rush University’s Guide to 
eRegulatory and eSource for 
Clinical Trials
Everything Rush University needs to fully understand how 
eRegulatory and eSource will impact your clinical trial operations.



“I feel more prepared to face 
the ever changing landscape 
of research because of our 
relationship and partnership 

with Florence.”

Shifting to eRegulatory and eSource workflows is 
a requirement for clinical trial sites to continue to 
scale and grow their studies.

However, many site leaders are not fully 
prepared for the transition.

With over 4,000 clinical trial sites and sponsors 
now active in Florence eBinders, we have 
compiled this Guide to eRegulatory and eSource 
to assist trial sites in understanding:

• Benefits and ROI
• Compliance with FDA regulations
• Sponsor acceptance
• Selecting an eRegulatory and eSource vendor
• Implementing eRegulatory and eSource
• Ensuring user adoption

This guide is designed as an in-depth overview 
of how eRegulatory and eSource are impacting 
Clinical Trials, and the steps you can take to 
prepare now.

Why This Guide?
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Academic Research 
Center Director



Getting rid of paper isn’t the reason to pursue an eRegulatory 
strategy. Instead, the benefits of eRegulatory are expressed by how 
your team improves once it moves on from paper. The positive 
changes fall into these six categories:

Team specialization: Today’s best organized sites don’t ask their 
coordinators to do it all. Instead they specialize with regulatory, 
contract, and startup project managers. A purpose-built eRegulatory 
and eSource tool allows such specialization to take hold through 
workflows built for each role.

Team location: Allow your team to work remotely, or take on multi-
center research sites—no matter their location. If your solution has 
eSignatures and tasks, location no longer matters.

Efficiency: Save time across document filing, signature requests, 
study tracking, and document review tasks.

Monitoring management: Let your team manage monitor visits on 
your terms. This means controlled access for remote monitoring, and 
a safe place to aggregate EHR records, lab reports and other source 
for monitor access.

Reduced risk of audit findings: Moving from half-paper, half-digital 
processes allows your team to get one version of the truth and 
cut compliance risk. Your admin team can monitor compliance via 
reports, impossible to assemble with spreadsheets and binders.

The Impact of eRegulatory and eSource
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Accelerate Study Startup

    Speed startup tasks, assignments & tracking

    Establish customized  and automated workflows

    Secure your data with permission-based user roles

Simplify Contract Management

    Store all versions of a contract in one place

    Send contract internally and to sponsors securely

Enable Remote Monitoring and Access Control

    Provide instant, secure, access for audits and inspections

    Use computer, phone or tablet for access anywhere

Maintain Part 11 and HIPAA Compliance

    Capture EMR patient charts automatically

    Document events with audit trails

    Rest easy—Accepted by major sponsors

Review and Approve Documents Quickly

    Assign and track electronic signatures

Edit Documents with Confidence

    Redact, edit and capture data

    Boost output with Microsoft Office integration

The Key Benefits of eRegulatory and eSource
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12.5% Increase in
Study Capacity

40% Decrease in  
Document Cycle Time

25% Acceleration of 
Study Startup



“Research sites who fully implement an 
eRegulatory and eSource solution will see 
a 12.5% capacity increase, a 40% efficiency 
increase, and accelerate study startup by 25% - 
ultimately realizing $1.05M in ROI.”

Ryan Jones
Florence CEO



The ROI of eRegulatory and eSource

How can the ROI of eRegulatory and eSource tools be calculated? Six economic 
benefits totaling nearly $20,000 in potential positive economic benefit per study drive 
significant return on investment for growing sites:

ROI estimation for a site with 50 active studies per year.

Per Site Benefit   Per Site Impact

Revenue from the capacity to run more studies   $600,000

Cost reduction from streamlined workflows   $180,000

Revenue from startup bonuses   $100,000

Risk reduction through compliance assurance   $100,000

Revenue from document management   $50,000

Cost reduction during remote monitoring   $20,000

1.05M
Financial 

Impact per 
Site
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eRegulatory and eSource speed document related tasks by 
40%. These time savings affect about 30% overall study tasks, 
allowing your research team to take on (30% * 40%) = 12% more 
studies.

$600k
per year

$180k
per year

Electronic document routing editing and signatures removes 
an estimated person-day per month, per study— $300 per day 
each month equals approximately $3,600 a year per study.

$100k
per year

Sponsors are offering startup bonuses exceeding $10,000 per 
protocol per site (Florence Healthcare Analysis, 2017). 

eBinder platforms can help sites meet sponsors’ needs by 
reducing task time and accelerating the overall startup phase. 
Centers can capture more startup bonuses as a result. 

$100k
per year

A negative compliance finding puts future sponsor opportunities 
at risk. A research center managing 50 studies may find their 
next $100,000 study to be in jeopardy. Spread across other 
studies this equates to $2,000 per study. 

Study Capacity

Workflows

Startup Bonus

Compliance

Inside the ROI of eRegulatory and eSource
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New technology should accelerate your studies, however, 
for many research sites new technologies end up adding 
complex and redundant processes for your team.

Avoiding these additional processes requires tight 
integration. Moreover, many technology solutions claim 
to have integrations but it is important to ask exactly how 
they will integrate with the systems you are already using.

How can you plan without being a computer geek? After 
completing hundreds of implementations, the Florence 
team that the following are most often the top priority for 
eRegulatory and eSource integration.

Integrating with your Existing Systems

Electronic Health Records System (EHR)
Eliminate manual transfer of source documents with 
instantaneous uploads into a regulatory eBinder. Eliminate 
paper binders and shadow charts and capture source docs 
in a compliant and secure way.

Clinical Trial Management System (CTMS)
Streamline communication with your CTMS saving you 
valuable time and reducing the risk of compliance errors. 
Upload documents stored in your eRegulatory system 
directly into your CTMS, eliminating the need to download 
and re-upload into CTMS. Connect already defined roles 
and team member access from your CTMS, ensuring 
compliant and consistent access across systems and 
eliminating duplicate work

Email
Never miss another email. Forward email study 
correspondence directly into the appropriate site/study to 
capture both the body of emails and attachments included 
to avoid downloading to PDF and uploading every time.

FDA Gateway
Stay on track with FDA submissions from the start by 
maintaining the required structure for an FDA submission, 
and sending it through the gateway directly to the FDA 
when ready to close the study.

Single Sign-On (SSO)
SAML integration that allows your team to log into 
eRegulatory securely when they log into their main 
organization system.

Five eRegulatory Integrations
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When dealing with Title 21 CFR Part 11 there are three primary areas a 
research site, sponsor, or CRO must think about. Florence works with 
all of our clients to map out each of these core areas and how they 
apply to their unique circumstances.

Features of Your System – Assurances for audit trail 
functionality, electronic signatures, security and data integrity, 
records retention and file formats are a few of the features that 
must be in place for an electronic system and/or process.

Standard Operating Procedures – Standard Operating 
Procedures (SOP’s) are required to be established and 
maintained to govern and describe exactly how things are 
done at that research site, sponsor, and/or CRO.

System Validation – Controls must be in place that allow 
research sites, sponsors and CROs to identify when the system 
doesn’t function as per its intended use. Here you should be 
utilizing your SOP’s and industry best practices to facilitate the 
validation process.

FDA Part 11 for eRegulatory and eSource

How does Florence ensure Part 11 Compliance?
• Easy-to-manage user access with unlimited custom roles and permissions
• Custom SOPs that fit your workflow and needs
• Document and binder audit trails available at any time
• Compliant unique identifier for verified eSignatures
• Our vendor SOPs available when needed
• Training and regular updates on compliance, validation, and processes
• Encrypted and secure document storage and transit
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“The most essential thing to do when moving 
to eRegulatory and eSource is develop a strong 
plan of action. Know what to look for in a vendor, 
the steps to implementing it at your site, and 
how you are going to accelerate user adoption.”

Jordan Tapley
Senior Site Consultant



Selecting an eRegulatory and eSource Solution
As you begin to evaluate and plan for eRegulatory and eSource 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.

These are the core areas to focus on when evaluating a solution.

Flexible design that allows you to build 
custom binder structures, SOPs, file types, 
roles, permissions and naming conventions 
while enabling robust automation of project 
workflows.

Project Management

Document Management

Customized binder and folder structures 
that are able to be preserved upon study 
completion, reused as templates in future 
studies, accessible to remote monitors, and 
linked to a central source.

Alerts and Reports

Document Editing

Access

Implementation and Support

Study level reporting summarizes existing 
and missing documents, due and expiring 
documents, pending signatures and tasks, as 
well as assigned tags.

Document tools such as document redaction, 
text annotation, highlighting, and stamping 
are available from within the binder—not a 
separate process.

Single sign on authentication across platforms 
with permissions and access levels editable by 
administrators from entire studies down to a 
specific document for each team member.

Implementation support providing training, 
SOP development, support, integrations as 
needed, and professional services.
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Best practices for planning a move to eRegulatory and eSource.

Establish your 
eRegulatory Goals
What are the primary reasons 
you are looking to move to an 
eRegulatory environment? What 
do you hope to accomplish? It is 
important to understand the why 
before you move to how.

1 Define your 
Critical Workflows
We encourage our sites to clearly 
define how the critical workflows 
that are being done today will 
integrate with a digital process, and 
what challenges may arise.

2

Optimize Workflows 
for eRegulatory
Optimizing your workflows with 
eRegulatory best practices will 
enable you to accelerate studies, 
improve your compliance, and 
deliver robust metrics to auditors, 
review boards and the FDA.

3 Update SOPs for 
FDA and Sponsors
Acknowledge, identify, and define 
new processes but don’t allow 
eRegulatory vendors to box you 
into their predefined SOPs. Ensure 
they are customized for your site 
and workflow.

4

Train your Team on 
SOPs and Workflows
Provide role-specific training 
based on job responsibility and 
eBinder access across your team. 
Ensure that training videos and 
how-to documents from your 
eRegulatory platform are easily 
accessible.

5 6 Onboard New 
Studies First

Begin with eRegulatory on your 
new studies to establish best 
practices and optimize workflows 
before moving legacy studies to 
your eBinder solution.

Implementing eRegulatory and eSource
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Step 1
Build a 
Tiger Team
Recruit a 
small team 
representing 
different 
areas of the 
organization.

Step 3
Focus at 
First
Pick a small 
workflow, such 
as credential 
management, and 
require everyone 
to adopt it. 

Step 4
Validate Your
Processes
Client-specific  
eRegulatory 
processes 
require their own 
validation.

Step 2
Run a Beta 
Launch
Keep a scorecard to 
track key workflows 
and expose 
problems.

Step 5
Celebrate Your 
Success
Show off usage statistics 
to prove that the 
processes are working.

Best practices for clinical trial 
organizations to use when moving 
their team from traditional paper and 
fragmented technology workflows to 
a fully electronic and purpose-built 
eRegulatory platform.

User Adoption
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“We manage multi-center studies and eBinders 
gives us the power to be several places at 
once. It works really well for remote regulatory 
document review and enrollment approvals, and 
as a result gets sites up and running quickly.”

Ashely Friend
Clinical Trials Manager
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How Florence eBinders, the leading eRegulatory and eSource solution, works.
A Look Inside Florence eBinders

Global Dashboards
Clear insights into what needs to be done

• Global view of all of your studies in one place
• Actionable tasks to keep you on track
• No more losing documents or forgetting deadlines
• Easy-to-use and flexible for your entire team

eSignatures
Fully compliant, easy-to-use, eSignatures

• Signing documents is a breeze with our eSignature tool
• Actionable workflows that eliminate repetitive tasks like 

requesting signatures, notifying users, and chasing down 
documents

• Intuitive “Sign and go to next” feature enables easy step-
by-step process for signing documents

• Fully compliant and accepted by regulatory bodies and 
sponsors
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How Florence eBinders, the leading eRegulatory and eSource solution, works.
A Look Inside Florence eBinders

Project Management
Project management tools accelerate study startup and progress 

• Know where all your studies are and which ones are off track
• Easy visibility into multi-site studies
• Stay on track with study startup and anticipate potential delays
• Uncover bottlenecks and reduce barriers to startup

Remote Monitoring
Enable true remote monitoring with audit trails

• Full document and binder audit trails track views and 
changes

• Grant remote access to sponsors, IRBs and regulatory 
bodies

• Seamlessly manage how and when monitors can access 
particular binders and documents

• Easily and automatically redact parts of files and binders



Next Steps

Discuss what eRegulatory and eSource will look like at your 
clinical trial site with the Florence team.

• 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 and eSource for 

your site.
• Review case studies of how eRegulatory and eSource have 

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

Email us:
FlorenceTeam@Florencehc.com

Visit our Site
florencehc.com/learnmore


