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eReg:
Goals



Replaces paper binders and 
associated costs, as well as 
reduces costs related to on-site 
monitoring and quality control.

Decrease the cost associated with 
current regulatory process

Remote monitoring and 
auditing of records, with audit 
trails and reporting on key 
actions

Increase quality assurance 
and compliance 

efficiencies

Regulatory workflows for 
routing/signing documents, 
delegation of authority, staff training 
tracking, as well as centralized 
document storage & linkage with 
OnCore

Reduce the administrative burden 
for regulatory staff

Process improvements and efficiencies
Forte eReg Goals



Consistent:
• Enterprise-wide, standardized e-Regulatory binder management solution

Efficient:
• Intuitive product that enhances regulatory management and compliance activities

Valid:
• Establish and maintain a 21 CFR Part 11 compliant product

Strategic:
• Phased-in Go Live plan, considering OnCore release and interface

Guided:
• Robust user training, resources and ongoing support 

MUSC Goals



eReg:
Timeline



• June 2020: Product available for 
small group pilots; training and SOPs 
development underway

• May 2020: 21 CFR Part 11 Validation 
completed; SME group recommendations 
solidified

• January 2020: Kickoff to Implementation; Core 
Regulatory SME group established for system 
design, recommendations and SOPs

MUSC eReg Implementation Timeline & Milestones



eReg:
Features



• 21 CFR Part 11 Compliant product
• Centralized electronic, regulatory document storage
• Manage organization and staff credentials that flow onto studies
• Workflow for routing/signing documents

• Protocol Documents
• Delegation of authority maintenance
• Staff training tracking

• Remote compliance reviews (monitoring, auditing)
• Management reports for system access and tracking

Key Features



eReg Protocol Binder



Manage protocol staff and organization credentials



Route and sign and track protocol documents, DOA 
and training records



Customize access to protocol sections and 
set a time limit (start/stop dates).

Remote monitoring/auditing sessions



Downloaded, excel file Standard Reports are available to manager and PI users in a 
‘Reports’ section.

Reports



• Multi-site protocol regulatory document storage
• Protocol/Staff Importing from OnCore

Features available at a later date



• Data Migration of existing study data
• Integration with eIRB
• External Document Signatures

Features not supported in the product



eReg:
Workflow



Create New 
Protocol

Add Protocol 
Staff & 

Organization

Set Up Binder 
Structure & 

Requirements

Add/verify Staff 
& Org 

Credentials

Add Staff 
Delegated Tasks 
& Send for Sigs

Maintain Binder Document Staff 
Training

Set Up/Manage 
Review Sessions

End of Study - PI 
sign DOA

Workflow



Questions?

• Brigette White (taylorby@musc.edu), eReg Product Manager 
• Clark Hankins (hankinsc@musc.edu), CTMS Trainer

Electronic Regulatory (eReg)
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