
Embracing Use of Technology 
in Clinical Research

Katrina Madden, MBA, CCRP
Program Coordinator II, Medical University of South Carolina

Jennifer Holmes, CCRP
Research Navigator, University of Vermont





Chat Storm

Type in technologies you use as a research coordinator



Chat Storm

How do you feel when you are faced with 
having to learn a new software system?



Technophobia

The fear of technology, is the intense fear or dislike 
of advanced technology or complex devices, 
especially computers.

Technophobia is surprisingly common. Some experts 
believe that we all experience at least a small 
amount of nervousness when confronted with new 
technology. In today's rapidly changing world, it can 
be easy to feel out of touch.

https://www.verywellmind.com/psychological-and-emotional-effects-of-phobias-2671693








It’s Okay to Take a Minute







Electronic Systems – Advantages

§ Alerts
§ Audit Trail
§ Automation

§ Calculation
§ eConsent

§ Field Validation

§ Logic
§ Permissions
§ Queries

§ Remote Data Capture
§ Reports

§ Scheduling/Calendars

Maximize features that minimize errors



Clinical Trials Management System (CTMS)

CTMS provides a Centralized and Systematic way of 

Tracking

ReportingMonitoring

Accessing

clinical trial information



Electronic Data Capture (EDC) vs CTMS

EDC (REDCap) CTMS (OnCore)

Project (study) Focused

Collecting Data (CRF)

System Focused

Overall Project 
Management



CTMS Capabilities
Calendars

Subjects

Specimen

RegulatoryCoverage 
Analysis

Budgets

Milestones

Electronic 
Data Capture



Talks to other systems

CTMS IRBEpic





Clinical Trials Management System (CTMS)





Subject Tracking





Reporting







How does a CTMS helpME?



Why is visit tracking so important?

• Financial/budgeting
• Consistency across team/institution 
• Leave, illness, or turnover



Square Breathing





eRegulatory

Integrating a clinical trial management system (CTMS) enables the regulatory 
team to pull protocol details and place them into eReg.

saves trees 🌲 and time ⏱
ensures consistency between platforms
-documents filed and signed in eReg, made 
available in CTMS.
centrally manage documents
centrally manage multi-site protocols
-receive documents from sponsor/coordinating 
center directly in the protocol inbox, making 
filing and organization easier as well





Protocol



Easy Credential sharing



Email documents for filing



Document sign offs



•21 CFR Part 11-compliant electronic signatures
•Remote signing
•Electronic Delegation of Authority
•Regulatory templates
•Email integration
•Storage for INDs/IRB Approvals/SOPs
•Monitor Review sessions



´ Institution templates

´ Search for answers

´ Some features may not be available to you

´ Training required for users



Recruitment

Planning
+

Workflows
+

Tracking Enrollment 
Goals

=
Improved 

Recruitment





RedCap Recruitment

Pre-screening/Screening
Eligibility
Scheduling
eConsent

-capture details
-meet recruitment goals
-easy Consort Diagrams



Consort Diagram





Recruitment in CTMS
´CTMS
´ Screening

´ Eligibility

´ Consent tracking

-meet recruitment goals

-easily share with monitors

-share recruitment successes with Sponsors for new trials



Texting



Texting



21 CFR Part 11 Compliance

IT Level
§ regular systems upgrades
§ daily backups
§ secure logins
§ system validation

Protocol Level
§ standard operating procedures
§ protect the collection and maintenance of data
§ ensure the proper delegation of study specific roles and 

responsibilities to members of the study team
§ instituting policies and procedures for the necessary training and 

oversight required throughout the study’s operation



Have a Back-up Plan



Electronic Data Destruction









Legs up the wall





Questions?


