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What is REDCap?

• REDCap stands for Research Electronic Data Capture and was 
initially created at Vanderbilt University to aid researchers 
across the world in sharing their projects. It has resulted in 
over 1.3 million projects from over 2 million users and 
16K journal articles which cite REDCap. Research is one of the 
main ways we use REDCap at Children’s. 

• 655 active research projects supported in CHOA REDCap for 
both CHOA and Emory
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http://projectredcap.org/
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• Office hours take place every first Wednesday of the month.
• New project submissions are also completed on the REDCap home 

page.
• Webinars are monthly to discuss features in REDCap that can 

enhance any project.
• REDCap Basic Training takes place every month

https://redcap.choa.org/redcap/
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CHOA REDCap Homepage Overview
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REDCap Fees for Research 

• All externally funded research must pay for the use of REDCap.
• All study teams at both CHOA and Emory should include REDCap 

service in their budget if externally funded.



FDA 21 CFR Part 11+ REDCap 

Validation complete: 4/9/21
JAF Consulting (Vanderbilt)
Expiration: 4/9/31
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FDA 21 CFR Part 11 

• FDA studies that capture and store data electronically must meet the 
regulations outlined under Part 11.  All clinical trials must meet FDA 
standards. 

• It is the responsibility of the Sponsor and PI to determine if their REDCap 
needs to meet 21 CFR Part 11 regulations and ensure compliance, not the 
REDCap team.
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FDA Studies in REDCap

• CHOA REDCap has been validated for Part 11 Compliance
• To ensure your database will meet part 11 compliance, thoroughly 

complete the new project intake form to ensure the FDA project template 
is used.  There is a training that must be completed by each study team for 
Part 11.

• The project template provided by the REDCap team has all the necessary 
functions turned on to ensure 21 CFR Part 11 for the system.
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Requesting a Research Project

Request a new project
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When completing the intake form, select “Research” and complete 
necessary fields including: 

1. Funding information
2. IRB information 
3. Whether the study needs to meet FDA Part 11 Compliance

https://redcap.choa.org/redcap/surveys/?s=FPFTAHRWYL
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Part 11 Compliance in REDCap 
Key Features

• User rights and access

• Logging/Audit Trail

• Record-locking

• e-Consent framework

– IRB approvals

– Elements of Consent

– Survey Distribution

– e-Document storage

• File repository

• Additional customizations
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Key feature:
e-Consent

• Electronic informed consent (eIC) may be used to either supplement or replace 
paper-based informed consent processes in order to best address the subject’s 
needs throughout the course of the study.

• The information will be in language understandable to the potential subject or 
the subject’s Legally Authorized Representative (LAR) and conveyed in a manner 
that minimizes the possibility of coercion or undue influence regarding the 
subject’s decision to participate in a study (45 CFR 46.116 and 21 CFR 50.20).

• To ensure that the eIC is presented appropriately and that subjects will have 
enough time to dedicate to the eIC process, the subjects should be informed of 
approximately how long the process will take and what information will be 
presented to them.
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e-Consent: 21 CFR Part 11 and IRB

• Electronic consent (e-Consent) must be approved by the IRB.

• The e-Consent should be identical to the paper form, not just the signature 
section.  Paper copies can also be uploaded to REDCap.

• Once the e-Consent (consent/assent) has been drafted in REDCap, a PDF copy 
must be sent back to the IRB for final approval. e-Consent cannot be used until 
the IRB has approved it.

• For compliance purposes, the version date must always be listed on the consent.

• It is the PI’s responsibility, not REDCap Admin, to ensure consent is compliant 
with the IRB and has been approved prior to its use.

NOTE: Any approved e-Consent record in the system must not be edited post 
approval or deleted for compliance.
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e-Consent: 21 CFR Part 11 and IRB

• The investigator must obtain IRB approval for any subsequent modifications to 
the study-related information, whether electronic or in hard copy (see 45 CFR 
46.109 and 21 CFR 56.109).

• There shall be an operation and use procedure

• The subject can be re-consented

• HHS and FDA regulations require that the person signing the informed consent 
(i.e., the subject or the subject’s LAR or the parents or guardians of subjects who 
are children) be given a copy of the written informed consent form (45 CFR 
46.117(a) and 21 CFR 50.27(a)), unless the requirement for documentation of 
informed consent has been waived under 45 CFR 46.117(c) and 21 CFR 
56.109(c)).

NOTE: Consent notes should still be entered into the EHR, not REDCap.
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e-Consent Framework in REDCap

• The REDCap e-Consent Framework provides standardized tools to obtain consent 
and store consent documentation with a certification screen and a storage 
function which automatically generates a ‘hard-copy’ PDF of the signed form. *

• The ‘Auto-Archiver + e-Consent Framework’ survey option ensures a static copy 
of their responses in the form of a consent-specific PDF will be stored in the 
project’s File Repository.
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FDA Project Template and Setup

NOTE: Any changes to this template’s project setup/settings and e-consent 
framework may render the project no longer compliant with 21 CFR Part 11. 

The sponsor/PI will be responsible for any findings during an audit.  
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e-Consent Survey Distribution

• Under the Data Collection tab and verify the following links are available:
• Survey Distribution Tools, Record Status Dashboard and Add / Edit Records.
• Select “Survey Distribution Tools” and verify the following links are 

available:
1. Public Survey Link
2. Participation List 
3. Survey Invitation Log/Auto Survey Invitations (ASI)
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• Once a project is in 
production, any questions 
or changes need to be 
made should be submitted 
through our ticketing 
system.  To put in a ticket, 
use the big red button on 
the REDCap homepage. 
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Need Help?
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Questions???

Christina D. Roberts
Christina.Roberts@choa.org
https://redcap.choa.org/redcap

mailto:Christina.Roberts@choa.org
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