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Informed Consent Requirements – DHHS
45 CFR §46.116 

Obtain Informed 
Consent

Time to consider 
participation 

free from 
coercion/undue 

influence

Understandable 
language

Provide 
information and 
have questions 

answered



Informed Consent Requirements – FDA
21 CFR §50.20 
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What is eConsent?

• Electronic informed consent (eConsent) is the use of electronic 
systems and processes that may employ multiple electronic media to 
obtain informed consent. 



IRB Considerations

Ensuring safeguards regarding 
privacy and confidentiality

Ability to display the most 
current version of the consent 

form

Ability to reconsent Allow subjects to 
download/save a copy of the 
consent for that was signed –

also meets HIPAA requirements



IRB Considerations

Mechanisms for subject or subject’s 
LAR to document willingness to 

participate (i.e. check box or mouse 
pad signature box)

Must have a way to address patient 
questions

Ensuring that the subject 
signing/checking the box is the 

subject participating in the research

Plans to ensure visually/motor 
impaired or those who are unfamiliar 
with working technology will be able 

to provide informed consent



Protocol Review – Inst Form

• Inst Form/Inst CT Form



Protocol Review – Form NN

• Form NN – partially completed form available



Protocol Review – IRB Form



Is REDCap FDA 21 CFR Part 11 Compliant?

• Currently, PHS does not support use of REDCap for FDA-governed 
clinical trial.  

• PHS has provided guidance on how projects may become 21 CFR Part 
11 Compliant here: https://rc.partners.org/kb/article/2732
• Each project requires validation and include a minimum of: 

Validation 
Plan

Project 
Requirements

Project Test 
Plans

Project Tests

https://rc.partners.org/kb/article/2732


Does the REDCap eConsent build need to be 
completed before IRB submission?
• No, the IRB approved stamped consent form will need to be uploaded 

to the REDCap tool.



Using REDCap for eConsent on external IRB 
studies
• Applies when using UTHSA’s REDCap

• Form NN is not required to be submitted



Technical Components: Building 
the REDCap eConsent
Bob Geller, IT Project Mgr & REDCap Administrator Population Health Sciences



What is REDCap e-Consent?

• e-Consent is a platform for consenting patients or research subjects 
either on site or at home using a computer-based consent form 
rather than traditional paper documentation. Consent forms can be 
implemented in a REDCap survey via computer, mobile phone, or 
tablet.

• Provides the framework.  You must create the survey with all 
appropriate questions including name and DOB.  

• Framework adds a certification page to your survey and handles 
automatic creation and storage of archive copies of the consent



e-Consent Signatures and versions/types

• Patients can sign their consent by typing their name in a text field or 
by utilizing REDCap’s signature field to trace their ’wet signature’ on a 
trackpad or using a computer mouse.

• the signature process will NOT be implemented by REDCap 
automatically, so it is your responsibility as a survey administrator to 
construct your survey using one of the methods above for the 
signature to get captured appropriately.

• e-Consent version and type are both free-form text fields whose value 
will be inserted at the footer of each page in the PDF.









Contactless Consenting for virtual consenting

https://www.youtube.com/watch?v=vvf5QXAeBFQ

https://www.youtube.com/watch?v=vvf5QXAeBFQ


CTO Staff Announcement

• NEW Team Member – Anna Stewart, Budget Analyst 
– Intermediate

• Jason Bates – Director, Clinical Trials Office

• Patricia Miranda – Manager, Research Operations

• Brandi Weaver – Manager, Clinical Trials Development

• Cathy Haegelin - Budget Analyst – Senior

• Lynda Schrack – Clinical Trials Specialist

• Cristina Morales – Clinical Trials Specialist

• Laura Martinez – Administrative Assistant



Virtual Concierge November’s Research Forum

• November 19, 2020

• General Research Updates


