


eConsents and REDCap



Regional Ebola and Other Special Pathogens Treatment Centers (RESPCT)

1. Massachusetts General Hospital

2. NYC Health & Hospitals Bellevue

3. Johns Hopkins

4. Emory University Hospital

5. University of Minnesota Medical Center

6. University of Texas Medical Galveston

7. University of Nebraska Medical Center

8. Denver Health

9. Cedar-Sinai

10. Providence Sacred Heart Medical Center & Children's 
Hospital



April 2018 – Spokane Participates in Federal Ebola Exercise



COVID related Challenges & Solutions

Anticipated challenges

• Face-to-face discussion is limited

• People are very ill

• Language barriers

• Family quarantined

• What goes in the room stays in the room

How long does virus survive on paper?

Is it enough of a transmission risk?

Plans

• Use traditional paper consent form

• Investigator dons & conducts discussion and 
gets signature

• Photograph consent form through the unit’s 
video equipment, making sure signatures, 
version & IRB stamp clearly captured

• Leave the original consent form in the room

• Mail a copy to the participant’s home



New Opportunities

• More inclusive 

• reach people who can’t easily travel

• facilitate non-English presentations 

• Better comprehension features: links to FAQ, chat bot

• Automate processes: providing a copy and filing



Key Components of Consent Process

1. Enough information, time and opportunity to decide

2. Processes to facilitate comprehension

3. Required elements presented in the preferred language 

4. Competency of participant to make a decision is assessed

5. Decision is voluntary

6. Process is well documented



Components of Electronic Consent

1. Easy to navigate forward, backward, stop and return

2. Include all elements of consent and HIPAA 

authorization

3. Provides a copy: electronic and paper option at no cost

4. Easily retrievable for monitors and auditors - links need 

to work for the duration of the study record retention 

period

5. Documents a valid signature- appropriate controls



Where Can I Find More Information?

• Your organizational policies

• Your IRB policies

• FDA Guidance on Conduct of Clinical Trials of Medical 
Products During the COVID-19 Public Health 
Emergency www.fda.gov

• Office of Human Research Protections | Research 
Guidance on Coronavirus www.HHS.gov

http://www.fda.gov/
http://www.hhs.gov/


Policies Are Not All the Same

Here are some IRB examples:
• Remote consent approved only during the public emergency

• Allowed only for minimal risk trials /Remote consent for 
screening only in more than minimal risk trial

• Specifics about the consent form being provided prior to 
discussion

• Differences in witness requirements

• Contact via a secure mail system

• Teleconference platform must be HIPAA compliant

• Make sure Alexa is deactivated in the home



REDCap: Research Electronic Data Capture

• Licensed from Vanderbilt University

• Secure, HIPAA and Part 11 Compliant

• Customizable

• Self Service training modules

• Resources at ITHS: 

• RedCap Training Series, RedCap support



REDCap – My Projects List
Create a new project for your consent

Presenter
Presentation Notes
When Claudia made a similar presentation last summer, she got feedback that attendees wanted more specific information about how to create and use an econsent in REDCap
Fun!  We are going to show you how to create a simple survey form that you can use as an electronic consent. 
Once you have set-up a REDCap account, and logged in, you will see a screen listing your projects or any projects shared with you. You may start with no projects in your list.
Click on New Project to create a survey for your consent.




REDCap – Create New Project

Presenter
Presentation Notes
In creating a new project, you will first be asked to fill in some information about the project such as a title, purpose, PI, type of research. In this case we are creating the project for research, but if you are learning REDCap you can choose “for fun” in the purpose section to try it out. 
This is going to be an empty project. Sometimes you might be using a template or uploading a project that has already been created. 




Opening Page of New Project

Presenter
Presentation Notes
This is what the opening page of your project will look like. You are started off on the Project Setup tab. If you want to change the settings that you just entered to create the project you can do so here. We are going to move on to design the project. There are two places you can click to enter the designer




Project Online Designer Page

Presenter
Presentation Notes
The Online Designer page looks like this. It has a blank form that you can rename by choosing this down arrow




Open Form

Click on the form name to create or modify your form

Presenter
Presentation Notes
We have renamed the form eConsent. Now you can open the blank form by clicking on the pencil or the name itself.



Click on add field to start adding consent

Add a Field

Presenter
Presentation Notes
The form starts out like this. The record ID is built in. It will automatically number the records (each consent form) as they come in as 1,2,3 etc.  It can be edited, but for our purposes we will leave it as is. This research study already has an approved paper consent. I am just going to copy each section of the consent into a field. Add the first field by clicking here.




Select the Field Type

Presenter
Presentation Notes
You will be asked to select the type of field. In this case the first part of the consent is all words that will just be read, no questions to answers, no signature to collect, so I will choose descriptive text. You could put the whole consent into one field but separating the sections into their own field, spaces it nicely on the screen when the participant is reading the consent. It also makes it easier to edit.




Enter the First Section of Consent

Presenter
Presentation Notes
I entered the first section of the consent, the Title section directly into the field label. Add a variable name and save. Each variable name has to be different. It helps if they are descriptive. 



Designer Page with First Field

Click on pencil to edit field

Presenter
Presentation Notes
When you close the field editor you see your first field. You can edit it again by clicking on the pencil. 




Naming Variables: Study_Form_section

Presenter
Presentation Notes
In the next field I added the Introduction section. In this case you can see I gave this field a variable name that includes a study abbreviation, what form it is, and what section. Using details like this is helpful when working on a project that has multiple forms 




Continue 
Building 
Form

Presenter
Presentation Notes
And add a few more sections




Field Types

Yes-No

Signature

Text Box

Date

Presenter
Presentation Notes
Until we get to the end of the consent where we do need to ask some questions and get a signature. I usually start with asking the participant if they want to join the study.
Adding this yes-no question allows you to add branching logic to your consent. If the patient answers no to joining the study, They do not see the signature lines. The next field that pops up thanks them for their time. If they answer yes then they get the signature lines. I will show you how to set up the branching logic in a minute. 




Field Types: Yes-No

Presenter
Presentation Notes
For the yes-no question you can choose the Yes-No field type. This automatically populates the answer choices here. Write your question in the field label. 




Field Type: Signature

Presenter
Presentation Notes
Next the signature line. REDCap has a signature field that captures a signature drawn with a mouse or finger. It is good to give the user an explanation of what to do with this one in the field label. 




Field Type: Text Box

Presenter
Presentation Notes
Next, we have the participant type their name. We can use a Text Box field for this. It is a good idea to have the first and last names in separate fields as this will make sorting your participant data easier later. 




Field Type: Text Box to Capture Date

Presenter
Presentation Notes
The last field in the signature section of our consent is the date. You also use a text box field here but you add a validation option located over on the right hand side. It is also good to create a field note that will show up under the date, especially if the date needs to be in a certain format for the sponsor. 

REDCap dates also have the today button option. This is nice as the patient will usually be choosing today’s date when signing. REDCap documents are also automatically time stamped.





Field Type: Multiple Choice

Presenter
Presentation Notes
On our consent, we also have a question about whether the participant wants to be paid with a ClinCard or a check. You might have a question about saving samples for future research or an doing an optional test. 




Field Type: Multiple Choice

Presenter
Presentation Notes
For this we used the multiple choice radio buttons field. You can type in the text of the answer options in the choices section. 




Branching Logic

We only want this section to 
show up if the patient wants 
to participate in the study

Presenter
Presentation Notes
Now for branching logic. We don’t want any of these options to show up if the patient does not want to be in the study. So we add branching logic to each of the questions that comes after the question about participation. Clicking on the green branching arrow opens the branching logic window.




Branching Logic

Presenter
Presentation Notes
There is an easy drag and drop logic builder. We want this questions to show up if the participant says yes, so we drag over the yes answer to the right side and save it. 




Enable Consent Form as Survey

Presenter
Presentation Notes
When you are done designing your form you enable it as a survey here so you can begin testing it. You will still be able to edit it. 



Open a Public Survey

Presenter
Presentation Notes
Once the survey is enabled you can see what it will look like to a participant. This is one way to test it to see if it works the way you want and looks the way you want. View the survey by opening the Survey Distribution Tools Window and choosing Open Public Survey.




Participant view 
of eConsent

Presenter
Presentation Notes
This is what the consent form looks like to the participant. 




Participant view 
of eConsent

Presenter
Presentation Notes
At the end of the consent if the patient chooses yes, the signature fields appear. Note that there is also a signature field for the person obtaining consent. If a participant is signing remotely then you will need a separate form for the person who obtains consent. I will show you how to do that in a minute. 




Participant view 
of eConsent

Presenter
Presentation Notes
If the patient chooses No, they just see a “Thank you for considering the research study message”




Move Project Into Production

Presenter
Presentation Notes
When you think your consent form is ready to be used, you first need to move it into production. To do that you go back to the project set-up tab. This will take you through the steps that need to be completed before moving to production. Scroll down for more.




Move 
Project 
Into 
Production

Presenter
Presentation Notes
One of the most important steps is to test thoroughly. When you request the project be moved to production, REDCap will approve it. Once you start collecting data, any change you need to make to the forms in the future may affect the data. Each change will need to be approved by REDCap to help prevent this. 



Signing the eConsent Form in Person

Presenter
Presentation Notes
Now we come to actually using the consent form. If you are with a participant, you can open the consent form on a tablet or computer by choosing “Open public survey and log out” (this prevents a patient from accidently moving from the consent form to your project page). If you will be somewhere without WIFI, you can have the consent on an app version of REDCap and upload the consent later. 




Signing Consent 
Remotely-Sending 
Email or Text

Presenter
Presentation Notes
If you want to email or text a link to the consent form to a patient, you can copy the link located in Survey Distribution Tools  window and place it in an email or text message. If a patient fills out the consent form at home, once they sign, they can download a PDF of the consent form.




Signing Consent Remotely
Staff Signs Separately

Presenter
Presentation Notes
If you are having the participant sign remotely you can capture the signature of the person obtaining consent with a separate form. This will still be linked to the participants consent. 




Signing Consent Remotely
Staff Signs Separately

Piping is used here to bring
information in from the 

consent form the participant 
filled out.

Presenter
Presentation Notes
Here is what my form looks like under construction. You can use piping to bring information in from the consent form, like participants name and whether they said yes or no to being in the study. This will help ensure the person obtaining consent is signing the correct form. To use piping you put the variable name used on the consent form and put it in square brackets. 




Staff Signs 
Separately

Staff can access the form to 
sign through the Record 
Status Dashboard

Presenter
Presentation Notes
Study staff can see which consents have been completed and which forms still need to be filled out on the Record Status Dashboard. You can see here that staff obtaining consent still need to sign forms for records 3 and 4. If the staff clicks on one of the unchecked buttons the form will open up




Staff Signs 
Separately

Presenter
Presentation Notes
Here is what the study staff will see when they open the form. You can see the piping results. The participant’s name is populated, and the staff member can see that they said yes to being in the study. The staff can then sign below. 




Download PDF 
of Consent

Presenter
Presentation Notes
If you need a paper version of the consent form for the patient binder, or a PDF to upload to a digital filing system, you can open the signed consent by clicking on the record in record status dashboard




Download PDF 
of Consent

Presenter
Presentation Notes
This opens a copy of the signed consent. You can download a PDF version of it by clicking here.




RECOVER 
Research 
Study 
Website

Presenter
Presentation Notes
We wanted to show you an example of a study that is recruiting via a website and social media. This is a research study on the long-term effects of covid. When a potential participant clicks the Get Started Button, they are taken to the screening survey. 



RECOVER Research Study 
Screening Form

Presenter
Presentation Notes
This form was created with REDCap. You can see that they added a logo, colors and buttons to the REDCap form. 



RECOVER 
Research 
Study 
Consent 
Form

Presenter
Presentation Notes
The consent form was also created with REDCap. It includes graphics and tables, and section breaks.



REDCap Training Resources

• ITHS Online Training Courses 

https://www.iths.org/investigators/services/bmi/redcap/

curriculum/

• REDCap Training Videos (within the app) or online 

https://projectredcap.org/resources/videos/

Presenter
Presentation Notes
ITHS offers online classes and REDCap offers recorded training videos. Many universities have REDCap resources available on their websites. 

https://www.iths.org/investigators/services/bmi/redcap/curriculum/
https://projectredcap.org/resources/videos/
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