
IRB Application for Humanitarian Use Device

Before a Humanitarian Use Device under an 
approved humanitarian device exemption (HDE) 
can be used at the University of Utah or is 
affiliates for clinical care, approval by an IRB is 
required with the exception of emergency use.

Physicians must submit a New Study 
Application in ERICA. The ERICA application will 
use terms like “research” and “investigator” but 
for the purposes of an HUD application, those 
terms should be synonymous with 
“humanitarian use” and “physician”. 

The tips provided in these slides are meant to 
help physicians answer questions in the ERICA 
application for an HUD.

A consent document for humanitarian use 
should be included in the application. The IRB 
provides a template here: 
https://irb.utah.edu/forms/index.php

https://irb.utah.edu/forms/index.php


1. Study Introduction

Question 6: Study purpose 
and objectives do not need to 
be outlined. Instead, the 
physician can state a 
summary of how the 
physician will use the device.

Question 8: Physicians can 
give a summary of the HUD 
and that the application is 
being submitted for the 
humanitarian use of the 
device. References are not 
required. 



2. Study Location and Sponsors

On the Study Location and Sponsor page, once a 
location has been added under question number 1, a 
page called “Addition of a Site” will open. Answer 
question 6 and 7 of this page as directed in the 
graphics. Make sure to click “OK” when finished.



2. Study Location and Sponsor (cont.)

If the company is providing the device only a sponsor 
should still be added. Add the sponsor in question 3. 
After clicking “Add”, the “Sponsor Information” page 
will open. Select “No” to of whether funds are 
received through the Office of Sponsored Projects. 

Select “Other” and state that only the device is being 
provided for humanitarian use and no other funds 
will be received. 



4. Study Information

Question 1: Select “Other” and state that the application is for HUD, not research.
Question 4a: Select “Other” and state that the patient is being treated with an HUD
Question 4b: N/A



4. Study Information (cont.)

Question 5: Select “Informed Consent”. University 
of Utah requires a consent for HUD.
Question 6: Include a summary of how the 
physician will use the device, including a description 
of any screening procedures, the HUD procedure, 
and any patient follow-up visits, tests or 
procedures.
Question 7: Select “no”. State that this is N/A. 
Question 8: Select “no”. 
Question 9: State that this is N/A. 



5. Data Monitoring Plan
The purpose of a data monitoring plan is to ensure the integrity of the research data, adherence to the 
approved research plan, and that privacy and confidentiality risks are minimized. 

Because the Humanitarian Use Device is not research, the Data Monitoring Plan page can note that the 
application is not for research. Select “Other or additional details” and add a note. See the sample 
answers in the graphic. 



7. HIPAA and the Covered Entity

Question 1: Select “Yes”. 
Question1a: Select “Consent 
and Authorization Document”.
Question 1b: Select “No”. 

Question 3: Select “No”.

Question 6: Select “Yes”.



Investigational Use of a Device

Question 1: Although there is not an IDE,
select “The study is a significant risk (SR) 
device study and requires an IDE”. 
Question 1a: Click “Add”. A pop up (see 
below) will open. Complete with the HDE 
number, device name and HDE holder. 
Question 1b: Select “FDA letter providing 
the IDE” although you will provide the letter 
with the HDE. 
Question 2: Answer “N/A”.



8. Resources and Responsibilities

Questions 1-4: This page is intended to 
outline the research resources and 
responsibilities of the research staff which 
does not apply for the humanitarian use 
device. Sample answers can be seen in the 
graphic. 



Documents and Attachments

Click “Add” under Consent 
Documents to add the HUD 
consent. The IRB provides a 
template here: 
https://irb.utah.edu/forms/index.p
hp

Physicians should also add a copy 
of the HDE approval.

If available, product information,  
product labeling, or patient 
information packet that may 
accompany the HUD should be 
added.

https://irb.utah.edu/forms/index.php


Questions?

Website: irb.utah.edu 

Phone: 801.581.3655

Email: irb@hsc.utah.edu
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