New Study Application
Tutorial
This tutorial is intended to provide you with
more in‐depth and practical assistance as you
complete your New Study Application or
Update Study Application at continuing review.
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Introduction
The New Study Application has been revised to comply with updated policies
and procedures, to enhance understanding and readability of the questions,
and to eliminate unnecessary duplication.
The application includes help text (in blue font) throughout, and there are
also several sections with pop‐up guidance (designated by the
icon).
This tutorial is intended to provide you with more in‐depth and practical
assistance as you complete your New Study Application.
Frequently‐asked questions and their answers will be designated by this icon.
Questions or sections that are brand‐new with this update are marked by this
icon.

Additional questions or comments about the application or this tutorial
should be directed to the IRB in writing at irb@hsc.utah.edu.

Create a New Study Application
1)

Log into ERICA.

2)

On the “IRB Studies” tab,
click on “Create a New
Study Application”.

Update Study
• Please note: This tutorial can also be used to
complete the Update Study Application at Continuing
Review!

Contacts and Title Page

1.

Add the name of the principal investigator (PI) to this section.
a.
b.

Select the PI’s position.
Indicate whether the PI will obtain consent from participants. If you answer “Yes”, the PI’s name will
automatically appear on the Consent Process Page later in the application.

Who can serve as the principal investigator for a study submitted to the University of Utah
IRB?
Please see: http://www.research.utah.edu/irb/submissions/submit_study.html and
http://www.research.utah.edu/irb/guidelines/pdf/IGS_PrincipalInvestigatorQualifications‐D0909.pdf.

Contacts and Title Page

2‐6. Add your study personnel.
What access does each role have?
The blue help text under each section explains what view/edit access each role has, and whether the role will receive study‐related emails
from the ERICA system.

What is the definition of “Internal Staff and Sub‐Investigator?
For additional guidance about how to determine who meets the requirements of this definition, please refer to the Conflict of Interest
Guidance for Investigators available at www.research.utah.edu/irb/news/newsArchive(PDF)/CoI_GuidanceForInvestigators‐Feb2011.doc, or
contact the Conflict of Interest Office at 801‐581‐6351.

Contacts and Title Page

7.
8.

Select the type of application you would like to create.
Add the title of the study. This title will be used on all IRB correspondence regarding this
study.

Contacts and Title Page

9.

This section replaces the old “Brief Description of the Study” section from the application, and the
“Objectives” section from the old Protocol Summary template.
10. This section corresponds with the “Background and Introduction” section from the old Protocol
Summary template.

Conflict of Interest

•
•

Select the Conflict of Interest Disclosure for the PI. Select only one disclosure, and ensure the title
matches the title of the study as it was entered into Section 1.8.
Read all of the blue help text carefully, and contact the Conflict of Interest office if you have any
questions about this page.

Study Location and Sponsors

1.
2.

Your department will automatically generate based on the information in your ERICA profile.
This section has been revised to include more information about what inside and outside the
Covered Entity means. This section should only include locations that the University of Utah IRB
is designated to review for on a regular basis. Click the
icon for more detailed
information.

Study Location and Sponsors

3.
4.

For a definition of “multicenter study”, click on the
icon under this question.
If your study includes other sites outside of the University of Utah, click the “Add” button to add
the site. This will activate a pop‐up window where you can enter information about the site.
4a. Add details about the communication plan in place between you and your sites.

Study Location and Sponsors

5.
6.
7.

If your study has a sponsor, a pop‐up window will generate when you click “Add”. You can enter
data about your sponsor(s) there.
If you have a CRO, please make sure the contact information entered here is accurate.
If you click “Yes” to this question, the RGE Application will automatically generate as you click
“Continue” through the application.

Emergency Use Description

•

This page only generates if you have selected “Emergency Use of a Test Article” under “Type of
Application” on the Contacts and Title Page.
•

•
•

If your study does not involve a single patient in a life‐threatening situation, please go back and change
your answer in that section to “New Study Application”.

Read all of the blue help text carefully.
Contact the IRB immediately if you anticipate submitting an Emergency Use application.

Non‐Human Subjects Research

•

This page only generates if you have selected “Request for Non‐Human Subjects Research
Review” under “Type of Application” on the Contacts and Title Page.
•

•
•

If your study does involve human subject research, please go back and change your answer in that
section to “New Study Application”.

Read all of the blue help text carefully.
The application will skip to the Documents and Attachments page after this page is complete.

Participants

•

These questions are all the same as the old version of the application.
Why does the IRB ask for the age of the participants twice?
Selections in Question #1 generate pages specifically related to different requirements for obtaining informed
consent, parental permission, and assent. The selection in that section helps the IRB determine which consent
forms may be required for your study.
Question #2 helps the IRB further focus the review. For example, where “18 and older” actually means “60 and
older”, or “Less than 7 years old” actually means “0‐30 days old”, etc.

I don’t want to exclude any potential participants, but my study doesn’t specifically focus on any of
the listed vulnerable populations. Should I select all of the groups just in case?
No, only select groups that are either specifically targeted by your inclusion criteria, or that may be vulnerable by
virtue of being in your study. For example, “pregnant women” may be vulnerable in a clinical study about
pregnancy, but may not be in a survey study about an unrelated condition where the only inclusion criteria is
women over age 18.

Participants

4.

Add the number of participants that will be included in your study.
•

•
•
•

Remember: Data about people are still considered “human subjects” by the IRB, so even if you do not
intend to contact the patients whose charts you will review, you still should enter the number of charts
as your “participants”.
If your study is not multi‐center, the “All Centers” total should match the “At Utah” total.
If the study is multicenter, the “All Centers” total should be greater than the “At Utah” total.
“At Utah” generally means participants who are recruited from or enrolled at University of Utah sites, or
it can also refer to participants the University of Utah IRB is responsible for protecting. The definition is
intended to be flexible to accommodate unpredictable study designs. The investigator is responsible for
ensuring the application defines where participants are coming from.

Participants

5‐6. These sections correspond with the “Participant Selection Criteria” section from the old Protocol
Summary template.

Participants

7.

If a substantial percentage of your participants will not speak English, it is probable that the IRB
will require full translations of the consent documents and study instruments.
What is a “substantial percentage” of the participant population?
In general, the IRB considers more than 5% of the local recruitment goal to constitute a “significant
percentage”.

Vulnerable Populations

•

These questions are all the same as the old version of the application.

Vulnerable Populations

•
•

This question is the same as the old version of the application.
The
button on this page includes an explanation of the purpose of this question:
“The purpose of this question is to determine whether the investigator believes the study has enough
merit to including potentially vulnerable participants.
“Answering "Yes" means you do believe your study has enough merit to justify including participants
who may be vulnerable. Answering "No" means you do not believe your study has enough merit to
justify including vulnerable participants.
“If you believe you must answer "No," you must re‐examine the inclusion of vulnerable individuals, as
the IRB may not be able to justify approving their inclusion in your research in that case.”

Study Information

•

This question is the same as the old version of the application.
How does my answer to this question help the IRB?
Selections in this section of the application help the IRB categorize your application for future queries.
Also, selecting a design common to clinical trials (e.g. Prospective Clinical Research, Randomized, etc.)
will automatically generate the uTRAC application, which is required for projects that may involve billing.

Study Information

•

These questions are the same as the old version of the application.

3.

This question has been re‐worded in an attempt to clarify the purpose of the question. This
question is not asking how long the participants will be in the study, or how long it will take a
participant to complete the study procedures. The IRB would like an idea of how long it will
have oversight over your project.
•

If at continuing review the study is not progressing at a rate that will allow for completion in the
anticipated time frame, and amendment may be submitted to increase the length of the study.

Study Information

4a. Select all of the methods you will use to recruit or identify participants.
4b. There are several questions that must each be addressed in order for this question to be
considered complete. Please read carefully and address each question.

Study Information

5.

This question has been modified slightly to account for non‐conventional consent processes.
The answer is no longer dependent on whether an informed consent document will be used,
but rather whether contact with the participant is anticipated. If you will have contact with
participants, it is likely “Informed Consent Process” should be selected.

•
•

You may select both options if they are both applicable to your study.
Read all of the blue help text carefully.

Study Information

6‐7. These sections correspond with the “Study Procedures” section from the old Protocol Summary
template.
•

Read all of the blue help text carefully.

Study Information

8.

9.

The
button in this section will help you make a preliminary determination as to
whether your study should have a safety plan. If the pre‐reviewer or the board disagrees with
your assessment, you will be asked to revise this question and provide a plan. You are
encouraged to contact the IRB if you are not sure whether your study is minimal risk or greater
than minimal risk.
This section corresponds with the “Statistical Methods” section from the old Protocol Summary
template.

Request for Waiver or Alteration of Consent

•
•
•

Multiple waivers or alterations can now be requested for one study.
Click the “Add” button to add a Waiver or Alteration request. A pop‐up window will appear
where you can fill out the request. Click “OK” at the end of the request to add it to your study.
Each request must be filled out separately; one page cannot be used for more than one request.

Request for Waiver or Alteration of Consent

•
•

This question is where you are asked to justify your request for the waiver or alteration of
consent.
This question is critical in assisting the Board with determining whether or not the request is
justifiable. Please create a persuasive and detailed argument specific for your study that would
demonstrate why it would not be possible to obtain consent and still successfully complete the
study.
•

•

•

Please note that inconvenience and expense to the research study are not sufficient justification to
waive consent. The primary basis of this criterion is related to whether the scientific validity of the study
will be significantly compromised if consent is required.
For example, in some cases, it may be argued that if the study team was to attempt to obtain consent
from each participant, participant refusals and/or failure to establish in‐person contact with participants
due to incorrect, outdated, or incomplete contact information would create large gaps in sampling and
diminished representativeness of the data.

The blue help text examples should NOT routinely be copied verbatim into your waiver request.
Justifications for your request should be carefully customized for your study.

Consent Process Page

1.

The RATS Course titled, “Informed Consent”, is offered for more instruction
about the consent process. Go to https://education.research.utah.edu/ to
register.

The first section of question 1 will display the investigators and internal staff who will obtain consent as
indicated on the Contacts and Title page. In order to change the names that display in this list, you must
change the investigators and internal staff on the Contacts and Title page.
A text box is also provided so that you can list others who will obtain consent for your study team, if
these people cannot be listed on the Contacts and Title page as investigators and internal staff.
Persons obtaining consent must complete Human Subject Research Training. The IRB will not issue final
approval on the study until this is complete.
Persons obtaining consent who are affiliated with the University of Utah (faculty, staff, students), must
complete a conflict of interest disclosure for the study. The IRB will not complete the review of the study
until this is complete.

Consent Process Page

2.
3.

List and describe all of the locations where consent will be obtained. This should include in‐
person, online, telephone, email, and other consent processes, as applicable.
Describe the entire consent process from beginning to end. It may be helpful to outline the
process as a step‐by‐step list. Include a description of the timing of consent, including when
participants will be approached and how long participants will have to make a decision about
dissertation.

Consent Process Page

4.

Describe the measures you will use such that participants do not feel forced or pressured to participate.
This may include
a.
b.
c.
d.

5.

Offering a reasonable amount of compensation
Emphasizing that participating is voluntary
Allowing the participant enough time to consider participation – i.e. not rushing him/her into a decision
Discussing other options available to the participant outside of the research study

State how you ensure that participants are given enough time to discuss the study with the a member
of the study team. Also state who you will ensure that all of their question are answered during the
consent process.

Consent Process Page

6.

Indicate if a legally authorized representative (LAR) will be asked to provide consent for cognitively impaired or
mentally disabled adults who may be enrolled in this study. If the study will not include cognitively impaired or
mentally disabled adults, click “No”. If “Yes,” then describe the situation(s) when you will use an LAR to obtain
consent, including the anticipated frequency of the situation(s) occurring during your study.
You must also complete the Additional Consent Considerations page in the application, which will automatically
generate as you click “Continue” through the application. You must also include a signature block for the LAR on the
consent document(s) used in the study. A copy of the signature block can be found in the IRB Consent Template on
the IRB website.
For the purposes of research, an LAR is “an individual or judicial or other body authorized under applicable law to consent on behalf of a
prospective subject to the subject’s participation in the procedure(s) involved in the research” (45 CFR 46.102, 21 CFR 50.3(1))
Utah State Law specifies that the following individuals can act as an LAR for research purposes:
Any married person for a spouse
Any person 18 years if age or older for his or her parent who is unable by reason of age, physical or mental condition, to provide
such consent
Any individual given power to make decision for another person through power of attorney documents
For more information about LARs, refer to the following guidance:
http://www.research.utah.edu/irb/guidelines/investigator_guidance.html
IGS: Cognitively Impaired Individuals (Non‐VA)
IGS: VA Research Involving Cognitively Impaired Individuals

•
•
•

Consent Process Page

7.

Indicate if a language other than English will be used to obtain consent by selecting Yes or No. If yes, see the
next pages of the tutorial for help with parts a and b.

Consent Process Page

Question 7a:
•
Indicate which type of consent form(s) you will use for the consent process with non‐English speaking participants. If
you choose to use the translated short form option, you must provide justification for its use.
All translations of the full consent form or the short form must be attached on the Documents and Attachments page.
You must also attach a copy of the translation certificate, signed by the person providing document translation. A
template for the translation certificate is available on the IRB website at
http://www.research.utah.edu/irb/forms/hipaa/index.html.
Selecting “A translated consent document” means that you will have the full consent form translated from English into
the language needed. This is the method preferred by the IRB, as it provides the participant with all of the consent
information written in their own language.
Selecting “A translated short form with an English long form” means that you will have a short summary page translated
into the language needed, called a “short form”, and will use the full consent form in English as a guide to discuss the
consent with the participant. Because this is not the preferred method, you must justify why a full consent document
cannot be translated.
For more information about use of the short form with an English long form, read the Short Form Consent
Instructions for Use on the IRB website: http://www.research.utah.edu/irb/forms/hipaa/index.html .

Consent Process Page

Question 7b:
•
Describe the translation and interpretation services that will be used to verbally communicate with
the participant in his/her language. Include a description of how the study will be explained, how
questions will be answered, how the consent form will be signed by the appropriate parties, and how
continued communication with the participant will occur. This may include
•
Use of hospital interpreters
•
Use of local authorities and leaders if you are in a foreign country
•
Use of a native speaker or trained interpreter who is a member of the study team

Consent Process Page

8.

Indicate if you will be using a waiver of documentation of consent by selecting Yes or No. Yes means that you will be
obtaining consent from participants, but you will not be obtaining a signature from the participants.
a.
If yes, explain why this type of waiver is needed/requested in order to obtain consent from participants.
b. If yes, justify the use of the waiver by selecting the option that is applicable to your study.
Generally, the IRB requires that a written summary (consent cover letter) of the study be provided to the participants,
even though signatures will not be obtained. The written summary must be attached to the Documents and
Attachments page under the Consent Documents section. A Consent Cover Letter Template is available on the
IRB website at http://www.research.utah.edu/irb/forms/hipaa/index.html.
Waivers of documentation of consent are only allowable for minimal risk studies.

Additional Consent Considerations Page
Individuals with Cognitive or Decisional Impairment or Mental Disability

For more information about enrolling individuals
with cognitive impairment or mental disability, refer
to the following guidance:
http://www.research.utah.edu/irb/guidelines/investi
gator_guidance.html
IGS: Cognitively Impaired Individuals (Non‐VA)
IGS: VA Research Involving Cognitively

•
•

1.

Describe the nature of the cognitive/decisional impairment or mental disability. Include a
description of how will affect a participants ability to make decisions for the study.
It may also be relevant to describe how the investigator will assess the participants ability to
understand information about the study and make decisions for the study. In cases of severe
mental disability, this assessment will consist of verifying the diagnosis. However, in less severe
cases, psychiatric consultation or written assessments of cognitive ability may be used.

Additional Consent Considerations Page
Individuals with Cognitive or Decisional Impairment or Mental Disability

2.

Indicate whether or not an assent process would be appropriate for the individuals with cognitive
impairment, along with full informed consent from a legal representative. Assent allows the individual
to participate in the decision to participate, while ensuring that a legal representative can assist with the
decision utilizing the full information from the consent process. Justify your response in the text box
provided.
It may be relevant to describe how the investigator will assess the participants ability to understand
information about the study and make decisions for the study. In cases of severe mental disability, this
assessment will consist of verifying the diagnosis. However, in less severe cases, psychiatric consultation
or written assessments of cognitive ability may be used.
Assent documents used to obtain assent from these individuals must be attached to the Documents and
Attachments page.

Additional Consent Considerations Page
Individuals with Cognitive or Decisional Impairment or Mental Disability

3.

Indicate whether or not the cognitively/decisionally impaired participants may recover an
adequate amount of decision‐making capacity during the course of the study.
a.

If yes, indicate if there are plans to obtain full informed consent from the participant at that time. Justify
your response in the text box provided.
Generally, the IRB requires that participants should be given the opportunity to provide consent for
themselves if they become cognitively able.

Placebo Justification

•
•

This page only generates if you have indicated on the Study Information page that your study
includes a placebo.
The IRB may determine that a placebo design is not acceptable if the inclusion of placebo is not
adequately justified by the investigator. This page is where justification for the use of placebo
should be included.

Placebo‐Only Justification

•

•

Placebo‐only designs often elicit discussion from the convened IRB, so additional justification
for the use of placebo in these cases is required to provide the IRB with as much information as
possible to determine whether the placebo‐only design is approvable.
The IRB may determine that a placebo design is not acceptable if the inclusion of placebo is not
adequately justified by the investigator. This page is where justification for the use of placebo
should be included.

Data Monitoring Plan Page

As of 2012: This is a new page with some new questions.

The purpose of data monitoring is ensure the integrity of the research data, adherence to the approved research plan, and that
privacy and confidentiality risks are minimized. The complexity of a data monitoring plan depends on the complexity and risk of the
study. You should design a monitoring plan that is suitable and realistic for your project.
The IRB has self‐assessment forms available for biomedical and social/behavioral studies to guide you through the process, available
at [LINK].
The RATS Course titled, “Data and Safety Monitoring: Plans, Boards, and Committees”, is offered for more instruction about the
monitoring process. Go to https://education.research.utah.edu/ to register.

1.

Select and/or describe the privacy protections that will be used for the study.
For more information about the definition of privacy and selecting appropriate privacy protections, refer to the
following guidance: Privacy and Confidentiality in Research ‐
http://www.research.utah.edu/irb/guidelines/investigator_guidance.html .

Data Monitoring Plan Page

2.

As of 2012: This is a new page with some new questions.

Select and/or describe the confidentiality protections that will be used for the study.
For more information about the definition of confidentiality and selecting appropriate confidentiality
protections, refer to the following guidance: Privacy and Confidentiality in Research ‐
http://www.research.utah.edu/irb/guidelines/investigator_guidance.html .

Data Monitoring Plan Page

3.

As of 2012: This is a new page with some new questions.

Indicate if any images or recordings will be made of the participants during the study by selecting Yes
or No.
a. If yes, describe how the images or recordings will be handled and stored once they are created.
It may be helpful to include a step‐by‐step list of the handling/storage process that will be used
until the end of the study.

Data Monitoring Plan Page

4.

As of 2012: This is a new page with some new questions.

Select and/or describe the how study data and documentation will be monitored throughout the study. Use
the blue help text and the HELP? button for more information.
The IRB needs to know how study data and documentation will be monitored for the following reasons:

•
•
•

To ensure that the study team can identify and correct problems and deviations promptly
To ensure that the study team can collect valid and accurate data according to the approved protocol
To ensure that proper problem and deviation reporting can occur throughout the study

Data Monitoring Plan Page

5.
6.

As of 2012: This is a new page with some new questions.

Select and/or describe who will primarily be responsible for the study data and documentation.
Indicate how often the study team plans to monitor the data throughout the course of the study.

Safety Monitoring Plan Page

As of 2012: This is a new page with all new questions.

A safety monitoring plan must be designed for greater than minimal risk studies in order to minimize
threats to the safety and welfare of the research participants.
For studies with a Data and Safety Monitoring Board (DSMB), use the DSMB Charter or review plan to
complete the questions on this page.
For more information about when to use a data and safety monitoring board or committee (DSMB/C)
or when to use an independent versus internal DSMB/C, use the HELP? button on question 1.
Refer to the following policies, guidance, and resources for more information about safety monitoring:
Investigator Guidance Series: Data and Safety Monitoring ‐
http://www.research.utah.edu/irb/guidelines/investigator_guidance.html
VHA Handbook 120005, page 28 ‐
http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=2326
RATS Class: Data and Safety Monitoring – Plans, Boards, and Committees ‐
https://education.research.utah.edu/classes.jsp

•
•
•

Safety Monitoring Plan Page

1.

As of 2012: This is a new page with all new questions.

Select and/or describe who will primarily be responsible for the safety of the study.
a) For each individual responsible for monitoring safety, describe his/her expertise and affiliation
For more information about when to use a data and safety monitoring board or committee
(DSMB/C) or when to use an independent versus internal DSMB/C, use the HELP? button on
question 1.

Safety Monitoring Plan Page

2.
3.

As of 2012: This is a new page with all new questions.

Describe the data and events that will be monitored and reviewed for safety. This should be data points
collected during the course of the study.
Describe the types of reports that will be produced by the monitoring entity. Note that the monitoring entity
may address many items in one report.
Safety reports describe the analysis of adverse events and other items which may affect participant
safety.
Study progress reports describe the status of the study, which may include enrollment status,
clarification of elements of the protocol, start‐up and close‐out of participating sites, etc.
Interim analysis reports describe the analysis of data prior to finalizing data collection. This analysis
helps to identify if the study is projected to meet its aims and if the results are likely to be positive or
negative.

Safety Monitoring Plan Page

4.

As of 2012: This is a new page with all new questions.

Describe the specific triggers or stopping rules that would initiate
a) Withdrawing a participant from the study
b) Modifying or stopping the study
If the protocol has eligibility criteria for a participation to remain in a study throughout certain study stages, this should
be described in question 4a.
At the beginning of a study, it may be unclear exactly which events and problems will cause a participant to be
withdrawn or cause the study to be stopped or modified. However, it may be appropriate to state that the following
would be considered a stopping rule:
An increase in the frequency, nature, or severity of adverse events beyond what was expected when the
protocol was initiated.
No clear benefit to participants can be seen (futility).

Safety Monitoring Plan Page

5.

As of 2012: This is a new page with all new questions.

Indicate the frequency that safety monitoring will occur by the monitoring entity.
If the protocol should describe the planned frequency for safety monitoring, however, this frequency
may change as the study progresses. Changed to the frequency should be justified and submitted to
the IRB via an amendment.

Risks and Benefits

•

The questions on this page are all the same as the old version of the application. Some
questions that previously appeared on this page have been moved to more appropriate sections
of the application.

2.

This question asks the investigator to describe the potential benefits of the research to society
AND to participants. Please provide information about the potential benefits to both groups. If
there is no anticipated direct benefit to participants, please state this.
•

For example, “Potential benefits to society include an increased understanding about the condition under
study. We hope to be able to help patients with this disease in the future by contributing to the general
knowledge about the disease. Although we hope participants will benefit eventually, we do not
anticipate any direct benefit to participants for being in this study.”

HIPAA and the Covered Entity

•
•

For more information about the HIPAA Privacy Rule & Authorization,
please review the Investigator Guidance Series (IGS) document titled,
“HIPAA Privacy Rule & Authorization” on the A‐Z Index.

This page only generates if you have indicated the study will take place inside the covered
entity.
The
button on this page includes an definition of “PHI” and a copy of the list of 18
identifiers regulated by HIPAA.

1a. Select the method you will use to obtain authorization for the use of the patient’s protected
health information (PHI). The options listed are specifically defined in the HIPAA Privacy Rule, and
each are associated with specific requirements. Please review the Investigator Guidance Series (IGS)
document titled, “HIPAA Privacy Rule & Authorization” on the A‐Z Index for more information.

HIPAA and the Covered Entity

1b. This question must be consistent with the list of groups who may have access to PHI in the
Confidentiality and Authorization sections of the Consent Document. Please check those sections of
your documents carefully and ensure they are consistent with this question.
• If your study is sponsored or involves a drug, device, or biologic, it is likely you should list the
sponsor and the FDA in this question. These groups have the right to conduct site audits of the
raw data at their discretion to ensure integrity of the research.

HIPAA and the Covered Entity
2.

Several parts of this question have been modified. Please read the blue help text carefully.
2a‐2b. If you select “Yes” for either of these questions, additional information about your investigational drug and/or
device will be required on subsequent pages, which will automatically generate as you click “Continue” through the
application.
• Please note that in vitro diagnostic (IVD) devices are considered to be investigational when developed or used for research in a
manner consistent with the Federal definition of an investigational device.

2c. This question has been added to designate trials that are initiated by the local investigator. Please read the blue help
text carefully, and attach your full research protocol to the Documents and Attachments page under “Full Protocol”.
2d. This question is the trigger mechanism for RDRC‐HUC review. If your application indicates that data will be collected
from radiographic scans which may be prospectively administered, either as part of standard of care, or as part of
screening for the study, and/or the study procedures, select “Yes” in this section. The RDRC‐HUC does not allow
investigators to self‐exempt their research from review. Complete the RDRC‐HUC application in ERICA for an official
determination of approval or an exemption.

HIPAA and the Covered Entity

2.

Several parts of this question have been modified. Please read the blue help text carefully.
2e. This question has been re‐worded. This question is the trigger mechanism for CCIC review.
2f. This question has been re‐worded to include the UUHSC EDW. This question is the trigger mechanism for RGE
review.

HIPAA and the Covered Entity

2.

Several parts of this question have been modified. Please read the blue help text carefully.
2i. This question has been added to designated studies that include tissue/specimen banking. If you select “Yes” for
this question, additional information about your tissue banking procedures will be required on subsequent pages,
which will automatically generate as you click “Continue” through the application.
2j. If you select “Yes” for this question, you should contact the Institutional Biosafety Committee (IBC) for approval.
Their application is not built into ERICA, so you should attach the paper approval from IBC to your application following
their review.

Request for Waiver or Alteration of Authorization

•
•
•
•

Multiple waivers can now be requested for one study.
Click the “Add” button to add a Waiver request. A pop‐up window will appear where you can fill
out the request. Click “OK” at the end of the request to add it to your study.
Each request must be filled out separately; one page cannot be used for more than one request.
The page has been renamed to include provisions for an Alteration of Authorization.

Request for Waiver or Alteration of Authorization

•
•

This question is where you are asked to justify your request for the waiver or alteration of
Authorization.
This question is critical in assisting the Board with determining whether or not the request is
justifiable. Please create a persuasive and detailed argument specific for your study that would
demonstrate why it would not be possible to obtain a signed authorization and still successfully
complete the study.
•

•

•

Please note that inconvenience and expense to the research study are not sufficient justification to
waive authorization. The primary basis of this criterion is related to whether the scientific validity of the
study will be significantly compromised if authorization is required.
For example, in some cases, it may be argued that if the study team was to attempt to obtain a signed
authorization from each participant, participant refusals and/or failure to establish in‐person contact
with participants due to incorrect, outdated, or incomplete contact information would create large gaps
in sampling and diminished representativeness of the data.

Justifications for your request should be carefully customized for your study.

Limited Data Set Statement and Assurance

•

•

This page generates if you indicate on the HIPAA and the Covered Entity page that you will
satisfy the requirement to obtain authorization by using a Limited Data Set with a Data Use
Agreement (DUA).
A new mechanism for completing assurances in the application has been programmed with the
2012 update. All statements of assurance are now affirmed by the principal investigator upon
submission of the application to the IRB.
For more information about the HIPAA Privacy Rule & Authorization,
please review the Investigator Guidance Series (IGS) document titled,
“HIPAA Privacy Rule & Authorization” on the A‐Z Index.

Safe Harbor De‐Identification

•

•

For more information about the HIPAA Privacy Rule & Authorization,
please review the Investigator Guidance Series (IGS) document titled,
“HIPAA Privacy Rule & Authorization” on the A‐Z Index.

This page generates if you indicate on the HIPAA and the Covered Entity page that you will
satisfy the requirement to obtain authorization by using a de‐identified data set that satisfies
the HIPAA requirements for “Safe Harbor” designation.
A new mechanism for completing assurances in the application has been programmed with the
2012 update. All statements of assurance are now affirmed by the principal investigator upon
submission of the application to the IRB.

Statistical Analysis De‐Identification

•

This page generates if you indicate on the HIPAA and the Covered Entity page that you will
satisfy the requirement to obtain authorization by using a de‐identified data set that satisfies
the HIPAA requirements for “Safe Harbor” designation.
•
A new mechanism for completing assurances in the application has been programmed with the
2012 update. All statements of assurance are now affirmed by the principal investigator upon
submission of the application to the IRB.
2A. The person listed here should be a certified or otherwise qualified statistician. In addition, a
report documenting the methods and results of de‐identification verification is required. If you are
not giving your data set to a statistician for de‐identification, and a report is not attached to the
application summarizing the process, chances are you have selected this option in error.
For more information about the HIPAA Privacy Rule & Authorization,
please review the Investigator Guidance Series (IGS) document titled,
“HIPAA Privacy Rule & Authorization” on the A‐Z Index.

Investigational Use of a Drug Page

Column 1 should be completed if the study involves an investigational drug that has received an IND from
the FDA. If an IND has not been received, leave this column blank.
a.
b.

Click “Add” to provide the IND number, Drug Name, and IND Holder in a pop‐up window. You can add multiple
investigational drugs using the “Add” button and the information for each drug will display in this section
Select the documentation method for verifying the IND number as issued by the FDA. On the Documents and
Attachments page later in the application, you must attach all required documentation as specified by the blue
text in Column 1.

Who can serve as the principal investigator for a study submitted to the University of Utah IRB?
Please see: http://www.research.utah.edu/irb/submissions/submit_study.html and
http://www.research.utah.edu/irb/guidelines/pdf/IGS_PrincipalInvestigatorQualifications‐D0909.pdf.

Investigational Use of a Drug Page

Column 2 should be completed if the study involves the investigational use of a drug where an IND
from the FDA is not required. For example, the off‐label investigational use of an FDA
approved drug.
a.
b.
c.

Provide the drug name.
Select the method for obtaining an IND exemption for this study.
Complete part C only if an IND exemption is being requested from the IRB. On the Documents and
Attachments page later in the application, you must attach all required documentation as specified by
the blue text in Column 2.

For more information about Investigational Drug Studies, refer to the following guidance:
IGS
RATS Classes

Investigational Use of a Drug Page

The Investigational Drug Statement of Compliance is included at the bottom of this page. This
must be reviewed by the PI and then accepted when the PI uses the “Submit” activity to
submit the application to the IRB for review. In the “Submit” activity window, a checkbox to
accept this statement of assurance will be available.

Investigational Drug Data Form Page

An Investigational Drug Data Form (IDDF) must be completed for each investigational drug (with or without IND) that
is used in the study. Use the investigator brochure or package insert to complete the form.
a.
b.

Click “Add” to complete the form for each investigational drug. You can add multiple investigational drugs using the “Add”
button and the summary information for each drug will display in this section. The name of the drug provided in question
1 of the IDDF must match that given on the Investigational Use of a Drug page.
IDDF Question 10: As of 2012, question 10 on the IDDF is new to the application, capturing information that was once
captured in the Protocol Summary that has been discontinued. The plan described in question 10 must be in accordance
with FDA regulations for control, storage, and dispensation of investigational drugs. If the Location of the Drug Supply
(Question 11) indicates the use of an investigational pharmacy at the U of Utah, HCI, PCMC, or the VA, adherence to these
regulations is covered by pharmacy policy.

Investigational Use of a Device Page

1.

Indicate the risk determination of the device study according to the PI, sponsor, and/or FDA.
a.
b.

Click “Add” to provide the IDE number, Device Name, and IDE Holder in a pop‐up window if this study has
received a IDE from the FDA. You can add multiple investigational devices using the “Add” button and the
information for each device will display in this section
Select the documentation method for verifying the IDE number as issued by the FDA. On the Documents and
Attachments page later in the application, you must attach the selected method of documentation.

Frequently Asked Questions about IRB Review of Medical Devices (FDA):
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM127067.pdf
Significant Risk and Non‐Significant Risk Medical Device Studies (FDA):
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126418.pdf

Investigational Use of a Device Page

2.

As of 2012, question 2 is new to the application, capturing information that was once
captured in the Protocol Summary that has been discontinued. The plan described must be
in accordance with FDA regulations for control, storage, and dispensation of investigational
devices.
Frequently Asked Questions about IRB Review of Medical Devices (FDA):
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM127067.pdf
Significant Risk and Non‐Significant Risk Medical Device Studies (FDA):
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126418.pdf

Non‐Significant Risk Device Page

1.

Use the FDA definition of a NSR device to justify that the investigational device used in this study meets
the definition.
a)

Attach all documentation for the device that is received from the sponsor, manufacturer, and FDA to the Documents
and Attachments page.

For more information about what constitutes a non‐significant risk device or the IRB review process for
non‐significant risk device studies, you may schedule a consultation with the IRB by calling 801‐581‐3655.
Significant Risk and Non‐Significant Risk Medical Device Studies (FDA):
http://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM126418.pdf

Device Exempt from IDE Requirements Page

1.

Indicate the category applicable to the investigational device that allows it to be exempt from IDE
requirements.
a) Attach all documentation for the device that is received from the sponsor, manufacturer, and FDA to
the Documents and Attachments page.
While a device may be exempt from IDE requirements, the FDA still requires that investigations involving a
medical device follow regulations concerning IRB review and informed consent: 21 CFR 50 & 56.

HIV Antibody Testing

•

This page generates if you indicate of the HIPAA and the Covered Entity page that the study involves
HIV testing.

6.

If patients will be tested for HIV regardless of whether they are in the study, select “Yes” in this
section. If patients will be tested because they are in the study, select “No”.

•

If patients will be tested for HIV or other reportable diseases* exclusively for the purposes of this
study, you must address the HIV guidelines.

*State Law & Mandatory Reporting: If testing is performed for any
communicable or infectious diseases reportable by Utah State law as a
result of study participation, several additional items must be addressed in
the application (refer to http://health.utah.gov/epi/report.html for a
current list of Utah’s reportable diseases).
For more information about HIV testing, please review the Investigator
Guidance Series (IGS) document titled, “HIV Antibody Testing” on the A‐Z
Index.

Genetic Research Page

As of 2016: This is a new page with all new questions.

• Questions #1 and #2 pull information from the Risks and Benefits Page, and also from the Data Monitoring Page. You just
need to add additional information specific to genetic testing.
• Don’t delete the information already showing; just add a paragraph about genetic testing risks and privacy to the end of each
section.

Genetic Research Page (cont.)

As of 2016: This is a new page with all new questions.

• If you select “Yes”, you must include the required language in the “New Information” section of your consent document regarding re‐contact.
This language can be found in the IRB consent template, or in the guidance document linked below.

• To learn more about what “incidental findings” are, and when you should consider communicating them to participants, please
review the IRB guidance document titled, “Genetic Research” at http://irb.utah.edu/guidelines/investigator.php.

Genetic Research Page (cont.)

As of 2016: This is a new page with all new questions.

• You can read the “Standard Institutional Process” by clicking the link in the application, or by going to
http://irb.utah.edu/guidelines/disclosure‐incidental‐findings.php. If you choose to use the standard process, no further
information is needed in the application.
• If you select “Other”, describe your re‐contact and disclosure process in detail. We will review your process to ensure it is
complete, thorough, and meets similar standards as the standard process.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Please review the following policies and procedures to ensure tissue banking compliance
for the study: http://www.research.utah.edu/irb/guidelines/topic_pages/tissue_bank.html
Ensure that all information provided in the application regarding tissue banking is
consistent with all consent forms used for the study.

1.

Indicate the type(s) of samples to be collected. Use the blue help text for examples.

Tissue Banking Page

2.

As of 2012: This is a new page with all new questions.

Indicate the type(s) of research that may be conducted on these samples by researchers in the future.
The rules for allowable future research on banked tissues are as follows:
1.
2.
3.

Tissues collected with participant identifiers can only be used in the future for specific types of research. This
must be specified in the IRB application and the consent document.
Specific future research is not required if the samples will be completely de‐identified and cannot be linked
back to the participant.
For Cooperative Group Trials, specific future research is not required and the cooperative group may keep
identifiers, as long as an appropriate plan for maintaining confidentiality is in place.

Tissue Banking Page

3.

As of 2012: This is a new page with all new questions.

Indicate the person/institution that manages the tissue bank (sample and data management),
including the location of sample and data storage.
All tissue banks managed by the University of Utah must have a management protocol attached to the
IRB application. A template for a tissue banking management protocol is on the IRB website on the
Forms page.

Tissue Banking Page

4.

As of 2012: This is a new page with all new questions.

Question 4a includes 3 options, from which you must select 1 option applicable to your study.
Continue on to the next tutorial pages for help with each option.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4a, OPTION 1:
•
Select this option if all of the samples are identifiable to anyone responsible for conducting the study.
People responsible for conducting the study include the PI, members of the study team, tissue
banking management personnel, etc.
Identifiable means that the participant can be identified in some way.
The sample has identifiers directly on the storage packaging, like name, MRN, DOB, etc.
The sample has an ID number on the storage packaging and a list of ID numbers with identifiers is kept separately
which can be used to identify from whom the sample came.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4a, OPTION 2:
•
Select this option if
•
•

•

Some of the samples are identifiable to anyone responsible for conducting the study
AND
Some of the samples are de‐identified and cannot be re‐identified by anyone responsible for conducting the study.

People responsible for conducting the study include the PI, members of the study team, tissue banking
management personnel, etc.
Identifiable means that the participant can be identified in some way.
The sample has identifiers directly on the storage packaging, like name, MRN, DOB, etc.
OR
The sample has an ID number on the storage packaging and a list of ID numbers with identifiers is kept separately which can
be used to identify from whom the sample came.

De‐identified means that the sample cannot be linked back to the participant.
The sample has no information on the storage packaging and no information linked to it.
OR
The sample has an ID number on the storage packaging, but the ID number is not linked to any identifiers. The ID number is
kept in a database and is only used to track the sample.
OR
The sample has an ID number on the storage packaging, and the ID number is linked to de‐identified information about the
participant. The ID number and de‐identified information about the participant are kept in a database.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4a, OPTION 3:
•
Select this option if all of the samples are de‐identified and cannot be re‐identified by anyone
responsible for conducting the study. People responsible for conducting the study include the PI,
members of the study team, tissue banking management personnel, etc.
De‐identified means that the sample cannot be linked back to the participant.
The sample has no information on the storage packaging and no information linked to it.
OR
The sample has an ID number on the storage packaging, but the ID number is not linked to any identifiers. The ID
number is kept in a database and is only used to track the sample.
OR
The sample has an ID number on the storage packaging, and the ID number is linked to de‐identified information
about the participant. The ID number and de‐identified information about the participant are kept in a database.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4b:
•
Answer the three questions if you selected OPTION 1 or OPTION 2 in section 4a. You can leave these
questions blank if you selected OPTION 3. Continue on to the next tutorial pages for help with each option.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4b, Who will manage and have access to the identifiable data:
The IRB needs to know who can manage and have access to the identifiable data for the following
reasons:

•
•
•
•

HIPAA authorization must account for the individuals with access to identifiable data for research purposes.
The number of people with access to identifiers for research purposes should be a small as possible in order to
protect a participant’s privacy.
People who are responsible for managing and accessing identifiable data in order to perform their functions of
research tissue bank management must be trained to protect confidentiality. They must be trained not to
disclose identifiable information to those who are not authorized to receive it.
People who are responsible for managing and accessing identifiable data through the research tissue bank are
considered to be “engaged in research”, even if they did not design the study, obtain consent, collect the data, or
perform data analysis. That means that these people cannot be included under a “Non‐Human Subject
Research” determination. However, if these responsible individuals give out de‐identified data, the data
recipient may likely be included under a “Non‐Human Subject Research” determination.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4b, Where will the data be kept:
The IRB needs to know where the data will be kept or stored for the following reasons:

•
•
•

HIPAA authorization must account for the location of the data.
The location of the data must be secure to protect privacy and confidentiality.
The institution(s) and investigator(s) who store identifiable data for research purposes are considered to be
“engaged in research” and must have IRB approval to keep and use the data.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4b, How will the data be kept confidential:
The IRB needs to know the confidentiality protections for the following reasons:

•
•

To ensure that research regulations for approving research are met.
To ensure that the data is protected from those individuals who are not allowed to see it. This includes giving
only de‐identified data if a data recipient is not authorized to have access to identifiers.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4c:
•
Answer the two questions if you selected OPTION 3 or OPTION 3 in section 4a. You can leave these questions
blank if you selected OPTION 1. Continue on to the next tutorial pages for help with each option.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4c, Who will de‐identify the samples:
The IRB needs to know who will de‐identify the samples for the following reasons:

•
•
•
•

HIPAA authorization must account for the individuals with access to identifiable data for research purposes.
Anyone responsible for sample de‐identification will have access to the identifiable data.
The number of people with access to identifiers for research purposes should be a small as possible in order to
protect a participant’s privacy.
People who are responsible for de‐identifying the samples must be trained to protect confidentiality. They must
be trained not to disclose identifiable information to those who are not authorized to receive it.
The individual(s) who de‐identify the samples may be a member of the tissue bank study team, or may be a
person unaffiliated with the study.

•
•

If an individual performing de‐identification is a member of the tissue bank study team, he/she is considered to be
“engaged in research”, even if he/she did not design the study, obtain consent, collect the data, or perform data
analysis. This means that the individual cannot be included under a “Non‐Human Subject Research” determination
and IRB approval for this individual’s activities is needed.
If the individual performing de‐identification is unaffiliated with the study, the individual is not considered to be
“engaged in research”, so long as the individual never discloses identifiers to the tissue bank study team. This
means that IRB approval is not needed for this individual’s activities.

Tissue Banking Page

As of 2012: This is a new page with all new questions.

Question 4c, When will the sample be de‐identified:
The IRB needs to know when the samples will be de‐identified for the following reasons:

•
•
•

The IRB needs to understand at what points in time the samples are identifiable versus de‐identified in order to
protect privacy and confidentiality appropriately at these time points.
Understanding when the samples will be de‐identified helps the IRB to know who will have access to identifiers,
because some people are only involved in the study at certain points in time.
This helps the IRB determine if subsequent studies using tissues from the tissue bank can be considered “Non‐
Human Subject Research”.

Tissue Banking Page

5.
6.

As of 2012: This is a new page with all new questions.

Indicate the data that will be kept with or linked to the sample. Include all identifiable and non‐
identifiable data points.
Indicate the process and procedures that a participant will need to follow if he/she would like a
sample and data withdrawn from the tissue bank, such that it cannot be used for future research. If
the tissue bank will not allow samples to be withdrawn (e.g. because they are all de‐identified),
provide an explanation as to why withdrawal is not possible.

Tissue Banking Page

7.
8.

As of 2012: This is a new page with all new questions.

Indicate if future research results will be communicated to the participants and what the process for
this communication will be, if applicable.
Give a summary of the procedures the tissue bank will follow to receive and fulfill tissue requests from
other researchers. This includes verifying that the other researchers are allowed to receive and use
tissues and data for research purposes.

Resources and Responsibilities

•
•
•

As of 2012: This is a new page with all new questions.

This page corresponds with the “Administrative Responsibilities” section from the old Protocol
Summary template.
Read the blue help text with each question carefully. Make sure you thoroughly answer each
question.
Several of the new questions in the application have been equipped with “Rich Text” editor
functions. You are encouraged to use bulleted or numbered lists, different font colors, etc. to
clearly format the information on this page.

Documents and Attachments
If your application was approved prior to 2012, the most recent, approved
version of your Protocol/Research Summary will appear here. The
document is archival and read‐only, so it cannot be updated or deleted.

All consent documents should be attached here. Documents in this
section with a blank watermark footer will be processed with an
approval stamp.

A full protocol is required in specific circumstances.
Please see the tutorial titled, “Full Protocol
Requirements” for more information.

•

This page has been revised with more sections and with more detailed sub‐titles to help
investigators separate their documents more thoroughly.

•

Tip: Please use the title field to clearly indicate the content of each form. The name you enter will
be listed on your approval letter. Use names that will differentiate from earlier versions.

For more information about attaching documents, please review the other
tutorials offered on the Tutorials page, including “Attaching Tracked
Documents”.

Documents and Attachments

For more information about recruitment and advertising, please review
the Investigator Guidance Series (IGS) documents titled, “Recruitment”
and “Advertising” on the A‐Z Index.

This section corresponds with the “References” section from the old Protocol Summary template.
Citations from the literature should be included in the “Background and Introduction” question on the Contacts and
Title page, and the cited references should be listed in a Word Document and attached here.
This and other supporting information, such as your own publications, should be submitted if you feel it would allow
a deeper understanding of the project.
If your study includes a non‐traditional design, such as a research registry, quality improvement program, or
database, you may include citations that demonstrate a compelling reason to create the registry, improve the
program, etc. in the first place (e.g. research that provides a deeper understanding of the disease/disorder the
registry is targeting, or the social factors resulting in the need to improve the program, etc.), or previous research that
indicates that registries/QI programs are effective in accomplishing the objectives of your design.

Attach materials that will be used for participant recruitment (e.g. recruitment
pool announcements, emails, newspaper/internet advertisements and website
postings, posters, flyers, letters, etc.).
Please note that the University of Utah IRB does not allow cold‐calling as a
method of recruitment.
If internet advertisements or social networking sites, etc. will be utilized for
recruitment, please review the IRB guidelines regarding internet advertising.

A section titled “Other Stamped Documents” will be included on this page soon.
The section will be used for items that are not consent documents, but that still
require an IRB stamp, such as the “Data/Information Request Form” for the
UUHSC EDW.
*Do not add documents to this section unless you are familiar with using this
section, or unless you are specifically instructed to by the IRB.

Ancillary Applications Page

•

Follow the instructions provided on this page. For questions about how to complete the
ancillary applications, you must contact each office individually.

•

When you submit your IRB application, the ancillary applications are submitted as well.
Each ancillary committee is required to review their application BEFORE IRB review will
proceed. Reviews are not conducted concurrently.

Finish

•

Follow the instructions provided on this page to complete your application.
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