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Introduction
The University of Baltimore Institutional Review Board (UB IRB) is an 8-member committee
responsible for the protection of human subjects in research studies that are conducted at the
University. The UB IRB ensures that faculty, staff, and student researchers comply with
University, University System of Maryland, and the Federal regulations set forth by the US
Department of Health and Human Services (US DHHS) in 45 CFR 46 – Protection of Human
Subjects. At UB there is an application, review, and approval process with regard to the use of
human subjects in research studies.
The University of Baltimore has implemented Kuali Protocols software to administer the
application submission, review, and approval for IRB protocol applications. All UB, faculty, staff,
and students have access to the Kuali portal through myUB, where they can create and submit
their protocol applications and review the status of pending protocol applications.
With the implementation of Kuali, we have essentially converted our IRB paper application
process to an entirely electronic format. This guide will help you familiarize yourself with the
system, and assist you with the following tasks:
i.
ii.
iii.
iv.
v.
vi.
vii.

Overview of UB’s Electronic IRB Application Procedures
Accessing the Kuali Protocols Software
Reviewing Information on Your Protocols Dashboard
Initiating a New Protocol Application
Uploading Attachments
Submitting Your Protocol
Reviewing and Responding to IRB Questions and Comments
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(p. 3)
(p. 4)
(p. 5)
(p. 6)
(p. 9)
(p. 12)
(p. 13)

i.

Overview of UB’s Electronic IRB Application Procedures

The Kuali Protocols software was implemented at UB: a) to improve operational efficiencies of
the Institutional Review Board, and b) to serve as a centralized, electronic record keeping
system. The UB IRB will continue to operate in compliance with the Federal regulations put
forth in 45 CFR Part 46 – Protection of Human Subjects.
With this in mind the Kuali electronic procedures will mimic what was previously done with the
hard copy, paper based application:
a) Faculty, staff, and student researchers will access the Kuali Protocols portal through
myUB to complete their protocol application. Users can upload and label attachments to
their application including their study instruments, recruitment material, and sample
consent documents. Once the application is complete the users click “submit”.
b) After the protocol is submitted, the OSR IRB Coordinator will receive a system
generated email notification that a new application is in the queue.
c) The IRB Coordinator will login and pull up the protocol on their dashboard and
complete an initial administrative review (i.e. application completeness, thoroughness
in responses, all necessary attachments are included). For those protocols that qualify
for an exempt or expedited review, the IRB Coordinator will assign the protocol to (2)
IRB members for review. For protocols that require a full board review, the protocol will
be assigned to an upcoming IRB meeting.
d) IRB members will review the protocol and insert questions or concerns within the
application. The IRB Coordinator will make the pertinent reviewer questions and
concerns available to the researcher.
e) The researcher will then have the opportunity to review comments and revise the
application accordingly. They can also upload revised attachments (e.g. consent
documents, survey instruments, etc.). The system will flag all saved changes for the IRB
members to review.
f) If/when a protocol is approved by the IRB, a formal approval letter will be issued to
the researcher. Note: For all protocol applications that are approved under expedited or
full board review, there is a (1) year effective period for the approval. Those researchers
must submit a renewal application after that first project year.
g) The researcher can log into their dashboard at any time to review the status of their
applications, or pull up previously submitted protocols.
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ii.

Accessing the Kuali Protocols Software

All UB faculty, staff, and student researchers have access to Kuali Protocols through the MyUB
portal. The software utilizes a single sign on so once a user is logged into MyUB, they can
navigate to the Kuali Protocols icon on the lower left hand side of the Tools menu.
After signing into myUB:
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iii.

Reviewing Information on Your Protocols Dashboard

The Kuali Protocols icon will bring the user to their protocols dashboard. This dashboard will
display all of the user’s own protocols that have been submitted in the system:

The default display settings will include the following information for each protocol: title,
protocol #, PI, Submission Type, Review Type, Status, and Assignment.
By clicking on the widget on the right hand side – the user can choose to also display any of the
following information:
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IV.

Initiating a New Protocol Application

To initiate a new IRB protocol application, first click the “+ New Protocol” button in the upper
right hand corner:

Then select “IRB”. This will bring you to the IRB General Information screen below:

All UB Faculty, Staff, and Students should be able to search for and select their name from the
pulldown menu for Principal Investigator. To search, start typing your last name and the
available selections should pre-populate. Note: If you do not see your name listed, please
contact the IRB Coordinator at 410 837 6199, irb@ubalt.edu.
Use the pulldown menu under “Lead Unit” to select the appropriate UB unit or division. Note: If
you are a student, select your college, If you are a faculty or staff member – select your
department.
For Students (select your college):
•
•
•

Merrick School of Business  select “MSB Administration”
College of Arts & Sciences  select “CAS Administration”
College of Public Affairs  select “CPA Administration”
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•

UB School of Law  select “Law School Administration”

The “Next” button will guide you through what is required for the protocol to be saved. If you
choose to 'Cancel' the protocol will not be saved and the system will return you to the
Researcher’s dashboard.

Complete the Title and Project Summary fields, which are both open text boxes and click “Next”
in the upper right hand corner to proceed to the next section of the application:

On the following screen, enter your estimated start and end date for running the study. Note:
IRB approval must be in place before any research activities with human subjects can
commence.
If the user is a student they must indicate that on this screen as well. For student protocol
applications, the faculty advisor should be added to the personnel information in the following
section.
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For Students  List “N/A” under Agency Sponsor and Peoplesoft Project # fields. These fields
are for faculty researchers and have to do with externally funded sponsored research projects.
After the General Questionnaire is complete and you press the Next button the system will take
you to the entire protocol view so additional information can be added and edited. All sections
must be completed before the Protocol can be submitted for review.
Click “Next” to proceed to the remainder of the protocol application:

The panel on the left hand side will indicate which sections of the application are complete with
a green check mark. The user can also navigate to specific sections by clicking on each:
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Part A – Exemption Checklist
This section of information (along with Part B) will determine whether a protocol application
can be considered “exempt” from further IRB monitoring in accordance with regulations put
forth in 45 CFR 46. Included in this section are questions regarding the target population and
the level of inherent risk to participants. If the researcher answers “yes” to any of the
questions, they will be prompted to provide additional information.
Part B – Exemption Categories
The questions in this checklist will help determine which category of exemption may be
applicable for the protocol per the Federal guidelines.
Protocol Type
The researcher should read this section carefully to determine which review type is best suited
for the protocol application. The response here will be determined by the responses in Part A
and Part B, accordingly. Note: The IRB will make the final determination as to the protocol
review type designation.
Part C – Proposed Research Design
The questions in Part C allow for the researcher to fully describe the purpose of the study, their
project design, and data collection. The researcher should be as thorough as possible
Part D – Informed Consent Procedures & Confidentiality
Under the Federal regulations, researchers who intend to study human subjects must obtain
informed consent from potential participants. Informed consent can occur via a written
document, a web based application, or a verbal exchange between the researcher and the
participant. This section also includes questions on data security, confidentiality, and will ask
the researcher to describe the steps they will take to protect the dataset.
IRB Protocol Personnel:
All protocol personnel must be listed in the Person section. The individual listed as the Principal
Investigator above, and the initiator of the protocol will both be listed. Additional individuals
can be added by pressing the Add button.
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When you press the Add button a lightbox will appear where you can enter details about the
individual you are adding. The Person name, and Email address will populate automatically
based on the person you select from the list in the Person field. The other fields on this screen
have to be entered manually. Each individual must have a Researcher or Contact role listed. The
other fields are optional. If you mark Full Access on this screen this this user will be able to open
and modify this protocol via the Manage Protocols screen. If you click Read-Only then this user
will be able to open, but not modify this Protocol via the Manage Protocols screen.
**Student researchers must add their Faculty Sponsor on their protocol and give them full
access permissions for their protocol to be reviewed. **
Other Sections:
Below this section the rest of the IRB Protocol form will display. Be sure to read every question
carefully and include all appropriate detail in the text questions.

V.

Uploading Attachments

Below the form sections you will be able to add attachments to your protocol. There are some
attachments that are only required if certain answers are provided in the Protocol form.
Attachment locations will populate within the form in that case. The attachments panel is for
attachments that are required on all Protocols, and all optional attachments. To add a new
attachment press the Add button.

The lightbox that appears when you press the add button has a location where you can add
your attachment, a field to Name the attachment, a dropdown list of Attachment Types, and an
open text field to add comments about the attachment. Every protocol requires at least 1
attachment with the type Sample Study Instrument.
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*Note: The IRB will need to review examples of all pertinent protocol materials, including but
not limited to consent documents, study instruments (i.e. surveys, questionnaires, interview
scripts, focus group questions, etc), and recruitment materials. If your protocol utilizes these
items, they should be attached here and labeled accordingly.
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VI. Submitting Your Protocol
After all fields have been completed (your protocol saves automatically as you complete), submit your
protocol by pressing the submit button at the top right of the page. If you have any errors or incomplete
fields, you will be notified at this time. If not, your submission will be submitted to the IRB coordinator’s
dashboard. Your protocol should say submitted for review on your dashboard.
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VI.

Reviewing and Responding to IRB Questions and Comments

If your protocol is missing required information and/or materials during the administrative review by the
IRB coordinator, or your Board reviewers have any questions or required revisions during your protocol’s
Board review, your protocol will be sent back to you. You will be notified by an automated email (to your
UB email) from Kuali. When you open your protocol you will see the yellow feedback bar at the top of the
protocol page (seen in picture two below) with instructions on what to revise, and/or what questions to
address. You will also see the date the revisions are due back by. In picture one you see an example of the
comment icon. You can click the icon to review the comment(s) from your reviewer(s). You will also be able
to see which sections your reviewers have left comments on by looking at the “Jump to” sections on the
left hand side of the page. Once you have addressed all questions and made revisions you will resubmit
your protocol.
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General Tips for Completing Your IRB Protocol Application:
•
•

•

•

•

•

Start the process early, do not hesitate to contact the IRB Coordinator with
any questions prior to submitting your protocol.
The IRB is comprised of individuals with a wide variety of backgrounds, from
each of the colleges on campus. Use plain language and avoid field specific
acronyms or jargon. You will want to write as if your audience is not familiar
with your field or academic area of study.
Be as thorough as possible when responding to each question. The goal is to
provide the IRB with a complete understanding of your project design,
target population, recruitment strategies, and study instruments.
Do not minimize risks. Put yourself in your participants’ “shoes”. There is an
inherent amount of risk associated with all research projects involving
human subjects. The goal is to show the IRB that you acknowledge those
risk(s) and are taking appropriate steps to manage and mitigate those risks
to participants.
If you are utilizing existing data from an outside entity or if you wish to
administer your study at your place of employment or another affiliated
organization, the IRB will ask that your provide documentation from that
organization that grants you permission to run the study or use the data.
Remember the 4 C’s: Consideration, Clarity, Consistency, and Completeness
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