eCompliance:IRB Forms
Quick User Guide
University of Missouri-Kansas City

This user guidewascreated to help navigatehe eCompliance System

x There is one IRB application to cover exempt, expedited, and full board studies.
x  The IRB application is more encompassing to cover regulatory and institutional
requirements.

1. Login to eCampliance using your UIMKC SSO and Password

URL: https://lumkc.ecompliance.umsystem.edu/login
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Authentication required

This is a secure resource, you must sign in to continue.
Login ID (SSO or E-mail Address)

Password

By your use of these resources, you agree to abide by the Acceptable Use Policy of the University of Missouri, in
addition to all relevant state and federal laws.

m Forgot username or password? Create an account
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2. Selectthe Institutional Review Board tab.
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Welcome to UMKC eCompliance

My modules

& Institutional Review Board
IRB Administration

Project search
Stages

Reports

All modules
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Conflict of Interest

%

Institutional Review Board Lobbying Activities
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3. Select the primary type of research in which you are involved
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Primary type of research
Please select the primary type of research in which you are involved.

Social/Behavioral/Educational Biomedical
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4. Select IRB Forms from the eCompliance Dashboard
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Institutional Review Board

Take IRB training

Advisor approval
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NOTICE: The UMKC IRB module is under construction. Please do not use unless authorized. If you have questions contact the IRB at umkcirb@umkc.edu. Thank you.

Prerequisites Submission to IRB
IRB forms
Open saved IRB project
PI assurance Document storage
My personal information Check project status

Upload CV/CITI training certificate

Reviewer resources

Screening tool

Board meeting documents

Reseal resources

5. Applications:

View Approved/Archived Projects
View all my approved IRB projects

View all my uploaded documents

UMKC eCompliance ® 2018 Curators of the University of Missouri. All rights reserved.

*Select the application typé there are more specific types of applications than previously

available in eProtocol.
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Begin a new IRB form

IRB Application
Complete this form for all exempt. expedited, and full board research projects

IRB Reliance Request Form

Complete this form to requestto rely on an external IRB after pre-approval has been granted by the IRB office. Please email
umkcirb@umkc.edu to start the process.

Case Report Form
Complete this form for single retrospective case reports of 3 or less individuals

Humanitarian Use Device (HUD) Form
Complete this form for Humanitarian Use Device requests.

Quality improvement
QI Determination Form

Complete this form for a determination as to whether the project is Quality Improvement or Research. (This includes quality improvement
studies. needs assessments, customer satisfaction surveys. etc.)

Human subjects research determination

Human Subjects Research Determination Form

Complete this form if you are questioning whether your project is human subjects research requiring IRB review. You may also contact the
IR office ot 816.235.5927 or email umkcirb@umke.edu

Collaborative exempt notification

Collaborative Exempt Notification Form
Complete this form to notify the UMKC IRE about collaborative research that was reviewed and determined to be exempt by another IRB
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Continuing review

Annual Exempt Form
Complete this form if you wish to renew or close your exempt study.

Continuing Review Report

Complete this form to submit the required continuing review for your Expedited or Full Board study. *If your activities are limited to data

analysis AND all data have been completely de-identified, submit the Completion/Withdrawal Report beiow instead of completing this form

IRB of Record Continuing Review
Complete this form only when UMKC IR relies on another IRB (Authorization Agreement).

Amendments

Exempt Amendment Form
Complete this form to request changes t an approved Exempt study.

Amendment Form
Complete this form to request changes to an approved Expedited or Full Board study.

Required reporting forms

Completion/Withdrawal Report

[Expedited and Full Board Studies Gnly] Camplete this form if you would like to request for your project to be closed. A project may be closed
when the activities are limited to data analysis AND all data have been completely de-identified. For exempt studies, submit the Annual
Exempt Form to close your study.

Death Report
Complete this form to report the death of a locally enrolled participant. Please note. if you have no way of knowing a death occurred. or if an
individual dies more than 30 days after s/he has stopped or completed all study procedures/interventions and required follow-up. no
reporting is required.

Event Report

Complete this form to report events, including any deviations (nen-compliance) or unanticipated problems (events that are unexpected,
related or possibly related to the research, AND suggests the research places subjects or others at a greater risk of harm than was previously
known or recognized). This form must be submitted within 5 days of becoming aware of the event.

Inclusion/Exclusion Exception



6. Navigating theIRB Application:
a. TheIRB application for exempt, expedited, and full board research starts with 4 sections.
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1. Investigators/Project Title

2. Exempt Determination Investigators/Project Title

3. Attached files

Eteractfng or intervening with subjects, _:oller:tfng or accessing fdentifiable data, or consenting subjects. Please note, if individuals are
performing services that are typically performed for non-research purposes, and they are only providing a service for this project, they do not
need to be listed.

4. Submit

Principal Investigator Assurance: After you hit submit on this application, the PI will be sent an email from the system requesting the
completion of the PI Assurance Form. This application will not officially be submitted to the IRB until this step is complete.

Primary Contact(s): Whoever you would like to be copied on IRB correspondence, including reminders and approvals, please be sure to add

them as primary contacts when prompted under the "Add an Investigator” button. There must be at least one primary contact on this
application.

Fellows and Residents: Must have a faculty member listed as the principal investigator.
Student-Initiated Projects: Students must list their faculty advisor as Principal Investigator. Students may list themselves as sub-investigator.

Sinnificant Risk. Mediral Treatment Studv: For activities that reatiire consent to he nhtained hv a licensed nhvsician oauifside the scone of
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1. Investigators/Project Title
2. Exempt Determination
3. Attached files

4, Submit

i.  Section 1 covers adding investigators and entering the title. See below.
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2, Contact Information (Read-Only)
Principal investigator

Winders, Christopher R

Job title SR DIR PROGRAM/PROJECT OPS
Department Research Services
Division Research

Business unit  University of MO-Kansas City

Primary contact

Winders, Christopher R

Job title SR DIR PROGRAM/PROJECT OPS
Department Research Services

Division Research

Business unit  University of MO-Kansas City

w

Project Title

If the study is externally funded or internally grant funded, this title should match the title on the grant/contract.

FORM INSTRUCTION: As you work through the form, you will be checking boxes that prompt additional questions. If you realize those additional
questions do not pertain to your study, go back and uncheck the box that prompted those questions.



. Section 2 covers the investigatords det

Exempt Determination

this entire section and ad box and con
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1. Imvestigators/Project Tile

Z Enempt Dete Exempt Determination

I you sireacy know that your project is NOT exsmit, please chasck this box to skif this entire secticn and additional sections wil populate. If you ane unsure, do nat check this box and continue with #1,
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1 Does the project fit under any of the following exempe categories? Check the boxes) appdicable to your study. A project can fall under mare than ane category.

CATEGORY 1:

Research condiscted in established or commeny accepted educstional saetings imveiving narmal discsticnsd pra

such as

) research on reguiar and special education Instnuctional stracegies, ar

(4} research on the effectiveness of or the comparison amang istructional techniques, curricula, o

room management meshods.

Clarffication: The resea

CATEGORY 2:

UNLES

: (i} Information obeained s recorded in such a manmer that human subjects can be idencified, directly or through identifiers inked to the subjects:

(4) any disclosure of the human subjects” responses outside the ressarch could reasonably place the subjects at risk of criminal or owil llability or be damaging to the subjects’ financial standing, empioyability, or reputation.

CATEGORY 3:
Research involving the use of educational tests (cogrithve, diagnestic, apeitude, achievement], survey procedures, interview rocedures, of chservation of public behavicr that Is ot exempt under category 2, I

i) the human subjects are elected or appcinted pubiic afficials or candidates for public office; or

ol2) withoust excestion that the confidentiality of the parsanaly nfermatn wi b ughout the research and thereatter.

CATEGORY 4

Research imvahving the colle

o8

(1) these sources are publicly avallable; or

CATEGORY

Research and demcrestration projects which are conduscted by or subject to the approval of federal department or agency heads, and which are designed to study, evaluate, o ctherwise examine:

() Public benefit or sendce programs:
(W) procedures for cbeaining benefits or services under these programs:;
(i) passibie changes in or aitematives to those Programs or procedures; or

() possible changes in methads or leves of payment for benefits or services under those programs.

CATEGORY &:
Taste and food quality evaluatin and consumer acceptance studies
) ¥ whalesome focds without addives are consumed; or

(4} ¥ a food Is consumed that contains a food Ingredsent at cr below the safe, or agricultural chemical or envircnmental contaminant at or belkow the level found to be safe, by the Food and Drug Administration or approy

MONE APPLY: My projact does nat £ under an exempt category.

b. Purple Arrows: If you already know your project is not exempt, you can select the first
checkbox.In addition, if after you peruse the exempt categories and determingour
project is not exempt you will checkfinone applyo, thenfisave and continue.

c. Additional sections will populate for expedited and full board studiesaf t er you hi
and c on $ee below.o



d.

If you selectan exempt category because you determined the project is likely exempt,
additional questions will populate undert h exeript determinationd section €aptured

below are just a few sample questionsThere are only 4 sections for exempt research. The
onlydocumentr equi red to be uploaded to fiattachedc
proposal if the study is federally funded.

For expedited and full board studies, completeeach section. The revised application has
many dependent questionsfF or exampl e, i f you select AnNno:
any additional questions regarding clinical trials (see below):

If you mark fiyes to this question, additional questions will populatgsee below)



