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

This user guide was created to help navigate the eCompliance System:

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

1. Login to eCompliance using your UMKC SSO and Password

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

B <« B umkc eCompliance X |+ v

= 0O G ) umke.ecompliance.umsystem.edu w

N
UMKC | eCompliance

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. Select the 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

4

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

SRl © Help © My account~

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 type — 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 the IRB Application:
a. The IRB 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.



i. Section 2 covers the investigator’s determination whether the study is exempt.

Exempt Determination
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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,

& project it under any of the folowing exempt categories? Check the box{es) applicable to your study. A project can fall under more than one category.

fesaarch conducted in established or commanty accepted educational settings, involving normal sducational practices. such as

) research on regular and special education Instructional straceghes, or
(4} research on the effectiveness of or the comparison amang instructional techniques. curmicula, o classrocm management methods.

UNALESS: [i} Information obtained is recorded In such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; AND

(4) any disclosure of the human subjects” responses outside the research could reasonably place the subjects

visk of criminal or cwil labiliy or be damaging to the subjects” financial standing, employability, 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

() fudaral staeutel=) requirsls] without exception that the confidentiality of the pes I information will be aghout the ressarch and thersafer.

CATEGORY 4:
Research involving the collection or sty of existing data, documents, records, pathological specmens, or diagnastic specimens, If

(1) these sources are publicly avallable; or

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 banefit or cendce programs;

(W) procedures for cbeaining benefits or services under these programs:;

(1) passibie changes in or aitematives to those progra Dcedures; 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 determine your
project is not exempt, you will check “none apply”, then “save and continue”.

c. Additional sections will populate for expedited and full board studies after you hit “save
and continue”. See below.



IRB #2011192 HS

IRB Application sections [ ]

# |/ IRB / MyIRB Projects / IRB #2011192HS / IRB Application: 236415

. Investigators/Project Title

. Exempt Determination Basic Project Information

. 5 rom the type of research this project would likely fall under:
. Subject Recruitment

. Subject Consent t is conducted to increase fundamental knowledge and understanding of the physical, chemical and functional mechanisms of human life

6. Risks and Benefits
nal - Research that encompasses a range of methodologies and seeks to answer questions to improve our understanding of human

. Confidentiality and Security , and interactions as well as social and economic systems, organizations, and institutions.

- Costs Associated with the e any conflicts of interest with this study.
Research

. i anMle: Financial, personal, institutional, or other, for any study team member. If none, please indicate no conflict. We will verify your responses with existing data on
9. Completion of Required file.

Sub-Forms

10. Additional forms ‘

11. Attached files P
12. submit 3, Is this study limited to a medical chart review or analysis of identifiable data (data that have been or will be collected solely for non-research purposes)?
Yes
® No

4, Protocol Information

d. If you select an exempt category because you determined the project is likely exempt,
additional questions will populate under the “exempt determination” section (captured
below are just a few sample questions). There are only 4 sections for exempt research. The
only document required to be uploaded to “attached files” on exempts is the funding
proposal if the study is federally funded.

2, Please answer the following questions regarding your exempt project,

A. Provide a description of your project.

B, Describe what subjects will be asked to do.

If this is an observational study or review of existing data only, please state this.

C. Explain how your project fits into the exempt category(ies) you selected above.

e. For expedited and full board studies, complete each section. The revised application has
many dependent questions. For example, if you select “no” to this question, you will not see
any additional questions regarding clinical trials (see below):

5. Is this a clinical trial?

A clinical trial is defined as a research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo
or other control) to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes.
Click here for guidance on making this determination, if unknown.

Ye:

® No

L

f.  If you mark “yes” to this question, additional questions will populate (see below):



5. Is this a clinical trial?

A clinical trial is defined as a research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo
or other control) to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes.
Click here for guidance on making this determination, if unknown.

o

Has the study been registered on clinicaltrials.gov?
® Yes
No

7. If yes, provide the NCT number here:

-]

. Select the clinical trial phase:

o

. Is there a clinical investigational drug brochure (CIDB)?
® Yes
No

10. CIDB Information

+ Add new item

2T x |

11. Powertrials

g. The IRB also utilizes sub-forms. These are triggered within the “completion of required
sub-forms” section (see below). An “additional forms” section will generate if you mark an
item within this section that pertains to your study.

IRB Application sections L 1, Select the items that are included as part of your study, For items marked, an additional form will be generated for your completion at the end of this application and is

labeled “Additional Forms”.

. Investigators/Project Title

. Exempt Determination nd you check a b

heck the box tha

nat

. Basic Project Information
BIOMEDICAL SPECIFIC SUB-FORMS

« Collection of solid tissue, biological samples, laboratory tests, and pathology data

. Subject Recruitment

. Subject Consent
¥ Infecticus and zoonotic agents (viruses, bacteria, etc), biological toxins, or Recombinant DNA or Synthetic DNA products ((Excluding human blood, serum, and other

. Risks and Benefits potentially infectious materials of human origin)

. Confidentiality and Security

Y

Administration of a drug or biologic (investigational, unapproved use, or FDA approved being administered for research-only)
. Costs Associated with the
Research

LY

Administration of a supplement (vitamin, mineral, etc.)

<

Cold Isotopes (non-radioactive isotopes)

including Humanitarian Use Devices in a clinical investigation (investigational, unapproved use, or FDA approved (if the device is approved and is being
10. Additional forms

¥ Radiological Procedures (may or may not involve radiation - MRI, xray, ultrasound, DXA Scan, etc.
11. Attached files 9 (may ¥ a ay, ultra )

12. Submit « Involves an Exception from Informed Consent for Planned Emergency Research

SUBJECT POPULATION SUB-FORMS

¥ Participants with impaired decision-making capacities (unable to legally consent on their own behalf)

¥ Pregnantwomen or fetuses (This item is for studies that will target pregnant women, or s a treatment-intervention study (i.e. drug/device) that will not exclude




h. The “additional forms” section is where you will access the sub-forms (a list will populate
based on what you checked in the “completion of required sub-forms” section).
i. Click edit/update to complete the subform. You will need to “submit” the subform
when completed to attach it to the application.

Additional forms are required

Based on the answers you have provided, you must complete the following additional forms before you can submit this IRB Application: 236415.

Complete? Additicnal form

o Biohazardous Materials Subform # Edit/update
[m] Blood/Fluid/Tissue Samples Subform # Edit/update
(m] Children Subform # Edit/update
[m] Cold Isotope Subform # Edit/update
5] Devices Subform # Edit/update
m} Drugs & Biologics Subform # Edit/update
m] Exception from Informed Consent for Planned Emergency Research Subform # Editfupdate
o Incompetent Persons Subform & Ceieliamdara

i. Attached Files — This is where you would attach any applicable submission materials (scripts,
recruitment materials, consent forms, etc.)
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W8 Applicelion actions & # | IR | MyIRB Projects | IRB #2014984 KC | [RE Application: 248601
1 Im itle
Upload files to attach
Basic Project Info
Recn Please upload all documents relevant to the project. You can upload more than one document at a time. *You must include an accurate description of the document and select @ document type that best fits what you are uploading.

L.

Drop files to upload and attach

800 - responsibilities of investigators draft v2 trk ar rb.docx =R

J. Once you have uploaded all attachments click save and continue
e If your application is not complete (missing responses to required sections) you will be
directed to a page that notes your application is not complete and lists (hyperlinks to those
sections)

10
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IRB Application sections @

#  IRE | MyIRB PIOj 014984 KC ' IRE Application; 248601

Investigators/Project Title

2. Exempt Determination Document is not complete

& Print/Preview

£
c

The following fields are incomplete

This d nt is ins plete. Click on the links below to ent
then be taken to the submit page. Please note t

o this page. Repeat the pracess until all errors are corrected. You will

r the missing information. Once you have entered the inform:

ion, click on “Save and Continue™ to be returned
be allowed to submit this document us errors are corrected

you will n

a (data that have been ¢

yfor non-research puIpo

k. Once you have completed all the necessary sections/questions you will be able to submit your
application.

P 50705 and 80z s Facie. 4 x [

ke ecompliance umsystem.edu/my/irt/reviews /245601 -rb-apphication/submit °

piversi. [0 Research B

IRB #2014984 KC

WG Apphcaien mectios. ® # | IRE | MyIRBProjects | IRB #2014984KC | IRB Application: 248601

1. Investi Project Title
Exempt Determination Submit your IRB Application
Basic Project Information

4. Subject Recruitment & Print/Preview

Notice: Your IRE Application will be held pending the following

3 and fit:
y and Security After submitting this IR Application the following must be received before the IRB will begin the review process. Please monitor your email for r ions regarding these requirements.
iated with the « Principal Investigator Assurance
R The Principal Investigator (P1) will be notified that their approval is required for this IRE submission. The PI must com| the Assurance Form |ocated on the IR dashboard in eCompl
pleti uired
Sub-Forms

10. Attached fik
Submit IRB Application
1. Submi

11



I.  With each new application you will need to submit your Principal Investigator Assurance. At

this screen click “Go to Dashboard”
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IRB #2014984 KC

Your document has been submitted successfully.
# | IRE | MyIRBProjects | IRB £2014984 KC

IRB Application Submitted
Your IRB Application has been submitted. Thank you.
Warning: IRB Application has been held and is now Pending Submission Prerequisites

Each of the following must be recelved In arder for the IRB form to automatically submit for IRB review. Please monitor your email for notifications regarding these requirements.
+ Principal Investigator Assurance

The Principal Investigator (PI) has been notified that their approval is required for this IRB submission. The PI must complete the Assurance Form located on the IRB dashboard in eCompliance.

What would you like to do next?
View or print your form
Ga to the dashboard

Sign out of eCompliance

m. You will be taken to the Dashboard. Here you click on Institutional Review Board

P 605 705 and B0 s Radic 4 X [ Wekcome to UMKC eCompianc: X

< C & nips//umkcecompliance umsystem.edu

ol - Universi.. [ Reseacch Protection, €T~ Collsborative.. ) Offce of Laborator., [ keyusa - Powered o (@) Reporting Tiene Ora... @) Login- Ubmnybi3ip.. @ Approve TmeOrac.. [ Pages Al Microsoft OneDrive [ UMKC eCompliance @) UAT

Welcome to UMKC eCompliance

Select a compliance module

a %

Conflict of Interest Institutional Review Board

Lobbying Activities

jrsity of Missourl. Al rights reserved
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n. You will be taken to the IRB page where you can click Pl Assurance

P 505 705 and 80 s Racke 4 x| [ Intiutions! Review Bosrd UMY x|
< © @ hitps/umke.ecompliance umsystem.edurt

i [ Researc em-ca

@ Reporting Tme O @
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Institutional Review Board

NOTICE: The UMKC IRB module is under construction. Please da not use unless authorized. If you have questions contact the IRB at umkeirb@umke.edu. Thank you.

Take IRB training

IRE forms View all my approved IRE projects

Advisor 3 al

Open saved IRB project view all my uploaded documents
Pl assurance _ Document storage
Wy personal informatidh

Check project status

Upload CV/CITI raining certificate

0. On the PI Assurance page, click Submit my decision for the application you are currently
working on

P 50705 snd 80z s Racic % X W Plossursnce . UMKC eCompian X 4

€« C @ https//umke.ecompliance umsystem.edu/irb/directs oval

[ Research Frotection.. [8 CIT1- Collaborative.. W) Office of Laborator.. [ keyusa - Powered 6. @) Reporting Tene Ora.. @@ Login - Uibrany3lp.. @ Approve Time Groc.. [ Pages @ Wicrosoft OneDrive [ UMKC eComplance @) UAT
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PI assurance

Dashboard | Institutional Review Board | Pl assurance

project 1D Projecttide Review 1D Form Submited by Submission dste

TRB #2014384 KC eComplance Investigator Training Prep 2458 1RB Application unsC BB u5/20/2019 Submit my decision _
9B #2015044 KC Sy Tase 28728 1RB Appiication UMKC BB 1572002018

Submit my decision

p. You will be prompted with 3 questions to respond to then click Submit my decision

P 605 705 andB0: s Radic 4 X [ Plassurance  UMKC eComplian. X -

< C @ nitps//umkcecompliance.umsystem.edu/ict 5 application/director-approva

# 0o @

B Office of Labarator keyusa - Powered . (@) Reporting Tine Ora... @) Login- Ubmnybi3ip.. @ Approve TmeOrac.. [ Pages Al Microsoft OneDrive [ UMKC eCompliance @) UAT

PI assurance

Institutional Review Board | Plassurance | Plassurance

IRB Project

Project number 2014884

Project e

Revew

Pl assurance form

1 that1am fully for and supe of the research.

1 that | pr g the rights, safety, and welfare of the subjects enrolled in the research.

policy, and nts or determi of the IRB.

UMKE eCompiiance © 2018 Curatars of the University of Missouri All ights reserved
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7. Checking Status of Submissions
a. From your home page click on Institutional Review Board

P - Pandora x E Welcome to UMKC eCompliance X &4 (28 unread) - winders_chris@yah X ‘ @ eProtocol - University of Missour X ‘ -+
# 0 0O

< - C @& https//umkcecompliance.umsystem.edu
E Research Protection... CITI - Collaborative..

Q Login - LibraryH3lp...

m keyusa - Powered b... . Reporting Time Ora..

Search eCompliance... 9 Help © My account~

i Apps @ eProtocol - Universi... ) Office of Laborator...

S ,
UMKC |eCompliance 2 @ &

Welcome to UMKC eCompliance

Select a compliance module

4

Conflict of Interest

00

Institutional Review Board Lobbying Activities

UMKC eCompliance © 2019 Curators of the University of Missouri. All rights reserved.

b. You will be taken to the following page. Click on Check project status

P 605 705 and 80s Hits Radic 41 X W Institutionsl Review Board (UNY X
# 0o @

< C & nips//umkcecompliance umsystem.edu
58 - Powared @ HReporting Tine Ors. @ Login- Ubraryh3ip.. @ Approve Time Orac.. [ Pages A Microsoft Onelrive [ UMKC eCompliance @ UAT

s @ [ Research Protection, M- Collaborstive..  B) Offce of Laborator., [ kepusa - Powered b

U!\m'\'c |r:(;r:m:_wh._'m:'_»." 2aa

Univer

Institutional Review Board

MNOTICE: The UMKC IRB module is under construction. Please da not use unless authorized. f you have questions contact the IR at umkeirb@umke.edu. Thank you

o oo s
wiews all my approved IR projects

ake IRE training 188 forms
Open saved IRB project view all my uploaded documents

Document storage
Check project sttus -

Advisor approval

Upload CV/CITI training certificate
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c. You will be taken to this page where you can see all your projects in their various stages

P 0 T andBstimsRase ¢ X [0 eastons Bevew Baad - UV X
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Institutional Review Board

# | [BE | Check project status.

Check project status

Mot Yet Submitted/Resubmitted
B Peciect e Rrsiew s ferm Submision date
Z s =
avn D o
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