Human Research Protection Program -- KU-Lawrence eCompliance Guide

Creating a Study in eCompliance

1. Go to ecompliance.ku.edu and log in using your KU ID and password. If you are having issues logging in
to the system, contact HRPP via email.

pp——

— Home I

My Current
Actions
eCompliance Click here to login with a specific
Shortcuts Online System for all KU Campuses campus id
IRB Help Conflict of Interest Login
Reporting and Management
and Login as
Human Subjects Research User Name: |
IRB iew and
Password:

[J Remember me

After signing into this site, you are

Login with your standard username and password to

= View your eCompliance Inhox for links to your action items regarding conflict of interest or bound by the terms and conditions set
human subjects research. forth when you received your account.
= Submit an Update to self rt in your ict of

= Submit materials to a Human Subjects Research Office on your campus

eCompliance : Conflict of Interest and Human Subjects Research
KU Lawrence and Edwards campuses

KU Medical Center, Kansas City KU School of Medicine, Wichita
Contact Information for each Campus

2. Once logged in, the system will default you to the inbox. Click the “Create New Study” button in order
to get started.

MJ'TI{E UNIVERSITY OF

B @ B R

My Current IRB My Inbox
Actions )
Combined IRB COI
Report Mew Information Filter @ D v Enter text to search fc
ID Name
My Current COI
Activities MODO0013842 Modification/Update #7 for Study
v L=

STUDY0O141109

Create "Update Cenrlification™
STUDYOO141146 Test

Shortcuts
STUDY0O0141144 Ancilliary Review
CQOl Help
IRB Help STUDY00141143 Faculty Approval
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3. a.Question 1 & 2Type in the title of your study.

¢tKS G{K2NI GAdGtSé¢ Oy SAGKSNIO6S GKS alyYSz 2NJ AT

for convenience.
b. Question 3:Enter in a brief description of the study.

Note: All fields with asterisk are requiregplease make sure these are filled out completely.

KU KANSAS

You Are Here: -3

« Back Save &= Print

Basic Information

* Title of study:
Study Test 1

* Short title:
Study Test 1

* Brief description: @

4. Question 4 Enter the principal investigator. This will default to the person who is creating the study. If
you want to change the PI, click the three dots and a list of every individual and KU will pop up. You can
search for the individual and click “OK” when finished.

* Principal investigator:
HSCL test Test | e

5. Question 5:If the principal investigator has any financial interest in this study, you will want to mark
“yes” here. Otherwise, click “no” and continue.

* Does the investigator have a financial interest related to this research? @
OYes @No Clear
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6. Question 6:Choose which campus you wish to review. For Lawrence campus, click “KU Lawrence.”

* Which IRB should oversee this study?
@ KU Lawrence
O KUMC
O KUSM-W
Clear

7. Question 7:Indicate if there will be an external IRB involved in this study.

Note: ONLY click this button if another institution has received IRB approval, you have had a

conversation with HRPP, and we have agreed to sign an IRB Authorization Agreement with another
institution.

* Will an external IRB act as the IRB of record for this study?
OYes @No Clear

8. Question 8: This is where you can attach the Human Research Protocol. This document is required for
all new studies Attach the document by clicking “Choose File” and finding the saved application on
your computer. You also can assign it a name and number version, if you so choose. Click “OK” and the
application should be downloaded into the system.

* Attach the protocol:
+ Add

Document Category Date Modified Document History
There are no items to display
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@ Add Attachment - Mozilla Firefox —re g

@ & https:/mpclkkustage?. huronclick.com/ecompliance/sd/CommonAdministration/Choosers/Entity/ CustomData Type/DataEntry,/Form?postl

Add Attachment

* File to attach:

Name: (if not supplied, the file name will be shown)e

Version number:

- Required oK OK and Add Another

9. Once you are finished with this page, click “Continue.”

* Attach the protocol:
=+ Add
Document Category Date Modified Document History

[ update = KU Human Research Protocol.pdf(0.01) IRB Protocol 7/26/2017 History

10. The next page is where you include any funding sources you have on this project. You can add these by
clicking “Add.” If you do not have a funding source, you can click “Continue.”

Note: If your funding source does not show up, contact HRPP to have it added.

You Are Here: g Study Test 1

Save @ Exit A Hide/Show Errors & Print ¢* Jump To =

Funding Sources @

Identify each organization supplying funding for the study:
(Frad
Funding Source Sponsor's Funding 1D Grants Office ID Alttachments

There are no items to display

[ Save @ Exit A Hide/Show Errors & Print ¢ Jump To~
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11. This will make a window pop up. You can find the organization by searching by title in the “Funding
Organization” box, or by clicking the ... right beside the box. You also have the option to add in funding
IDs and Grad IDs along with uploading any applications. Once you are complete, click “OK.”

Note: Certain government agencies will show up by searching “US Dept...”

@ Add Funding Source - Mogzilla Firefox = | El -

https://mpclkkustage2 huronclick.com/ecompliance/sd/CommonAdministration/Choosers/Entity/CustomDataType = 9

Add Funding Scource

e

1. * Funding organization: (2] @

2. Sponsor's funding ID: (assigned by external sponsor)

3. Grants office ID: (assigned internally)

4. Attach files: (include any grant applications)

4 Add

Document Category Date Modified Document History

There are no items to display

@ Select Organization - Mozilla Firefox =1 e |l

@ @ https//mpclkkustage?. huronclick.com/ecompliance/sd/CommonAdministration/Choosers/ Entity/ Chooserftarget Type= Company&action TypelD=A

Select Organization

Filter by Name v Go Advanced

1-25 0f 3591 » W
aName Category Parent Organization =

O University of Wisconsin

Q Elsevier IMC Strategies

QO Elsevier, Inc =

Q Sickle Cell Disease Association of America - Uriel Owens Chapter, Inc

Q TFI Family Services, Inc.,

O United Fire Group, Inc L4

O "Environment, Health & Safety” Department MCO0001

QO 3rd Rock Ultrasound, LLC

O 888BAFL Department KU0OO1

O A &M Label Sponsor

QO AAA Allied Group Public Affairs Sponsor

O AAA Foundation for Traffic Safety Sponsor

M _AADD Crancar =%
1-25 of 3591 P M
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12. Once you have added in your funding sources, you can click “Continue.”
Funding Sources @

Identify each organization supplying funding for the study:

+ ~ad
Funding Source Sponsor's Funding ID Grants Office ID Attachments
Dept of Defense \
«Back save @ Ext A\ Hide/Show Errors &k Print ¢ Jump To~ @

13. The next page is the Study Team Members page. Anyone who is involved in the following procedures
should be added to this page:

a. Obtaining consent from participants for research purposes
b. Interacting/Intervening with participants for research purposes
c. Has access to identifiable data for research purposes

KU Faculty, staff, and graduate students are automatically in the system. Click “Add” to search for their
names. Undergraduates are not automatically added into the systefo. add them, call HRPP (785-
864-7385) with their 7-digit KU ID.

If you have someone on your study who is not associated with the University of Kansas, please
contact HRPP to find out what is needed.

Study Team Members

Identify each additional person involved in the design, conduct, or reporting of the research: ©

o+ Add

Name Roles Financial Interest Involved in Consent E-mail Phone

There are no items to display

By clicking “Select” you can search by first and last name. Once you have found the individual, click their
role in research. Indicate if the member is involved in the consent process and if they have a financial
interest, and when finished, click “OK.” If you have multiple ones, you can click “OK, add another.”

Note: All students who submit will need to add their faculty advisor to the study team page.
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Add Study Team Member

* Study team member: @

Role in research: (check all that apply)
Co-investigator

Data Analyst

Research Assistant
Statistician

Lay Observer

Faculty Supervisor
Project Coordinator
Research Nurse

Data Manager
Pharmacist

Safety Monitor
Research Personnel
Regulatory Staff

Study Coordinator
Student Assistant

Lead Study Coordinator

00o0o0ooo0oooooooooo

* |s the team member involved in the consent process?
OYes ONo Clear

* Does the team member have a financial interest related to this research?e
OYes OQNo Clear

* Required OK OK and Add Another

14. Once you are finished, click “continue.” The next page you will need to answer whether your research
is occurring at external sites, whether your study involves a drug, or whether it involves a device.

If your research involves none of these options, click “No” and click “Continue.” If you click “yes” to any
of these options, a new page will open and you will have new questions to answer about your study
scope.

Study Scope @

* Are there external sites where the investigator will conduct or oversee the research?
QOYes ONo Clear

* Does the study specify the use of an approved drug or biologic, use an unapproved drug or biologic, or use a food or dietary
supplement to diagnose, cure, treat, or mitigate a disease or condition? @
OYes ONo Clear

* Does the study evaluate the safety or effectiveness of a device or use a humanitarian use device ‘HUD)?
OYes ONo Clear
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15. External site should only be checked if your research is taking placsitéfat another institution, school,
company, or university/college, in which the site specifically is significant to your reseanaisghypothesis.
Do not click this button if your interviews are taking place in public areas (e.g. coffee shops) for the participant’s
convenience, if the site is not related to your research goals whatsoever.

External Sites @

* ldentify each external site where the investigator will conduct or oversee the research:

* Add

Site Contact Phone E-mail External IRB Review Rely on This IRB

There are no items to display

Add External Site

2]

* Site name:

* Contact name:
* Contact phone:
* Contact e-mail:

* Will the external site's IRB review the research? e
OYes ONo Clear

* Will the external site rely on this institution's IRB? @
OYes ONo Clear

* Required OK and Add Another

16. a. If you answer “yes” to Study Scope Question 2 (use of approved drugs), you will be prompted to
enter in the drug, food, and supplement information.
b. Question 3 requires you to add information about devices that will be used.
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Drugs @

* List all drugs, biologics, foods, and dietary supplements to be used in the study:
+ Add

Generic Name Brand Name Attachment Name
There are no items to display

* Will the study be conducted under any IND numbers? @
OYes QNo Clear

If so, identify each IND:
o+ Add

IND Number IND Holder

Other Holder
There are no items to display

Attach files: (such as IND or other information that was not attached for a specific drug) @
+ Add

Document Category Date Modified

Document History
There are no items to display

Devices @

* Select each device the study will use as an HUD or evaluate for safety or effectiveness:

Device Humanitarian Use Device

Attachment Name
There are no items to display

* Device exemptions applicable to this study:e
O IDE number

QO HDE number

O Claim of abbreviated IDE (nonsignificant risk device)
QO Exempt from IDE requirements
Clear

If applicable, identify each IDE and HDE number:
+ Add

IDE / HDE Number IDE/ HDE Holder Other Holder
There are no items to display

Attach files: (such as IDE, HDE, or other information that was not attached for a specific device) @
& pdd

Document Category Date Modified

Document History
There are no items to display

17. Once these questions have been answered, click “Continue.” The next page is where you upload any

consent and recruitment materials. Click “Add” and click “Choose File” in order to find your
appropriate consent documents.
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Consent Forms and Recruitment Materials

1. Consent forms: (include an HHS-approved sample consent document, if applicable)e
+ Add

Document Category Date Modified Document History

There are no items to display

2. Recruitment materials: (add all material to be seen or heard by subjects, including ads) @

+ Add

Document Category Date Modified Document History
There are no items to display

Add Attachment

* File to attach:

Choose File

Name: (if not supplied, the file name will be shown)

Version number:

“ Required oK OK and Add Another

18. Once you are finished uploading, click “continue.” The next page will be any additional documents that
did not fit into the other categories.
This can include survey/interview questions, assent procedures, test/assessments, debriefing
statements, external site approval letter, Environmental Health & Safety (EHS) approval, HIPAA
documents, etc.
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Supporting Documents ©

Attach supporting files, naming them as you want them to appear in the approval letter:
+ Add

Document Category Date Modified Document History

There are no items to display

€) Suggested attachments:

= Completed checklist of meeting Department of Energy requirements, if applicable
» Other study-related documents not attached on previous forms

19. Click “continue,” and this will take you to the final page. Click “Finish” when your application is
complete. Pay attention to point 2 on this page—you will need to click submit on the next page.

Final Page @
You have reached the end of the IRB submission form. Read the next steps carefully:

Click Finish to exit the form.

Important! To send the submission for review, the principal investigator must click Submit on the next page \

Save @ Exit A\ Hide/Show Emors & Print  ¢* Jump To~ @

20. eCompliance will then take you to your study home page.
In order to submit it for review, you will need to click “ S u b mthetleft side of the screen.
Students who are submitting will need to submit an ancillary review to their faculty advisor before
submitting their project for review. Directions for this process can be found on the IRB website.

Note: If you are not the Pl of the study you have created, click the “Notify PI” button. You can then
enter text to the PI, which will be sent to their KU email address.
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Pre-Submission

Status Change Alert

Entered IRB- DRAFT SUBMISSION STAGE. Click “Submit” or “Notify PI” to send to IRB for review.

Last updated: 6/14/2017 11:04 AM

Next Steps STUDY00141108

Edit Study Stlldy Test 1

Principal investigator: HSCL test Test IRB office: KU Lawrence
Printer Version Submission type:  Initial Study
Primary contact: HSCL test Test
View Differences IRB coordinator:

™ Submit Pre-Submission Pre-Review IRB Review Post-Review
@ Discard
&+  Assign Primary Contact Clarification Clarification Modifications
Requested Requested Required

i Manage Ancillary Reviews
-] Manage Guest List History Funding Project Contacts Documents Reviews Snapshots
7 Copy Submission
O Add Comment Filtere Activity ¥ | Enter text to search for m + Add Filter
g NotiyPl Activity Author ~ Activity Date

7] Study Created Test, HSCL test 6/14/2017 10:54 AM

: 1% L . “ ” : . .

21. Once you are ready, click “submit.” Click “Ok” on the next page. This will prompt you to enter in your

KU ID and password.

@ Execute "Submit” on STUDY00141108 - Mozilla Firefol ‘ ESFEER

B https://mpclkkustage?. huronclick.com/ecompliance/sd/Resourcefdministration/&ctivity/form ?Activity Type= com.webrid ge.entity. Entity[C
P P g P Y y!ypP g Y Y

By signing below you are verifying that:

= You have obtained the financial interest status ("yes" or "no") of each research staff.
= You have obtained the agreement of each research staff to his/her role in the research.

OK Cancel

Human Research Protection Program
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Confirm Credentials oze window

Please confirm your login credentials:

Username:

Password:

22. Your study has now been submitted to the IRB! You can check on your progress of your application any
time by logging into the system, and following the “Access Your Studies” guide.
The flow-chart at the top of the page will show you the progress your application is making—along
with the History that will show you any clarifications that HRPP is requesting. For more information on
how to respond to clarifications, please see our “Responding to Clarifications” guidance. If you have

additional concerns or questions, contact HRPP via email or phone.

Status Change Alert

Pre-Review

Entered IRB- 6/14/2017 11-10 AM Success! Your submission has been sent to the IRB.

Last updated: 6/14/2017 11:10 AM

Next Steps STUDY00141108
Viw Stugy Study Test 1
) Principal investigator: HSCL test Test IRB office: KU Lawrence
Submission type: Initial Study
Primary contact: HSCL test Test

€ Withdraw

Pre-Submission Review Complete

@ Discard

&+ Assign Primary Contact

Pre-Review IRB Review Post-Review
' Clarification . ' Clarification I ' Maodifications .
Requested Requested Required

i Manage Guest List

7] Copy Submission History Funding Project Contacts Documents Reviews Snapshots
¢ Add Comment
Filter o Activity ¥ | | Enter text to search for + Add Filter
Activity Author ~ Activity Date
-~ Submitted Test, HSCL test 6/14/2017 11:10 AM
73] Study Created Test, HSCL test 6/14/2017 10:54 AM
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Looking for something else? There is more information available on[t#iePP website

Quickstart

Accessing a Study

Continuing Review

Modification
Study Team Modification

Changing Principle Investigator

Adding Funding

Creating an External IRB Study

Responding to Clarifications

< <K<K LKL KLKKLKKLK KL

Closing a Study

Guides

V Sstudent Ancillary Review Guide

V Faculty Supervisor Ancillary Review Guide
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