University of Louisville Human Subjects Protection Program
Instructions to submit a protocol in BRAAN2

STEP ONE
Go to the following website https://braanprod.louisville.edu

STEP TWO
Login to BRAAN2:

Your username is your GroupWise address before the @ sign.
Example: if your email is jdburkO4@Iouisville.edu, your username is jdburk04

Your Password is your GroupWise password.

A BRAAN 2 - Microsoft Internet Explorer o =]
Eile Edit View Favorites Tools Help HAﬂdrESS €] https://braanprod.louisville.edu/ d Go ‘ e
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Welcome to the University of Louisville Human j i 0g Electronic
System called BRAAN2.

Uofl Employees:
Subjects Protection Program Please login to BRAAN2 using your Groupwise username and password.

: Non-Uofl Employees:
BRAAN 2 Login Please contact your appropriate Research Office to obtain a Group\Wise account.

Username: Norton Employees:

Email: NHRO@nortonhealthcare.org

Password: . ;
Jewish Hospital & St. Mary's Healthcare Employees

Email: research.office@ihsmh.org

University of Louisville Hospital Employees:
Email: ULHRIO@ulh.org

other Non-UofL Employees:
Email: hsppofc@gwise.louisville.edu

For more information about BRAAN and API please visit our website at www.apibrazn.com

All information contained within this site © 2005 API - All Rights Resarvad - Unauthorized duplication prohibitad.
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STEP THREE

welcome screen. on the IO S
welcome screen. On the

left-hand side of the | Home
. . . Joe Investigator R

screen is a ||St Of ||nks_ o Welcome, Joe Investigator.

You will see two groups Collaborative Document

i I Info
of ||nks, Pl and Research My Personal In:

Team. Please click on
the Activity List in the |**

Create Protocol

Pl group. * [Activity List

Create Emergency Use
Create Prep to Research
Create IAA

Create Case Report / NHSR

Research Team

Create Protocol

Activity List

Create Emergency Use
Create Prep to Research
Create IAA

Create Case Report / NHSR
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University of Louisville Human Subjects Protection Program
Instructions to submit a protocol in BRAAN2

STEP FOUR
You will now see a list of all studies where you are listed as the PI.
Locate the =l IRB PROTOCOL
StUdy you Tracking # Principal I tigat Titl Stat Status
rackin rincipal Investigator itle atus
need to 2 2 2 =taths Date
submit and
click on the None Investigator, J Sample Protocol 1 New 4/30/2007
None link.
‘- None Investigator, J Sample Protocol 2 MNew 4/30/2007
None Investigator, J Sample Protocol 2 MNew 4/30/2007
STEP FIVE

The Details for the protocol you selected will be displayed.

IRB PROTOCOL - Details

Tracking # MNone
PI Inwvestigator, Joe
Title Sample Protocol 2
Version 1
Status New

Status Date 4/30/2007 12:11:42 PM

On the bottom right corner of the
screen you will see a drop down box
called “Select an Action”.

e Select Edit

. Press@
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Select an Action: | Change Owner

Copy
Delete

Edit

Submit

WView

View Attachments / Forms
View History
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University of Louisville Human Subjects Protection Program
Instructions to submit a protocol in BRAAN2

STEP SIX ) ] Vet — ‘ IRB PROTOCOL
The Protocol will be displayed. erify
Close
Principal Investigator/Project Director {(PI/PD)
Select a page below to edit
- - Click "Add New" below to add the Principal Investigator.
e Click on Section 2. INSTRUCTIONS p g
SECTION 1: K&- Investigator, Joe Delete
*Title
-‘_ SECTION 2: Students cannot be Principal Investigators. If this is a stude
r #p] as the PI and enter|the student as the Primary IRB Contact.
>
*Primary IRB Contact SAVE NOW

*Key Perzonnel

You will see your name with a red flag to the left. Please click on your name.

STEP SEVEN

A new page will open up showing all of the Principal Investigator Information. Please
scroll to the bottom of the page where you will see the following COI question.

Significant Financial Conflict of Interest {COI)

Please check the box below if one of the following two statements are true:

1.1 do not have a Conflict of Interest with this study.

2.1 have a Conflict of Interest with this study that has been "managed” according to the
University's Policy for Oversight of Individual Financial Interests in Research.

Check the box mp ™

Click on T in the upper left hand corner of the screen

STEP EIGHT
Click on the Verify Button to the left of the save button. (to verify Pl information)

Verify Save Principal Investigator
Close

PI Mame:
Enter last and first name and click 'Search’

Last: [Investigator | F

Princioal

| Verification Errors |

No Errors Found
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University of Louisville Human Subjects Protection Program
Instructions to submit a protocol in BRAAN2

STEP NINE
You should be back to the IRB Protocol and the red flag that was next to your name
should be gone.

Click on the Verify Button (to verify Protocol)

v

‘ IRB PROTOCOL

Principal Investigator/Project Director (PI/PD)

Select a page below to edit
Click "Add New" below to add the Principal Investigator.
INSTRUCTIONS
Investigator, Joe Delete
SECTION 1:
*Title
. Students cannot be Principal Investigators. If this is a studen
fEICTION = the PI and enter the student as the Primary IRB Contact.
> *Primary IRB Contact SAVE NOW

*Key Parsonnel

This box should pop up B ETTTYUEFEE 0 - (=] ]

| Verification Errors |

Mo Errors Found

Click I then click [

STEP TEN
Open the “Select an Action” Select an Action: hange Owner
drop down list and click Submit. (Changs Ovmar /

Copy

Delete

Edit

Submit

WView

View Attachments / Forms
View History
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University of Louisville Human Subjects Protection Program
Instructions to submit a protocol in BRAAN2

STEP ELEVEN
A box will popup letting you know if all of the personnel on the study have completed
their training and Conflict of Interest Form™*.

A BRAAN 2 - University of Louisville - Mi O] x|
| Training Certifications / Conflict of Interest |
Ferguson Keith Primary IRB Contact COI 5/2/2008 12:00:00 AM ;I
Ferguson Keith Primary IRB Contact HIPAA 4/4/2009 12:00:00 AM
Ferguson Keith Primary IRB Contact Human Subject 4/12/2008 12:00:00 AM
Miller Donald Key Personnel Ccol 6/5/2007 12:00:00 AM
Miller Donald Key Personnel HIPAA 6/23/2008 12:00:00 AM
Miller Donald Key Personnel Human Subject 9/5/2007 12:00:00 AM
Clark Lori Key Personnel CoI 4/30/2008 12:00:00 AM
Clark Lori Key Personnel HIPAA 5/16/2008 12:00:00 AM
Clark Lori Key Personnel Human Subject 6/26/2007 12:00:00 AM
Ferguson Lesia Key Personnel CoI 6/4/2007 12:00:00 AM
Ferguson Lesia Key Personnel HIPAA 6/15/2008 12:00:00 AM |
Ferguson Lesia Key Personnel Human Subject 6/19/2007 12:00:00 AM
Taft BeverlyBev Key Personnel Col 5/2/2008 12:00:00 AM
Taft BeverlyBev Key Personnel HIPAA 5/18/2008 12:00:00 AM
Taft BeverlyBev Key Personnel Human Subject 9/18/2008 12:00:00 AM
Il |Day Jamie Key Personnel HIPAA 6/29/2009 12:00:00 AM
. - Day Jamie Key Personnel Human Subject 6/27/2007 12:00:00 AM
If no-one iIs explred you can Rodger Kathleen Key Personnel HIPAA 7/2/2009 12:00:00 AM
Close thiS bOX and Contl nue Rodger Kathleen Key Personnel Human Subject 7/2/2007 12:00:00 AM LI
with the submission. ﬂ |_ciose [ prin [ '

(Note: If anyone shows that their training or COI* is expired you will not be able to
submit the protocol. In order to submit the protocol that person will need to update
whatever is expired. If you need to submit the protocol right away, you can remove
that person from the protocol temporarily. Once the protocol is approved you can
add the person back via an amendment.)

*This is NOT the same COI that you checked off in Step #7.

COl here refers to The Disclosure of Significant Financial Interest Form which is

located on the Office of Research Integrity Website.

Direct link to the Disclosure of Significant Financial Interest Form
(https://webapp.louisville.edu/coldfusion2/webs/VPR_SFI_2008/admin/default.htm)

Once you fill out the form, it will take at least 24 hours for the Office of Research
Integrity to update the database that links to BRAAN2.

All requests for expedited updates or questions regarding COI should be
directed to the Office of Research Integrity, Service Account at
orivofl@gwise.louisville.edu
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Instructions to submit a protocol in BRAAN2

STEP TWELVE
Another box will pop up letting you know who in your department will need to sign
the protocol.

Assuming this is correct; you can Microsoft Internet Explorer x|

click OK and continue. :/ Document will be signed by the following:
-

If this list is incorrect please notify the IRB Office.
Michelle Soefer

Do you want to continue?

STEP THIRTEEN (IMPORTANT!!)
It should only take a couple of minutes for the status of your study to change from
“New” to “Awating Signatures™.

If the status of the study does not change to Awaiting
Signatures you have not submitted the study! Please
return to STEP TEN.
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