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Required Views & Branching Views

The Initial Submission SmartForm includes both Required Views (relevant to all Study submissions) and Branching
views (appear based on the main purpose of your study).

Primary branching views in the Initial Submission SmartForm are as follows:

Views 4.0
If the MAIN purpose of your study is to
- Administer drug(s)
- Test device(s)
- and/or compare or conduct a medical intervention
You will be prompted to answer questions in section 4.0 and subsections (such as 4.1 for drugs studies, 4.4 for device studies, etc.)

Views 5.0
If the MAIN purpose of your study is to

- Conduct a survey

- Conduct interviews

- Hold a focus group

- and/or observe
You will be prompted to answer questions in section 5.0 and subsections (such as 5.1 for surveys, 5.2. for interviews or oral histories,
etc.)

Views 6.0
If the MAIN purpose of your study is to
- gather or analyze data and/or specimens (such as a chart review or secondary analyses)
You will be prompted to answer questions in section 6.0 and subsections (such as 6.1.1, 6.2.2, etc.)

Please note all branching views are not listed/ do not appear in the guide.
Your answers to primary views will determine the various branch views you will receive. 2



Initial Submission

[0 Select IRB on the AURA Homepage (http://aura.uchicago.edu)
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AURA Module Logins

Request Access
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Help GRANTS
News Archive

IRB

Reporting

(on campus)

Related Offices

AURA Grants allows researchers 10 create a proposal In
response to a funding opportunity announcement (FOA), route
It for approvals, and submit It electronically to the sponsor.

AURA IRB (Institutlonal Review Board) allows researchers to
credte a protocol for the use of human subjects In research

and submit It to the IRB for review.

Use fhis link to log In to AURAIRE If you are not currently

CHICAGO

Automating University-wide Research
Administration

AURA Is an electronlic research administrative
system which facllltates research
adminlstratlon actlvitles on campus.

AURA streamlines and automates research
administration, allowlng for process
automatlon, electronic routing and approval,
system-to-system submisslon to Grants.gov,
and data warehouse reporting. The system
helps reduce administrative burden on faculty
and staff as well as the regulatory compllance
risk for the University.
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Initial Submission

Click New Study on your Study workspace

A U R A IRB Test gEI‘EIIL\I]ERIaS Abe Lincoln | My Home |  Logoff

Grants

My Roles

Principal Investigator
Registered User

Page for Abe Lincoln
Welcome to your AURA Personal Workspace.
# Inbox: This tab displays all Protocals that are in a state where your action is required, specific to your role.

« Protocols: This tab displays a
+ Aura Training Materials and i

//aura.uchicago.edu/training/

Create Stud —— Click to draft and complete study
B new Study

. Research Sub : :
Quick Links m e T Templates Profile Protocols All Projects
BSD
oS Filter by |ID =) ﬂ Clear | Advanced
S5A D Name [z) Date Modified Type  State Expiration Date Title

U@ Pro00000485 RT Test 2 1/6/2012 10:34 AM Study 52 - Pending PI Endorsement RT Test 2
(User Warkspacs) g@ Pro00000035 saoieufwio 10/11/2011 10:45 AM Study  54b - Changes requested by IRB Administrator saoieufwio
KL to20f20 25/ page

011 The Uni

uilding 114 AURA-Training
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Initial Submission

1.1 Study Identification

Click to save and navigate to next page

AURA IRB Test CHICAGO

Lml Answer all req. and applicable questions.
Refer to help text (right) for assistance.

1.1 Study Identification

New: Study

Continue == |

This is the first step in your IRB Application. As you complete this application, you will automatically be guided to the appropriate forms needed to complete your submission. Please note that you will see only

those sections which apply to your submission based on the information you provide.

1. * Full Study Title:

HELP TEXT FIELD

Red asterisk questions are required.
[
Title displayed when users search for studies. Be sure it is
2. * Short Study Title: (Limit to 25 characters. This short title st @ppear distinctive from other study submissions.

* Principal Investigator:
Abe Lincoln - Select... | Clearl

4, Will the Principal Investigator be obtaining consent?
Cves C'No Clear

v

Select Uchicago COI Policy link (TBD) to

5. * Does the Principal Investigator have a potential conflict of interest associated with this study? €< confirm.
Cves CNo Clear




Initial Submission

1.2 Study Personnel

Click to save and navigate to next page

[ THE UNIVERSITY OF
AURA IRB Test CHICAGO
<< Back | Save | Exit | Hide/Show Errors | Print... | Jump To:

1.2 Study Personnel

- 1.2 Study Personnel =

—_— 1 G'ar:isr::‘r’sc";‘:feif" [t Answer all req. and applicable questions.
' Refer to help text (right) for assistance.

2. * Will the Primary Contact be obtaining « 2

®ves O No Clear

3. Co-Investigators:
Addl

Last Name First n.
There are no items to display

4. Other Study Personnel:
Add
Last Name First Name fe
Update | Lincaln Abe o
5. Do any of the participating study personnel have a potential conflict of interest associated with this .
C¥es O No Clear o
o
6. If yes to question 5, please describe below or attach a memo or letter to explain to the IRB Committee
relates to the specific study being proposed. s
— o
o
o
] o
Add I
Name Madified
There are no items to display &
7. If yes to question 5, has this conflict of interest been disclosed to University Research Administration (urajz

C¥es C'No Clear

If yes, note IRB has access to the final management plan and will consult this plan when reviewing this study.
If no, contact URA to disclose this conflict.

8. Is this study supported by a regulatory support group?

-

Edit: Study - IRB12-0021

Continug == |

HELP TEXT FIELD

v

Sort by name and select contact

¢

Filter by |F\rst

First: [2] Last
Valerie Abadie

Snezhana  Abarzhi
L.

Elmer Abho
Darian Abbot

Andrew  Abbott
Robert C.  Abbott

Steven Abhott
Mohammad Abdeljalil
5

Amal Abdelkarim

Gilie D, Abdiraxman-Issa

Zubair Abdulla

il G|
KW 4 1-250f1

Department Division Date of Human Subject Training
Medicine 20122

Astronomy 22251
&

Astrophysics
Medicine 20122
Geophysical 22254
Stiences

Sociology 23310
Graham 46491
School-

Summer
Studias

Click
Commerce

Paolitical 23309
Stience

Pediatrics 20130

Student 58660
Services

Astronomy 22251
&



Initial Submission

1.3 Research Team Summary

;A\U RA IRB Test EEI—ETE KIEE)F Edit: Study - IRB12-0021

<< Back | Save | Exit | Hide/Show Errors | Print... | Jump Te: - 1.3 Research Team Summary - Centinue ==
1.3 Research Team Summary Review Rese?rch Sun.1mary to ensure all information is
accurate and click Continue to save and move to next page.
1. Principal Investigator:
Last First Name Dept Profile Consenting Human Subjects Training Research with Children Training COI Management Plan an
Name Subjects Completed Completed File
Lincoln  Abe Sociol-Uflp yes
2. Primary Contact:
Last First Dept Profile  Consenting Human Subjects Training Research with Children Training COI Management Plan on
Name Name Subjects Completed Completed File
Sayers Gale Institute For Mind And 00000009 yes
Biology
3. Co-Investigators:

Last Name First Name Dept Profile Consenting Subjects Human Subjects Training Completed Research with Children Training Completed COI Management Plan on File
There are no items to display

4, Other Study Personnel:
Last First Name Dept Profile Consenting Human Subjects Training Research with Children Training COI Management Plan on
Name Subjects Completed Completed File
Lincoln  Abe Social-Uflp no

<= Back | Save | Exit | Hide/Show Errars | Print.. | Jump To: - 1.3 Research Team Summary - Continue = |



JUMP TO MENU

Initial Submission

THE UNIVERSITY OF

Edit: Study - IRB12-0021

AURA IRB Test

<< Back |

CHICAGO

Save | Exit | Hide/Show Errors | Print... | Jump To:

Note: To Jump to a particular view click the Jump to Menu. A
drop down menu will display and you can select the view

you want to Jump to!
fincipal Investigator:

Last First Name Dept Profile Consenting Human Subjects Training
Name Subjects Completed
Lincoln  Abe Social-Uflp yes

2. Primary Contact:
Last First Dept Profile  Consenting Human Subj
Name Mame Subjects Completed
Sayers Gale Institute For Mind And 00000009 yes

Biology
3. Co-Investigators:

Last Name First Name Dept Profile Consenting Subjects Human Subjects Training Comp
There are no items to display

4, Other Study Personnel:
Last First Name Dept Profile Consenting
Name Subjects
Lincoln  Abe Sociol-Uflp no

<« Back |

Human Subjects Training
Completed

Save | Exit | Hide/Show Errors | Print... | Jump To:

- 1.3 Research Team Summary -

Study Personnel and Funding Section
- 1.1 Study Identification
- 1.2 Study Personnel
1.3 Research Team Summary
- 1.4 Funding Sources
- 1.5 Study Locations
- 1.5.1 Multi-Site Study
- 1.5.3 International Sites

Research Type & Purpose Section
- 2.1 Research Categories
- 2.2 Purpose

- 2.2.2 Additional Activities {(Methods & Procedures II)

Methods & Procedures II Section

T - ,r"\ - e 'S

Completed

- 1.3 Research Team Summary -

Q Continue >> )
F

L

{ “Plan an

ient Plan an

L G L TRV

Plan on File

‘Plan an

Continue == |



Initial Submission

1.4 Funding Resources

When selecting “Internally funded” you must choose

and option in Question 2.

UNIVERSITY OF

A U R A IRB Test EEH ICAGO Edit: Study - IRB12.0021

<< Back | Save | Exit | Hide/Show Erro

rs | Print... | Jump To: - 1.4 Funding Sources = Continue == |

HELP TEXT FIELD
1.4 Funding Sources l,
¥ H .
1 Funding S[EIUI'EE. (Please check all that apply) Selecting “Externally Funded” will branch to view 1.4.1 to
[~ Internally Funded

[~ Externally Funded/Supported —

select your primary funding source.

2 If Internally funded, please choose from the following:

| 5

<< Back | Save | Exit | Hide/Show Erron

Select Funding Source. Information is
sourced from AURA Grants and will
appear if your grant has been submitted.

1.4.1 External Funding Information !
"ou indicated that this as an externally funded study. Please provide the follgu#f information about all external funders of this study. Please 1

your funding source is not listed, please contact the [RE office.

1. * Primary Funding Source: f
P
2. Additional funding sources for study related expenses (study interventions, study drug/device provided at no cost, et
Add
Name Status Submission Deadline
There are no items to display
3. If your protocol is funded by a grant(s), please attach a copy of the entire grant application. }
_
Name Modified Version
There are no items to display
<
4. Please list any other additional funding sources.

__-’ Hoh«n"\»ﬁr\“r"‘ﬂ“r‘ .“ "‘-‘"0“""“ ﬂ-*’“ f\'-/

9



Initial Submission

1.5 Study locations

AURA IRB Test CHICAGO

Edit: Study - IRB12-0021

<« Back | Save | Exit | Hide/Show Errors | Print... | Jump To: - 1.5 Study Locations - Continue == |

1.5 Study Locations

1. * Select UChicago locations where this study will be conducted:
Addl <€

Location Name
There are no items to display

Select and enter all applicable UChicago locations.

2. If "UChicago (Other)” was chosen, please specify the UChicago location.
[—
[ -
3. * Is this a multi-site study? (If there are multiple sites conducti i a —vos e L1Chi
is the lead site) If Yes, you will branch to view 1.5.1 (Multi-Site Study) and
CYes CNo Clear <€ provide info on coordinating center for study.
. . : ; - = .
4. (..A::Sth';_"r':;h'é?eg;r researchers conducting this study l"l If Yes, you will branch to view 1.5.2 (Other U.S. Sites) to
€< provide non-UChicago site.
5. * Are the UChicago researchers conducting this study or any portion of the study at an international site (outside the United
States)? - n = -
' ves O No Clear If Yes, you will branch to view 1.5.3 (International Sites) for
< additional information.

<= Back | Save | Exit | Hide/Show Errors | Print... | Jump To: - 1.5 Study Locations - Continue => |

10



Initial Submission

2.1 Research Categories

AURA IRB Test % | CHICAGO

=< Back I

Sawe | Exit | Hide/Show Errors | Print., | Jurnp To: - 2.1 Research Categories =

2.1 Research Categories

1. * What type of IRB review are you requesting?

e e e e

Full Board Review (at convened meeting)
Expedited Review

Edit: Study - IRB12-0021

Continue ==

HELP TEXT FIELD

v

Mot Human Subjects Research Determination
Unsure/Do Mot Know

Exempt Determination } Exempt & Not Human Research Studies will branch to views 2.1.1 and 2.1.2. Upon
branch views complete, no additional view req. and Pl can submit Study.

Clear

2. Required Additional Reviews

Dependent upon your research activities, consideration of this research may be required by other UChicago Committees. Please consider the
research categories below and seek approval from the designated Commitbes if needed.

Please select any applicable committees below. { Check all that apply)

O OO O agdgaamon

Maone of these committees are required to the review this study

CTRC - Clinical Trials Review Committee - Involves cancer patients, cancer treatments, or cancer therapies -

PBUC - Pathology Biospeciman Utilization Committes - Use of cancer specimens for research purposes

GCRC - Conducted within the General Clinical Research Center

[SAP - Conducted with suport of the UChicago BSD CTSA Award

RADRAC - Radinactive Drug Research Advisary Committee - Reviews the use of radioactive drugs as well as the purchase and use of
radinisctopes in humans (including research and routing),

IBC - Institutional Biosafety Committee - Reviews the research use of biohazardous materials (examples include recombinant DMA, agents
infectious to humans, animals or plants and other genetically altered organisms and agents)
Mursing Research Committes

HIRO — Human Imaging Research Office - By checking this box the HIRD office will be informed that you are conducting a human research
study invalving imaging. bitps:fhiro bsd.uchicago.eduf
Other

3. If "Other,” please indicate the name{s) of applicable committee{s).

Note:
Selecting a committee
will require Ancillary
review during Initial
Submission workflow

11




Initial Submission

2.2 Purpose

AU F\)A |RB Tes’r "HICAG Edit: Study - IRB12-0021
“—Badcl Continue >> |

Select the appropriate Primary activity and enter all

2.2 Purpose req. & applicable fields. HELP TEXT FIELD
1. * What is the primary activity of the study? (Please check ONE)
¢ Administration of survey(s), interviewing, conducting focus groups, observational research, psychological testing, or similar
activities
¢ Administration of drug, use of device, investigation of a medical intervention, or research involving UCMC patients
i Specimen collection and/or analysis
¢ Collection or study of existing records/data
¢ Approval of a3 grant ONLY: Research to be conducted under the grant will be submitted later for separate review and approval
Clear
2. * Please provide a brief, non-technica language description of the purpose of the research, including the research
question.

Note:

Each selection will take
you to Primary Branching
views relevant to the
purpose of your study.
(see page 13 — 15)

Selection will branch to view
17.1(Supporting Documents) and submit.

[ |

3. Please provide an explanation of how this study will contribute to existing knowledge. Please include relevant citations of
previous studies that provide a justification for this study. If the relevant citations are in the attached protocol document,
please only provide a reference to the applicable section(s) and/or page numbers.

=

[

4, * In non-technical language, describe the tasks/tests or procedures subjects will be asked to complete or undergo.
Explain step by step what subjects will be asked to do; be sure to distinguish those tasks which are experimental from those
which are not being done specifically for research-purposes, as applicable.

If subjects are not actively participating in the research (for example, this is a leftover sample collection protocol, chart review, 1”2
or secondary data analysis), describe what will be done with samples and/or data as well as how they will be obtained.




4.1 - 4.4.2 Drugs and Medical Devices

Initial Submission

If the MAIN purpose of your study is to Administer drug(s) , Test device(s), and/or compare or conduct a medical intervention you will
prompted to answer questions in section 4 and subsections. Note: All views in section 4 are not shown .

URA IRB Test CHICAGO

Save | Exit | Hide/Show Errors | Print... | Jump To: - 4.1 Drugs - ?
4.1 Drugs '
You have indicated that this research will involve the use of a drug -
1. * Please select the types of drugs that will be administered in this study (check all that apply): -
Experimental/Investigational Drugs
[JFD& approved Drugs (used for approved use or unapproved use) L
2. Does this study involve a washout period of previous medicationg AU R A IRB Tesl i C H I CAG O
©®ves OMo Clear
Save | Exit | Hide/Show Errors | Frint... | Jump To: - 4.1.1 Experimental Drugs ~
3. * Does this study involve the use of a placebo or no-treatment ar| A
©ves Oho Clear 4.1.1 Experimental Drugs J
You have indicated that this research will invalve the use of an experimental/investigational drug ’
Save | Exit | Hides! Please note that for any drug requiring an IND, the IND # rmust be obtained prior to approval of the protocol ;
= - . . : : . - .
- '_k\u' . R“,"V'..n ,‘_‘"“_* ’4 . .. 1 Please list all experimental drugs administered in this study
Drug Name Manufacturer IND Haolder IND # :
Drug - DP Merck Principal Inwestigatar 12345
Drug 2 - OP Merck Other 12345
THE UNIVERSITY OF
- A URA IRB Test CHICAGO
2. Please attach Investigator's Brochure for each experimental/i
<< Back Save | Exit | Hide/Show Errors | Print.. | Jump To: - 4.4.2 Experimental/Investigational Medical Devices - ‘
Name ’
(Uoad Feviion ) Sroehre i iqati i '
Upload Revision, 4.4.2 Experimental/lnvestigational Devices o
You have indicated that this research will invalve the use of an experimentalfinvestigational device .
3. * Drug Phase (Please choose one) i
@ Other Please note that for any device requiring an IDE, the IDE # must be ohtained prior to approval of the protocol |
O Phase [
P 1. “+ please list all investigational/experimental devices to be used in this study.
T N petianal/exp i

Device Name Manufacturer IDE Class Medicare Category IDE Holder  IDE Mumber

e | Device-DP Manufacturer-DP MNon-Significant Risk Category & Other

Delet.

# please attach Instructions for Use and/or Device Brochure for each device listed. Please also attach any FDA
correspondence (including IDE or HDE exemption letter).

Mame
Upload Revision | Instructions Delet
3. # 1s this device implantable?
©®ves ONo Clear

Al

4. If Yes - will subject or their secondary payer be charged for the implant procedura?
Secondary Payer

S| A gl Y N gt ol il B i A

13
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Initial Submission

5.1 - 5.7 Surveys, Interviews, Focus groups, Psychological testing

If the MAIN purpose of your study is to Conduct a surveys, interviews, focus groups, psychological testing you will be prompted to answer
qguestions in section 5 and subsections. Note: All views in section 5 are not shown.

AURA IRB Test

THE UNIVERSITY OF

<< Back Save | Exit | Hi

5.1 Surveys/Questionnaires
You have indicated that this research will involve the use of surveys or guestionnaires

1.

ol

CHICAGO

ide/Show Errars | Print... | Jump To: - 5.1 Surveys & Questionnaires -

formally named (e.q. study specific questionnaires).

“

*
‘¥ please provide the names of all surveys/questionnaires to be used in this study and/or a description of any that a{

* Are all surveys/questionnaires to be administere
Oves Omno Clear

If no, please list the non-standard questionnaires ai

T L . _.__n’.u,-..l\.n..-»

AURA IRB Test

save |

5.2 Interviews/Oral History

P

2. * Please describe the nhumber of interview sesy

N Y S l-'\u.._..“--lw..)- =

You have indicated that this research will involve the use of interviews or oral history.

1. * please describe the environment where interviews will take place and specifically address mechanisms to ensure t
subject’s privacy is protected during the interview.

CHICAGO

Exzit | Hide/Show Errars | Print... | Jump Ta: - 5.2 Interviews/Oral History ~

Sad

S

AURA IRB Test & | CHICAGO

Save | Exit | Hide/Show Errars | Print... | Jump To: - 5.7 Psychological Testing -

5.7 Psychological Testing
You have indicated that this research will invalve psychalogical testing. '
1. #* Will this study involve the use of devices, such as MRI, EKG, fMRI, or eye tracking? - <
Oves ONo Clear (
2. If Yes, please specify: ;
-
*
: b
3. * Are the devices being used FDA approved/cleared for how they are used in the study?
O Yes

O No
”» b Geiae il sy doge®™™in gl ol E T oW N S e SR e
14



Initial Submission

6.1 — 6.2 Analyze data and/or specimens

If the MAIN purpose of your study is to gather or analyze data and/or specimens (such as a chart review or secondary analyses you will be
prompted to answer questions in section 6 and subsections. Note: All views in section 6 are not shown.

| CHICAGO

Save | Exit | Hide/Show Errors | Print... | Jump To: - 6.1 Specimen Collection and/or Analysis - '

6.1 Specimen Collection and/or Analysis
You have indicated that this research will involve specimen collection and/or analysis

1. * what type of specimens will be involved in this study? (Check all that apply)

[] Existing (already sitting on the shelf at the time of initial IRE submission)
[] Prospective {will he collected)

* will HIV testing be done on the specimens?
Oves Ono Clear

“ Will genetic analysis/testing be done on any of the specimens?
Oves ONo Clear

* will this study involve banking of specimens (storing for future research use)?
Oves Ono Clear

“ Will specimens be shared with other UChicago investigators (not listed as part of the reseai
outside of UChicago?

() Other UChicago Investigators

NP o P S S Y e

¥
y
-

P SRV T
AURA IRB Test er

@ | CHICAGO

Save | Exit | Hide/Show Errors | Print... | Jump To:

- 6.2 Data Collection/Record Review ~

6.2 Data Collection/Record Review

1.

4.

e € W LN SRR i PRI e N Y it L

You indicated that this study involves data collection and/or analysis.Please provide the following information about the data collectediused in ta

t what type of data will be collected/analyzed in this study? (Check all that apply)
[] Retrospective/Secondary Analysis {data has already been collected at the time of initial IRB submission)
[ Prospective (data is not yet in existence and/or collected)

** will this study involve adding data to a registry or database?
Oves ONo Clear

*+ will data be shared with other UChicago investigators or with investigators outside of UChicago? {Check all that a
( UChicago Investigators

O Investigators outside of UChicago
O Both

O N/a-data won't be shared
Clear

-‘w:.‘\‘\_. A t‘\'

If data will be shared, describe how the data will be shared and specify with whom it will be shared.

\_\. Mgy

15



Initial Submission

7.1 Study Population

AUR A IRB Test ﬁ gﬁl\lrgjﬁgg

Edit: Study - IRB12-0021

<< Back I

7.1 Study Population

1.

Save | * ‘tion -
A

nswer all req. and applicable questions.
Refer to help text (right) for assistance.

* Select the population(s) that will be enrolled from the list of vulnerahle populations below.
{Please check all that apply)
Healthy Children (under the age of 18)

Children with a Disease, Disorder, or Condition (under the age of 18)
Wards of the State

Prisoners

Pregnant Warmen, Fetus

Placenta, Dead Fetus, or Fetal Material

HNonviable Meonates

R R |

Mone of these vulnerable populations will be enrolled in the study

* Please select any additional populations that will be enrolled in this study. {(Please check all that apply)

Healthy adult valunteers

Decisionally Impaired Individuals

Individuals with Mental Retardation

Mon-English Speakers

Subordinates of the Research Team or Employees of the UChicago or the UChicago Hospitals
Undergraduate Students of the UChicago

Iliterate Subjects

Chicago Public School (CPS) students

Clients

Agency Administrators,/Staff

International Subjects

Medical Students,/Fellows/staff

Mone of the above populations will be enrolled in the study

o s s (R

Continue == |

HELP TEXT FIELD

v

Selections will branch to
additional views for
more information on

populations. Check ALL
that apply to study.

* Describe any populations to he excluded from the research. Research should involve equitable selection of subjects;

researchers should not select subjects on the hasis of discriminatory criteria. Selection criteria that excludes

individuals hased on age, gender, language or racial or ethnic group requires a clear, scientific rationale for the

exclusion.
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8.1 Recruiting and Screening

: THE UNIVERSITY OF
A U Q A IRB Test CHICAGO Edit: Study - IRB12-0021
<< Back | Save | Exit | HidefShow Errors | Print... | Jurnp To: - 8.1 Recruitment and Screening - Continug == |

8.1 Recruitment & Screening If Yes, will branch to view 8.1.1 (see below).

the UChicago research team be approaching potential participants for involvement in this study
the UChicago researchers be recruiting with advertisements?

Cyes O No Clear

2. If no, briefly explain wthy not. 8.1.1 Recruitment .
Wi indicatad that thes study wall ba reciiieg subjacts for thes atidy. Prosede the follossng information sboul his you wall idate,
1. * Howe will you identify or screen potential subjects to recruit finclude in this study? (Check all !Iur
= Diredtly Approaching Sub pets
I~ NewspagerMagacine Sdvartisements
I~ RadiofTelawision Announosments ,'
I~ Ermaail
I Flyars
™ Letter from Investgator
I~ Letoer trom Personal Physican N,
I~ Informabonal Recrutment Lethar ]
o - Othar ’/
UL - S - A g 'ﬂﬁ-r .,
<< Back | Sawe | Exit | Hide/Show Errors | Print.. | Jurnp To: - 8.1 Recruitment and Scregning - Continue == |

Selections (Medical records review or Request waiver for
authorization in 8.1.1 will branch to view 8.1.2 & 8.1.3

17
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9.1 Compensation

| THE UNIVERSITY OF
AU R A IRB Test W  CHICAGO Edit; Study - IRB12.0021
<< Back | Save | Exit | Hide/Show Errors | Print., | Jummp Tor - 9,1 Compensation - Continug = |

If Yes, will branch to view 9.1.1 (see below).

9.1 Compensation

1. Wi ; e paid or otherwise compensated for participation in the study?
Cves CNo Clear

9.1.1 Compensation Datalls
You indesated that thes study irvobes compansation. Provde the following sdomnabcn about the compansalion used in his sbudy

<< Back | Cave | 1. * Howe mwch will subjects be compen: ated {total and prorated socents by . Tontinue == |

. * what type of compensation will subjects recelve (0.9 monetary, course oredit, gifts, gift card )7

h‘r“x*w - WM‘J e,

N
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10.1 Risk Assessment

THE UNIVERSITY OF

A U R A BERES @ CHICAGO Edit: Study - IRB120021

<= Back | Sawve | Exit | HidefShow Errors | Print.., | Jump Te: - 10,1 Risk Assessment - Continue ==

10.1 Risk Assessment
Risks can include deception, purnishment, use of drugs, covert andfor participant ohsenvation, induction of mental andfor physical stress, procedures which cowld physically harm the
subtect, materials and behawviors cormmonly regarded as socially unacceptable within the setting of research, procedures that might be regarded as an Invasion of privacy,
possiblefprobable disclosure of information that could be harmtul to the subject [e.g. child abuse, criminal behawior, political repression, imemigration status, HIV status, employvment
status, sexual orientation, etc)
1. * Will the research include any of the following items? (Check all that apply)
[T Induction of mental and/or physical stress
[T Procedures that might be regarded as an invasion of privacy
[T Possible disclosure of information that could be harmful to the subject

[T Mo, The research will not include any of these items.

Answer all req. and applicable questions.
Refer to help text (right) for assistance.

2. * Please describe the risks associated with the study. Include consideration of physical, psychological, financial,
social, legal and other factors. Please include any non-physical risks (risks to employment, loss of confidentiality,
etc.). For studies that involve a drug or device, if data is available, estimate expected frequency, degree of severity,
and potential reversibility, including any potential late effects.

3. * Please describe the precautions that will be taken to minimize risksfharms, including rescue provisions, if
applicable. Where appropriate, discuss provisions for ensuring necessary professional intervention in the event of a
distressed subject.
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10.2 Data Confidentiality

THE UNIVERSITY OF

A U F\) A IRB Test ww | CHICAGO Edit: Study - IRB12.0021

<< Back I Save | Exit | Hide/Show Errors | Print.. | Jurmmp To: - 10.2 Data Confidentiality - Continue >
10.2 Data Confidentiality Identified or Coded will branch to 10.2.1.
1. * How will data be recorded? (Check all that apply)
[~ Identified (Data will be linked directly to individuals) ].
[ Coded (Data will be linked to subjects via encrypted codes)
™ Anonymous (No identifying information, including NO unique codgs)

2. * Where will the research data be stored? Please specify the physical locatibn and how it will be secured to protect
confidentiality. (E.q. password-protected computer, locked office, locked files, etc.). In addition, please specify the
individual responsible for ensuring data confidentiality (please include namejand contact information).

Usat waill b Laken bo endene that the trandmisiian of the dals will maintabn canlfidentiality. Please alio indicate how
Awhjects vaill b inlarmed that dola may bi ihared, IF coded ar identified data wiill Aol be réleaded D inidividiald

10.2.1 Data Confidentiality ]
¥ oi indezated thal thes study invedvas use of coded or sdenidiable dats Provide the fzllowang efamates st the wenifable or coded dite used in ihe shedy
aiilgide ol thi stwily teanm, pliade state that helii,

1. *IF eoded or identified data will be released to individuals sutside of the study team, please indicate the provisions

3. * Please indicate how long the data will be kept.
2, * Dieseribe vwihat will happen to the data e data set vahen the sty is completed, Please indicate your plans Tor the o
“ . deatruction of idantiflors o the sarllact apportusity consistant with the conduct af the ressarch and/er dinicsl nasds,
Cabile
i —— .
4. * Who, other than the specified study team, will have access to the study records or data? Specify their name, role,

and affiliation.
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11.1 Data Safety & Monitoring Plan

AU RA |RB Tes’r : EEEIERAIES Edit: Study - IRB12-0021

<= Back | Save | Exit | HidefShow Errors | Print... | Jump To: - 11.1 Data Safety & Monitoring Plan - Continue =>
11.1 Data Safety & Monitoring Plan Answer all req. and applicable questions.
1. * Choose the ONE choice below that most accurately reflects the plan for data and safety monitoring for this study.
 The study will be monitored by the study investigator(s).
¢ The study will be monitored by the study sponsor.
 The study will be monitored by at lease one individual who is not associated with the study, but not by a formally
constituted Data and Safety Monitoring Board (DSMB),
¢ Aformally constituted Data and Safety Monitoring Board (DSMB) will monitor the study,
A Monitoring Committee (not a formally constituted DSMB) will monitor the study.
Clear
2. * Howe often will adverse events and safety information be analyzed?
3. * Please provide a description of the reporting mechanism for reporting unanticipated problems and periodic safety

information to the IRB, and, if applicable, to the study sponsor andfor the FDA.
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13.1 Benefits

=] THE UNIVERSITY OF
A U R A IRB Test .. CHICAGO Edit: Study - IRB12.0021
<= Back | Save | Exit | HidefShow Errors | Print.. | Jurnp Te: - 13.1 Benefits = Continue =x> |

13.1 Benefits Answer both required questions.

1. * Please describe any potential for direct benefits to participants in this study. If none, state that here and in the
consent form.

Compensation should not be described as a benefit,

2. * Please describe any potential benefits to society.

<< Back | Save | Exit | Hide/Show Errars | Print.. | Jurmp To: - 13.1 Benefits = Continueg == |
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13.2 Alternative/ Options

_ THE UNIVERSITY OF
A U R A IRB Test v CHICAGO Edit: Study - IRB12.0021
<< Back | Tawve | Exit | Hide/Show Errors | Print.. | Jurnp To: - 13.2 Alternatives / Options - Continue == |

13.2 Alternatives/Options Answer all req. and applicable questions.

1. * Please describe the alternatives to participation in this study. If there are no alternatives, please state that
participation is voluntary and the alternative is not to participate. For intervention studies, please describe
appropriate alternative clinical procedures or courses of treatment available to subjects.

2. If this is a clinical trial, please explain the standard of care for subjects if they do not participate in the study. If the
trial were not in existence, what course of action would the PI recommend for patients who will be approached for
study participation?

<< Back | Sawve | Exit | Hide/Show Errors | Print... | Jurnp To: - 13.2 Alternatives / Options - Continue == |
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14.1 HIPAA

1 THE UNIVERSITY OF
A U R A IRB Test CHICAGO Edit: Study - IRB12.0021
<< Back I Save | Exit | HidefShow Errors | Print.. | Jurnp To: - 14,1 HIPAA - Continue == |

If Yes, will branch to view 14.1.1 (see below). HELP TEXT FIELD
14.1 HIPAA
1. * Will the study view, access, share, collect, use, or analyze health information that is individually identifiable? i
Cyves O No cClear
14.1.1 Protected Health Information y
=< Back I Save | B You indicated that this study will use or disclose PHI. Provide the following information about the PHI used/disclosed in this study. I -
1. * which PHI elements will be used or disclosed in this study? {Check all that apply)
- MName '
[~ address (if more specific than Zip Code) F
- Dates ;
[~ Ages over age 89 Q
[~ Telephone numbers ;
[T Fax numbers {
[~ Email addresses k.
[~ Social security numbers
[~ Medical record numbers
e R S S oy lr» gt i,

Selection (Requesting waiver for authorization....will
branch to view 14.1.2
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15.1 Costs

[ THE UNIVERSITY OF
A U R A IRB Test CHICAGO Edit: Study - IRB12.0021
<= Back | Save | Exit | Hide/Show Errars | Print... | Jump To: - 151 Costs - Continue == |

If Yes, will branch to view 15.1.1 (see below).

15.1 Costs
1. * Are the costs associated with the study {that the subject will be responsible for or will be billed to someone
else )?%Fhis includes costs to subjects, costs to subject’s insurance, or costs to the research account.

Cves O No Clear

<< Back | Save |[|15.1.1 Cost Details -'"-'; nue = |

You indicated 1hat costs ane associated wilh 1his study. Provide the following information about who will be responsible for these study related costs

1. * Will the subjects be charged for any research-related procedures? (For example, will subjects be charged for
extra tests related to the research? Note that in general, subjects should NOT be charged for procedures that are
specific to the research and are not part of their standard of care.)

Cyves C No Clear

2. If “¥es,” explain the charges beloys. ’
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16.1 Informed Consent Determination

AU Q A IRB TES‘I’ THE UNIVERSITY OF

CHICAGO

Save | Exit | Hide/Show Errars | Print.. | Jurp Tao:

Edit: Study - IRB12-0021

- 16.1 Informed Consent Determination - Continue > |

<+ Back |

16.1 Informed Consent Determination

1. * Pleas_e indicate the type(s) of consent that will be involved in this study (Check all that apply).
[~ Written Consent Form
[T Reguest to Waive Signed Consent - Verbal/Oral Consent <€ Selection will branch to view 16.2 & 16.3
[T Reguest to Waive Consent/Parental Permission - Consent is not being obtained
[T Reguest to Alter Consent (Some Elements Waived)
Selection will branch to view 16.4
< Bacl | Save | Exit | HidefShow Errars | Print...

Selection will branch to view 16.2 & 16.5 | _ Continue >> |

26



Initial Submission

16.8 Consent/ Assent Documents

A U R A |RB Tes’r g}—i[\llgj&lag Edit: Study - IRB12-0021

<< Back | Save | Exit | Hide/Show Errars | Print.. | Jump To: - 16.8 Consent/Assent Documents -

16.8 Consent/Assent Documents

The IRE has prepared several different types of consent form templates with some of the information you have already provided. Please follow the instructions below to complete the process.

Instructions:

1. Download the applicable consent form template to your machine and modify this where applicable,

# B5D Consent webpage . .
e 554/Chapin Hall Consent webpage € | Download the consent form and modify it accordingly.
* 5BS Consent webpage

What are the targets of these links supposed to be?

2. Attach consent forms, assent forms, short forms/summary documents, oral consent scripts, translated consent forms or information sheets.
Add

Maodified

Marne Wersian

There are no items to display

Click to upload all forms, modified documents, etc.

<« Back | Sawe | Exit | Hide/Show Errors [SFrmeee T T o, P g b L e s s L

Continug >> |

Continue >3 |
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17.1 Additional Supporting documents

THE UNIVERSITY OF

A U R A IRB Test % | CHICAGO Edit: Study - IRB12.0021
<< Back I Save | Exit | Hide/Show Errors | Print... | Jurnp To: - 17.1 Additional Supporting Documents = Continue = I

17.1 Additional Supporting Documents HELP TEXT FIELD

1. lUse this space to attach any additional supporting documents, Please be dear and concise in the "Tite" field when attaching a document, so the
IRE can readily identify documents,

PLEASE NOTE:! Do NOT attach documents here that are requested throughout the SmartForm, including Informed Consent Forms,
Advertiserments Questionnaires, Surveys, etc. Hise the "Jump To" menu above to navigate to the appropriate section to ensure that alf

documents are attached in the proper sections.

Add
Mame Modified Type of Document
There are no itemns to
=] Click to upload all documents. Please title documents § Gontinue => |
appropriately, include version date in title. Title inserted
will appear on IRB letters and other correspondence.
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19.1 Final Page

THE UNIVERSITY OF

A U I:\) A IRB Test - « CHICAGO Edit: Study - Pro00000205
Save | Exit | Hide/Show Errars | Print... | Jump To: - 19.1 Final Page =

19.1 Final Page

You have completed your IRE submission form. However, the study has not yvet been submitted to the IRB for review.

Next Steps: . .
. Click to make sure all questions are

In order to complete your submission:
complete and there are no errors.

I in the header above to show any qUesHsmrerrer——r—————————rr——————————re=—e= 0. CNSUMe that all required

Submit to the IRB:

2. Exitthe Form (click Finish below) to navigate to the Study Workspace
3. Only the study Pl can submit to the IRB. If you are the PI, Click the "Submit to IRB" Activity in the study workspace. |f you are NOT the P, then select "Submit to P

for Endorsement” to notify the PI that the study is ready to submit.

The study State (in the upper left corner of the submission workspace) will show " IRE Assignment” when the study is successfully submitted to the IRB.

Save | Exit | Hide/Show Errors | Print... | Jump To: - 19.1 Final Page -

//

Click Continue and SmartForm is Complete!
(You can make edits to Smartform at any time
during Pre-Submission)
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