iStar support and clarification for exempt social behavioral student research. 8.31.2023

Who should use this document?
This document was designed for student researchers who are conducting exempt social behavioral studies.

What does this document contain?
This document contains tips for filling out the iStar IRB application and links to applicable supplemental materials.

Is this document applicable for all student research studies?
No. Please read all the iStar questions carefully when you are filling out your IRB application. This document was based on a fake scenario of student research where a graduate (PhD or EdD) student researcher is interviewing adults and using existing records.
If you were using only existing records or working with minors the submission would be different.

How should I start?
Please review the “Getting Started” page on the Human Research Protection Program website.

What other information should I have ready when I start the IRB application process?
Have your supplemental materials upload ready. For example, your information sheet, your recruitment documents, and instrument(s) (e.g., interview/focus group protocol). You’ll find IRB submission related templates under “Other IRB Forms and Templates” on the “Forms and Templates” webpage.

What do I do if I still have questions after I review all information?
Please send an email to hrpp@usc.edu.

Please note that this information came from a video. You may watch the entirety of the 28-minute video here if you chose.
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[bookmark: _Toc142497922]Create New Study
Be sure to review the “Getting Started” page on the HRPP website.
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Description automatically generated]Tip: Carefully follow 1.4. instructions.

[bookmark: _Toc142497924]Section 2. Study Personnel
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Description automatically generated]

After you add your name as the Principal Investigator, additional options will populate in a pop-up.
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Description automatically generated]

Because in this scenario there are going to be interviews and a review of records, all the radio buttons are “yes.” These buttons should be clicked “yes” for anyone on the study team who will be interacting with participants. You will have a discussion with your faculty advisor to determine their role in the study when they are added. Please note: Studies that are “exempt” do NOT have informed consent. They will have an information sheet. The iStar system, however, requires that you click “yes” to the button that says “Will obtain participants’ informed consent.”
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For 2.5 make the appropriate choice. If your Doctoral committee reviewed the research, indicate “Doctoral Dissertation” Committee. If you are an undergraduate or a master’s student, indicate “None” if you do not have a thesis committee or “Other” if you have a thesis committee.

[bookmark: _Toc142497926]Section 4: Funding
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Description automatically generated]
Choose the appropriate choice. Most student researchers do not have funding.  To learn more about Urgent Reviews please review the website. Please note most students do not qualify for an urgent review, and choosing this option will further delay the process.


[bookmark: _Toc142497927]Section 5: Type of Study Review
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Description automatically generated]Most student research does not have a sponsor, nor do they have password protected documents (this is used mostly in biomedical research, for example, when working with a company testing a drug).
Most students will use the Social Behavioral/ Secondary Research Protocol and that will be uploaded here to section 5.2.

You will be able to determine your “level of review” by reviewing this information on the website.  
[bookmark: _Toc142497928]Section 6: Study LocationsSection 6.1: Please choose where you are a student, for example, Rossier students are located at the UPC location.

“Other” would be for a non-USC collaboration–indicates that additional permissions are needed (like another university).
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Most students conducting social behavioral research are on the University Park Campus. Please choose this option.
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Description automatically generated]6b.2: Here you will need to specify where the research will take place. Please be as specific as possible. Will you be conducting interviews on Zoom? Or, if off campus, at a specific location?  If you do not know the exact location, because participants will be choosing (e.g., you were meeting participants at a community center or a coffee shop), please write “at the participants’ chosen location” in 6b.2. If you are seeking permission for a certain school within a school district, but do not know exactly what school it will be, no problem! Just write the name the district.

Please be as specific as possible.

Pro tip: Please make sure that this information aligns with what you wrote in the protocol.

For example, if you are conducting a survey in a SONA lab specify the on-campus location.  
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[image: A screenshot of a research paper

Description automatically generated]
Carefully review section 9.1. Once you make a choice, there will be many more options. In our scenario there will be interviews and a review of school records. [image: A screenshot of a computer

Description automatically generated]Sections 9.2.2–9.7 do not usually apply to student research. You do not need to fill them out. 
In section 9.2 you will choose all the ways that you will collect data, and if you will be recording.
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Description automatically generated]You do not need to attach a data collection sheet in 13.2. Please note that section 13 is specific to secondary data only. 

[ You will be attaching your protocol, interview/focus group/survey questions, information sheets and recruitment to other iStar sections.]


In this section be as specific as possible in 13.3. and 13.4. This information should be determined prior to filling out the application by working with your faculty advisor. For example, in 13.3. if you were requesting data that is FERPA protected, you would explain how you have proper permissions to gain access to that data. In 13.4, you will explain how you will receive that data from an entity (like a school); it may come from the school de-identified, in other words, how will the data be provided to you? 


[bookmark: _Toc142497931]Section 19. Methods and Procedures- Interviews/Focus Groups
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Description automatically generated]
In section 19, please upload what you will ask, and any prompts that you will use.

[bookmark: _Toc142497932]Section 22. Special Subject Populations
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Description automatically generated]Tip: If the participants are from a professional group or organization, membership community, an online professional association or another type of online community, please chose “employee.”



In section 22, please think of the eligibility criteria of your participants. For example, if they are teachers, they are considered employees, and you would check the box for “Employees.”  This does not mean they are your employees, just that they are employees. When you check boxes in this section, additional information will be triggered by the system. 


For example:
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In all cases, indicate that the participation in the study is voluntary and any participant can withdraw at any time.


[bookmark: _Toc142497933]Section 25: Financial Obligation and Compensation
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Description automatically generated]
In section 25.1 please indicate that that there are no costs to be in the study. This is most common with student research.

In section 25.2, if you are going to be compensating participants, you will explain when, if they must complete all activities first (i.e.,  what happens if they drop out of an interview ½ way through? Do the participants still get the compensation?), how you will compensate them (gift card), and how much. If there is going to be drawing for all participants explain when and how it will happen.


[bookmark: _Toc142497934]Section 26. Participant Privacy and Data Confidentiality
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Description automatically generated]26.2: If you are interviewing participants and then are going to assign a number or a pseudonym to the actual data (e.g., transcripts), that means you would be “coding” these data. If you are collecting data from a survey and not collecting ISP addresses, and have no way to figure out who answered, those data would be anonymous. If you had a panel of participants that you purchase through Qualtrics, Prolific, Survey Monkey etc., that is also anonymous.
26.1: Think of all the places where you would interact with participants. In some case it might be in multiple places, like face to face, or on Zoom, depending on the participant.

Review this section carefully and fill out all the possible options for each section.
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Description automatically generated]
26.5 is what will happen with the data after you have completed the study. For exempt studies you will also include an information sheet (look at the bottom of the website under “other IRB Forms and templates”), which will be submitted in section 40.1.  The current USC Policy indicates that data will be used for future use. What this means is that you may use the data you collect in another way in the future, for example, if you wanted to examine the data in another way. ** Best practice is that you de-identify the data and do not have identifiers of the participants while data are being stored.**

Most student research is not funded by the National Institutes of Health nor is an FDA clinical Trial. 

[bookmark: _Toc142497937]Section 35. Is the HIPPA Privacy Rule Applicable?
For most student research, choose no. This is for medical studies where medical records are being accessed.
[bookmark: _Toc142497938]Section 39. Conflict of Interest Information
This section is only if you are gaining financially from the study. Most student research does not have conflict. Choose “continue.”
[bookmark: _Toc142497939]Section 40. Additional Supporting Documents
Submit your information sheet and recruitment information in this section. You will find templates for information sheets and recruitment documents on the Forms and Templates  page (look at the bottom of the website under “other IRB Forms and templates”).
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Creating New: Study

1. Project Identification and Abstract
1.1.  * Type of Submission

@ Research Protocol or Study on Human Subjects
O Use of Humanitarian Use Device (Not Research)
O Grant/Contract Only

O Rely on another IRB (Ceded)

O Right To Try

Clear

1.2 Full Title of Research Protocol

Empathy in K-12 settings: Supporting Middle schagless.

13, Short Title
Empathy in K-12 settings* Supporting Middle schoolers

14, * Abstract: Provide a simple explanation of the study and briefly address

plans for analysis.

1to 2 sentences) each of the following points: rationale; intervention; objectives or purpose; study population or sample characteristics; study methodology; dest

A

1.5, Is this a clinical trial? [The NIH defines a clinical trial as a prospective research study to evaluate the effects of one or more interventions on health-related biomedical or behavioral outcomes.]
QO Yes @ No Clear

16.

* Select which IRB you are requesting review from: @
O USC - Biomedical IRB
@ USC - Social Behavioral IRB
O CHLA - Institutional Review Board (CHLA)
Clear
Select "USC - Biomedical” if you are conducting biomedical research actiities which fall under FDA jurisdiction (drugs, devices, etc.).
Select "USC - Social Behavioral” if you are conducting social behavioral research actiities (community/field-based research such as suney and inteniew procedures, etc. that are not FDA requlated.)
NOTE: IRBAS and designated reviewers (Chairs, Vice Chairs, etc.) are currently assigned to review applications based on the type of research conducted. Selecting the incorrect board may_result in a delay of the review process: and the application n
17

* To the investigator's knowledge, does the Institution have financial and/or intellectual property interests in the sponsor or the products used in this project? An institutional confict may ocour when @ financial interest of the institution has the pot
unacceptable risk to human subjects.

O Yes @ No Clear
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@ Yes O No Ciexr

Spocify the grouplorganization who has roviewed this study for sciontific merit:
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4. Funding Information

4.1, " What existing or pending support will be used for this study? (check all that apply)
[ Cooperative Group (SWOG, COG, RTOG, etc )

ctsi
Departmentalinstiutions! Funds

Fadersl GrantContact

Hon-Prot (nclucing Foundations and Unherstios)
Industry

Intramuralitermal Grant

Ooo0oo0ooDooOO

State or Local Grant/Contract

a

o Funding

O other

Change of existing/addition of new funding sources and agencies will require an amendment.

444, Will you be submitting an Urgent Review request?

O Yes @ o Coar
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5. Type of Study Review

51, Seloctho type of review that you ao roquesting for this
sudy: @

Research may be considered Exerm he ris o pricips
O Full Commites Review e exempt. i il b retumed o you for et o

“Miimal s is considared to be the isk associated with

O Expeseeqisen
@ Exempt Review 1 you are unsure which type of review your research requires,

O Coded SpecimensOta

5.2, All studies require a fully developed protocol. For investigator iniiated studies, use the appropriate protocol template
with the IRB prior o developing your protocol. Use of an incorrect protocol will esult in the application being retume

**Please note that a grant application cannot serve as the protocol.”
Attach the protocol below.
+Add

Name Version Modified
There are no tems to display

5.3. Attach the sponsor's template informed consent here.
+Add

Name Version Hodified
There are no tems o display

5.4, 1f any study documents aro password protected, enter the passwords here.
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6. Study Locations

6.1, Identify the locations where the research activities described in this application will be performed (check all that apply):
[ USCHSC - Health Sciences Associated Locations.

= - University Park Associated Locaions
USC UPC - U Park Associated L
cHLA

LACHUSC Associtad Locations

ooo

Other




image9.png
Editing: APP-23-03960
6b. UPC Location(s)

This screen 12 required f you incated UPG - Unwversity Park Assooited Locatons (Question 6.1

6b.1. UPC Locations (check allthat apply and provide detail where indicated):
Location

[ Campus location includes IS! and ICT)

Ofi-campus location

1f campus location, please spocify:
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9. Methods and Procedures - Selected Descriptors/Community Engaged Research

Note: The list of items below 1S NOT an alinclusive list of methods and procedures available to investigators. The list only includes items that will trigger additional questions specific to areas of research or are necessary forthe review process.

9.1, NOTE: Review th information under the bue question mark bfore answering tis qestion
@ [ The study procedures inobe interactions o inenventions with paricipant (9. medica procecures, anine suneys, in person nteniews).
@ [ Secondary Analysis: This study imolves use of data/specimens that have been or wil be collected/generated for non-research purposes (= g . medical records, student records).
@ [ Seconcary Anaysis: Tis sty invobes ussof datlspecimens that have already been collectediger

tod for anothor research purpose (2.3, xisting fesearch datasats, exsting specimens collcted fr osearch).
9.5 Wil data from this study be subject to the NI Genomic Data Sharing (GDS) policy? @

OY::ONDLE@

95 Does your study involve community-engaged research (community-engaged research addresses community needs and involves the community in research plan, conduct of study, e(c)?

O Yes O No Clear

9.7 Will data from this research be submitted to the US Food and Drug Administration or will data be held for inspection by the FDA?

O Yes Ot
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9. Methods and Procedures - Selected Descriptors/Community Engaged Research

Hoto: Tho lst of oms bolow 15 NOT an allinclusive st of methods and proceduros availabl to investigator. Thelst oty ncludos fems that willigger additionsl questions spocific 0 areas of research of aro nocessary for the
9.0 NOTE: Reviw th mormaton under th blue question mark befors answeig s quesion

9 [ Tho study procacures move ntarations o intenentons wih BTt (s.g. medial pocadurss, o suneys, i prson tenieus)

@ [ Secondary Analysis: This study imolves use of datalspecimens that have been or wil be collected/generated for non-research purposes (= g . medical records, student records).

@ [ Ssconcary Anaysis: T sty imehes uss of dtacimans that have already boon colloctedigo

tod for another research purpose (2., existing ressarch datasats,

xisting specimens collected fo research).
9.2, Study Procedures: (chec al that apply)
L AucioNideo Recorings or Phoographs
Behavioral Obsenations andior Behavioral Experimentation
BehavioralIntenvertions.
Deception
IntenviewFocus Groups.
Popuation-based Fild Study
Paychophysiological Testing
‘Suneys/Qusstionnaies/Psychomatic Testing
Approved/mestigational Devices
Blohazardous Substances (e.g. resh tissus o issus flds, infectous agents, microorganisms, recombinant DNA, or shipment of biological material)
Blood Colection
ration of a Data or Tissus Repository
Magnetic Resonanca Imaging (MR)

0000000008000

Stem Cells or Cell-Based Therapy

Ithe reseach involves deceivig the subjocts regarding the nature or purposes of the research, exemption is not applicable unless the sutject has been informed pior totheir nrollment that h/shelzie il bs unaware of or misled regarcin
into iStar section 16.3

Debriefing Statement/Tool requirements:
The debieing statement/tool must revealthe true purpose of the research and the reason fo the deception and giv the paricipant an opportuniy to wiihold or withdraw thei data, without punishmen. for exampl, grades or compensation ca

9.22. Ploase atach th Laboratry Lot of Support:
Pone] | &, Uload

9.4, Related Radiation Safety Applications: Please attach any RSC applications available that are applicable. If there are any that are not on IStar, please attach the approval memo at iem 3.3.

1D Name Submission Type Status AICR Opened Approval Letter
There are no tems to ispiay
‘9.5, Willdata from this study be subject to the NIH Genomic Data Sharing (GDS) policy? @

O Yes O o Clear

85 Does your study involve community-engaged research (community-engaged research addresses community needs and involves the community in research plan, conduct of study, etc)?

O Yes O No Glear

9.

il data from this research be submitted to the US Food and Drug Administration or will data be held for inspection by the FDA?

O Yes O No Clear




image12.png
Editing: APP-23-03960

13. Methods and Procedures - Collection of Data/Specimens
31,

Does the study involve collection of data, records or specimens from decoased individuals?

O Yes @ to Ceenr

132, Attach a copy of any data collection sheets that will be used to record or collect data fo this research study. Ifyou e recording or c
+Add

Name Version Modified
There are no items to display

321, Wil you be obaining data rom a clincal data warehouse (such as the COW at Keck or LA County)?
O Yes @ N Ciear

133, Describe the method of collection for the records/specimens and how the data/specimens will be analyzed.
Request student nformation fom the district, approaching the EEREA oficad

1

134, Describe the method(s) by which subject records will be identified.

4
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19. Methods and Procedures - Interview/Focus Groups

This screen 12 requied f you indcated the use of nferview or Focus Groups a6 @ procedure (Queston 9.2.)
191, Attach

s of any scripts andior questions that will be used to guide the interviews/groups.

Iore and rop s to upioza

Name  Version  Modified
There are no tems to display.
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22. Special Subject Populations

21,

Indicate any special subject populations you intend or expect to enrollin the research:

O Healthy Volunteers Undergoing Ciinical/Medical Procedures for Research Purposes
O Employees or Students

5 Aduts ot Camptent t Const o el 10 o th capacity 10 coneetdung the stuy)

a

Non-English Speaking Pogulations
Minors (subjects under 13 years of age)
Pregnant Women  Human Fetuses
Neonates (infants under 30 days old)
Prisoners/Detainses

Wards

Milkary Porsonnel

American Incian and/or Alaskan Hative (AUAN), Natve Hawaiian and other incigenous communites

0O0OO0ODD0ODO0ODODODO

None o the above.
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22b. Special Subject Populations - Employees/Students

This screon is required f you incicated Employees or Students as a specal subject populatin (Question 22.1.)
226.1. Describe how you wil minimize the potential for employees andior studens to feol coerced to partcipate. Discuss how the potential confusion in roles will be addressed.

1 will state paticipation is oluntary and peogle can withdraw at any time

4

22b.2. Does anyone on the study team have a supenisory relationship over the potential research partcipants (such as a manager or teacher)?

O Yes @ Mo Clear

REINDER: I he subject population includes anyone under the age of 13, please ensure the Minors special population is checked: (I oloving is vhat you checked i 22 1)
Employees or Students

(O Minors (subjects under 18 years of age)
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25. Financial Obligation and Compensation

25.1. Financial Obli

tion: Choose the response that bost describes the cost to participants

O Al costs are coverad by the sponsor orfnder
O Research costs are paid by the sponsor o funding agency. outine heath care costs arethe respnsibiy of the
O Al coss arsthe responsbiy ofths paricipants anlor theirheathcare pians.

O Drug s sponsored by the Nationsl Cancer Insttuts or athe nationa nsttutes

Q s ar o costs o to parcisaton.

O oer

25.2. Paymentfor Participation: Describe how much, if any,financial or other form of compensation will be provi
‘address how the compensation will be disributed to children.
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4Gotofe

26. Participant Privacy and Data Confidentiality

26.1. Privacy Protections: Prvacy s a partcipant’s abilty o control how othar peopla see. touch, o obtai information abot his/her sef. Violatons of prvacy can invohe circumstances such as being photographed or ideotaped without consant, being asked personal uestions in a public setting, being s
personal behavor, or dsclosing imformation about abortions, HIV status, o legal crug use.

n without clothing, being observe

Seloct the provisions (0 protoct the privacy of the individual during scrooning, consenting, and conduct o the research: (chack ALL that apply)
O Research procedures will be canducted in persan in a prvate setting

[ Data wil be captured and reviewed in a prvate setting.

) Only authrized research study personnel il be present g researc relted atites

3 The colicion finfrmtion about participans is imited to the amount necessary 1o achive sms f the research

3 Paricipants wil not be approsched in  sating orlocaton that may constuts an iasion of racy or coud paentally stigmatzs them.

[ Other (speciy below)

262, Confidentiality Precautions: Confdentiaity is an extension of the concept of pvacy:  refers o the participants understanding of, and agreement to, the ways identiable information wilbe collected, stored, and shared. Identfiabl information can be printed nformation, slectronic information. or iual nformation such as photographs

How wil the research datalspocimens be labelod? (check AL that appy)
(O Data and/or specimens vill be directy labeled with personal identifying information. (dentifatie)

(O Data andior specimens villbe labeled with 3 Cods that the research team can link to personal identying information. (Coded)
) Dsta andior specimens vill ot b lbsla with any parsonal detying nformation, nor with a cods that the researchteam can ik to persanal deniing formaton. (Anonymous)
[mpeR——

263, Study dataispecimen will be stored:
O Physically

O Electronicaly

Other Measures:

O Autio andior videa recordings wil b tanscribed and then wil be destroyed
[0 Audio andr video ecordings will be modiied to eiminatethe possibity that study participants could b idenifed
[ Photos orimages will bs madfie to eiminate the possibilty that study participants could be idenifed

264, Will dentified data and/or specimens be sont outside the institution to a third party (such as a study sponsor, fedoral agency, or another institution)?

O Yes O Mo Clexr
265, What will happen 1o the research data andior specimens at the conclusion ofthestudy? (check ALL tha 3ppy)
3 Diect identifers andorthekey t the codes wi be Gestiayed upon completion of the reseatc (ol dataspecimens wil b stigpad f dentfing inormation and/r the key tocodes destroyed, papor documents shedded, elecoic les purged, electonic media socuely arased)
(O Retained for study record keaping purposes per insttutional policy.
(O3 Retained by the investigator for future research use
) Retained forfutre research use (submi dataor issue to an eistingrepositrybank)
o

Resticted use data il be destroyed o retumad o the source OEit B Sa
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264, Will identified data andlor specimens be sent outside the insttution to a third party (such as a study sponsor, federal agency, or another insttution)?

O Yes @ o Clear
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265, What will happen to the research data andior specimens atthe conclusion of the study? (check ALL thal appy)
(] Direct dentfers andior th key tothe cadss wil b destroyed upon complstion ofthe s sarch s datafspecimans il bs sigpad ofdentiing nformaton andior the key 1o codes destoyad, papar documants shisddsd. lectonic fles purged. lecronc madia securely srassd)

Rotained for study record keaping purposes par nsttutional policy
Retained by the invstigator for future research use

Retained for fuure reseach use (submitdata or tissue o an exising reposiory/bani)

Resticted use data vl be destroyed ot retumed 1o the source

No irect o indirct dentifers are being callactad. The ancnymus data and/or spacimens will e rtained t the discration of the inestigator

s ressarch s a cinicaltnal conducted undar FDA raguiatons. Directidentfers andlor ths key 1o the codes willbe destroyed as directed by the spansor (NDADE holder) i accordance with FDA raguiations

“The NH roquirs that the fecords be etained for thieo years following the completon ofthe study

O0OO0ODO0OO0ODO0OO0OO

ther (specty below)




