IRB Initial Application Guide and Checklist

The IRB Application consistsof severalparts:

1.

The Forms
Handwritten forms will nobeaccepted.

a.

The New ProtocolCover Sheet

The Protocol
TheProtocol is adocumentwritten by theinvestigator that isn official accountof the planned project.

Usethe designated letteendBOLD SectionTitles in this Guidefor each sectiomf your protocol. If a sectiondoes not
applyto yourresearchproject, staté'n/a”.

a.
b.

Title of study

Purposeof study — describe th@verarchinggoal of whatyou seekto discoverthrough thegproposedesearch project.
Also includethe expectedenefitsobtainedoy doingthe study.

Sponsorof study & COI - list anyexternalor internalfundingfor the project.Also discussanyconflictsof interest
you may havewith the sponsoor anyotherorganizationinvolvedin your study.

Personnel involved and theirqualifications — Identify all personnel directly interacting with human subjects,

including the Principal Investigator, and list their relevant qualifications, including academic, professional, and/or
volunteer activities with regard to the proposed research project. Specify their role in the project and document their
training in human subjects research, including CITI certificatioppf@priate. Also includeanynecessargupport
servicesand facilities thatexistto supportthe project.

Resultsof previous related research— discusotherresearch undertakdry othersand/orby yourselfthatplaces
your researchn context.This shouldincludea brief discussiorof how your projectfits within theliterature of your
field and shouldincludereferenceglistedin sectionp). Help the reviewerto becomea partof theacademic
conversationPleas&keep this section brief—no more thari-
Holy Cross Faculty, you will also need to obtain approval from the Campgle Assessment Com

that your

work is consistent with itBata Collection, Use and Disseminatioulicies.

Proceduresto be performed — describe howou will go about youresearch activitiesWhatyou describe in this
section shouldbe arealisticdescriptionof the stepsandactionsyou will take asyou conductyourresearchBe as
detailedaspossible. Be very specificaboutthe datayou will be collectingandwhatyouwill be doingwith it.
Specifically discuss youplansfor protectingthe subjects’privacy. Also discussyour plansfor data confidentiality
and/orsubject anonymityif applicablelt maybe helpfulto includeatimeline ofyour researctproject, flowcharts,
or agraph, depending on howomplexyour procedureare.Lack of specificityin this sectionoften leadgo
requiredrevisionsuponreview, sothink throughandpresent your project carefully.

Anticipated risks and benefitsto subjects— describe anpotentialrisks thatsubjects magncounter by
participating in your researctproject. Suchrisks mayincludebut arenotlimited to psychologicaktress, lossf
privacyor confidentiality, socialrisks,legalrisks,economicaisks,or physicaharm. If you do notfeelthatany
specificrisk to subjectsexists, pleasedescribeherisksas“minimal,” meaning,‘not greater thamisks encountered
in everyday




m. Costand compensatiorto subjects—describe any coste participants othe study. Suchcostsmayinclude
participants’ time, transportationetc. Also discuss anyorm of compensatiosubjects will receive, alongith the
termsandconditions of the compensation.
n. Plansfor obtaining and documentinginformed consent— describethe circumstances surrounding consent
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