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IV. Adverse Event

a.

b.

DatefTime of Incident:
Subject@) ID or Initials:

In your opinion, $this a serious adverse &v?
[ JYes [ |No Comnrerts:

In your opinion, $this an unexpecteddverse eent?
[ ]Yes [ |No Comrerts:

In your opinion, vasthis incidentelated to paitipation in this study?
[ ]Yes [ JNo Comrerts:

Wasmedcal treatment povided for ths evert?
[ JYes [ JNo Comnerts:

Does the subj require further medcal treatnen?
[ JYes [ [No Comnerts:

Will thesubject remainin the study?
[ JYes [ JNo Comrerts:

Are corsent form changsrequired to beer informsubjects of nevy identfied risks?
[ JYes [ JNo Comrerts:

Include a dtailed desciiption of the eernt:

V. Study Completion

a.

Indicate why you consat the study to beo
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Completeresarch protocols shouldbe submitted electronically to:

The Officeof SponsoredProjeds
Attention: Compliancé&pedalist

irb@wiu.edu

Assuranceand Submission
Yaur submisson cettifiesthat as a part of the resealn personnel you wnderstand and accept the followingbligations
to protect the ightsand welfare ofesearch subjectsin this research:

COMPLIANCE WITH FEDERAL AND UNIVERSITY REGULATIONS AND STANDARDS
| recagnize thatas a memér of the researcteam, itis my reponsibility to ensue that this reseach and theactions
of all researh peronnel involvedin conducting the study will gdorm with the IRB @proved pratocal, IRB
pdlicies, and all pplicable fedeal regulations including but not limite HHS, FERPAPPRA, and/oHIPAA
reguations.
| understand tat failure to comply wih all gpplicable HHS, FERPAPPRA, and/oHIPAA reguations, IRB
padlicies and proedures, and the proiesis of the protocol agparoved by the IRB may restin suspension or
termination ofmy reseach project, naification of gopropriate goveenmental agecies by the IRB, and/or
susp@son of my freedonto present or putsh results.

IRB APPROVAL OF ALL PROTOCOLS
I will not initiate any change in protocol without IRB@oval except whenit is necesaryto reduce or eliminate a
riskto the subjgctin which case the IR will be notifiedassoon aspossble.
| understand thatIRB gpproval is valid for no mee than one garwith cortinuing review by the IRBrequiredat
least anually in orderto maintain @proval satus. | wil not enter subjects in the study bef¢tRB approwal or if
IRB approval expires. In the lattercase, | will immediately contact the IRB> obtain permissioro coninue
subjectsn the reseanh study.
| recagnize thatit is my responsibilityto ensue that the stidy hasbeenreviewedfor scientific meiit andethical
cortent.
| recagnize thatit is my responsibilityto ensue that thereis congant opendialogue betwenmysdf and the otér
reseach persmnelto ensue thatthe researcts conducted correctly, and the safety and protection of the subjegts
are esured.
| recagnize thatit is my responsibilityo ensue that valid informed consetfassnt/parental permsion has been
obtainedfrom all researh subjects or thelegally authaizedrepresentatives. | will ensethatall project
persarel involvedin the praess of ©nsent are traied properly and are fully aware of theesponsibilities
relativeto theobtainment of hformed consentaccordingo the IRB guideliesand gplicable fedeial regulations.
I will use only the crrently approved, iformed consent fom or script for recruiting subgts.
| understand tht | am part of the daborative effat to maintain the integty of thehuman subpct’ reseatch
approval process and piedurego ensuie conthuous qality improvement andcaderit excelleceat WIU.

COMMUNICATION WITH THE IRB
| will promptly inform the IRB of any event &ltirequires r@orting in accordane with IRBpdlicies and procedures
on unaticipated eventsivolving risksto subjects or others and adverse évéserious ad/or unexpectedl
I will inform the IRB immediaely of any significant neg@tive changen therisk/beneit relationslip of the research
asorigindly presentedh the protocol and@provedby the IRB.
I will inform the IRB immediaely if | become aware of any violations of HHS regulations (BR@6), FERPA
reguations (34 CFR99), PPRAreguations (34 CFR98),
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IRB MONITORING OF STUDIES

| will maintain all required reseahrecords and regmize that the IRB and fed@&rgovenmentis authorizedo
inspectthese records.

| understand that,qr OHRP/FDA guidelines, the IRB will be monitoring adheceto approvedreseach
protocols. The overght processdoesnot end with pproval of a researh protocad.

PRINCIPAL INVESTIGATOR/FACULTY ADVISOR ASSURANCE
| certify, asa faaulty sponso, that the student investpr is knowledgealle about the IRBpdlicies and aplicable
fedeml regulaions governing reseein with humansubjects anddssufficient taining and expéenceto conduct
this study inaccad with the goproved protocol. In addition, | will meetwith the student investigpr on aregular
basisto monitor study progss. Shold problems arise | agreto be availate persomlly to supervise the student
investicator in solving them.If | will be away, | vill arrange foranalternate dculty sponsar to assumemy
responsibilities.
By submitting this request to irb@wiu.edu
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