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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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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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