Protocol Deviations / Violations Version 21 Oct 09

Goodwyn Institutional Review Board, Ltd.
Deviation Report

Goodwyn IRB requires reporting of deviations that:
Resulted in increased risk to the subject or others
Affected the rights or welfare of the subject
Affects the integrity of the study data

Principal Investigator:

Contact Person for this report:

Phone: Fax:
Report Date: Date Sponsor Notified: Date of Deviation:
Sponsor: Protocol #:

SUBJECT DATA

Subject Number: Subject Initials:

1. Describe the deviation (e.g., time, place, manner, situation, etc.):

2. Provide details of any corrective action taken or planned to prevent recurrence:
a. Action(s):

b. Study Personnel Responsible for Implementation of Previously Stated Action(s):

c. Implementation Date:
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3. Did the deviation occur in order to eliminate an apparent hazard to the subject: [lyes [INo
If yes, describe the circumstances surrounding the hazard (e.g., time, place, manner, situation, etc.):

4. Considering this deviation:

a. Do you recommend any change to the protocol: [lyes [INo
If yes, attach recommended changes (marked in the protocol or a detailed summary).

b. Do you recommend a change to the consent document/template: [lyes [INo
If yes, attach the consent changes, marking the changes in the document.

c. Has the study sponsor reviewed these recommended changes: [lyes [INo

As Principal Investigator, | understand that deviations from a protocol can have serious effects on the
integrity of human research. As the Principal Investigator, | am responsible for oversight of all procedures
performed for this protocol and will endeavor to prevent protocol deviations.

Date:

Principal Investigator Signature

Printed Name of Principal Investigator

Submit completed form to: 9380 Main Street, Cincinnati, OH 45242 Fax: 513-793-2800 or 513-793-4800

Page 2 of 2



