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	Submission Type
	UNANTICIPATED PROBLEM AND/OR ADVERSE EVENT

	Study Number
	     

	Study Title
	     

	Principal Investigator 
	     

	Category of Review
	 FORMCHECKBOX 
 Full Board   FORMCHECKBOX 
 Expedited  FORMCHECKBOX 
 Exempt


Reporting Timelines:

3 calendar days after the PI becomes aware of an unanticipated problem

30 calendar days after a related, or possibly related, adverse event
Unanticipated Problem: An unanticipated problem is any incident, experience, or outcome that meets all of the following criteria:

· Unexpected in terms of nature, severity, or frequency;

· Related, or possibly related, to the research;

· Places subjects or others at a greater risk of harm (physical, psychological, economic, or social) than was previously known. This includes breach of confidentiality.

Adverse event (AE): An adverse event is any untoward or unfavorable occurrence in a human subject, including any abnormal sign, symptom, or disease, temporally associated with the subject’s participation in the research.  Adverse events encompass both physical and psychological harms.  Adverse events fall into one of the following categories:

· Related or possibly related to participation in the research, or

· Unrelated events are those that could in no way be attributed to study participation. These need not be reported to the IRB.

1. Date of problem or event:      


2. Date of discovery of the problem or event:      
3. Detailed description of the problem or event:      
4. Treatment required:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A
5. If yes, detailed description of treatment provided, and resolution or planned follow up:      
6. Problem or event has been reported to the sponsor/funding agency:

 FORMCHECKBOX 
 Yes (attach copy)  
 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Not funded
7. Research involves:     

 FORMCHECKBOX 
 Intervention/interaction (physical)  FORMCHECKBOX 
 Intervention/interaction (social/behavior/educational)
8. Problem or event was unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the study documents, such as the protocol and informed consent document; and (b) the characteristics of the subject population being studied.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

9. Problem or event was related or possibly related to participation in the research (possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research).

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

10. Problem or event suggests that the research places subjects or others at a greater risk of harm (physical, psychological, economic, social) than was previously known or recognized.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

11. Problem or event involved an untoward or unfavorable occurrence in a human subject, including any abnormal physical or psychological sign, symptom, or disease, temporally associated with the subject’s participation in the research, whether or not considered related to the subjects participation in the research.

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

12. Severity of the event:   FORMCHECKBOX 
 Mild   FORMCHECKBOX 
 Moderate   FORMCHECKBOX 
 Severe

13. Problem or event necessitates a change in the protocol or consent/assent documents.

 FORMCHECKBOX 
 Yes
attach completed project revision form and related documents
 FORMCHECKBOX 
 No
14. Problem or event requires new information to be provided to existing or former participants.

 FORMCHECKBOX 
 Yes   attach completed project revision form and related documents
 FORMCHECKBOX 
 No

15. Detailed description of mechanisms in place to prevent recurrence of this problem or event:      


PRINCIPAL INVESTIGATOR’S ASSURANCE STATEMENT

I understand Oregon State University’s policies concerning research involving human subjects and I attest:

 FORMCHECKBOX 
 that the information contained in this application is accurate and complete;

 FORMCHECKBOX 
 to the competency of the study team member(s) to conduct the project and their time available for the project; 

 FORMCHECKBOX 
 that facilities, equipment, and personnel are adequate to conduct the research.

Furthermore, I agree to:

 FORMCHECKBOX 
 comply with all IRB policies, decisions, conditions, and requirements;

 FORMCHECKBOX 
 accept responsibility for the scientific and ethical conduct of this research study;

 FORMCHECKBOX 
 obtain prior approval from the IRB before amending or altering the study and/or study documents;

 FORMCHECKBOX 
 report to the IRB in accord with current policy, any adverse event(s) and/or unanticipated problem(s);

 FORMCHECKBOX 
 complete and submit continuing review documentation or a final report prior to the expiration date;

 FORMCHECKBOX 
 notify the IRB immediately of the development of any potential conflict of interest not already disclosed.

	Study Title:  
	     

	Principal Investigator: 
	     

	Date:
	     


Applications will only be accepted if submitted by the Principal Investigator

PI should email completed application and all relevant attachments to IRB@oregonstate.edu
· File names for all attachments should include the last name of the Principal Investigator, document title, and version date.  For example: Smith_Protocol_10272009.doc

· All attachments should include the last name of the Principal Investigator, document title, version date, and page numbers.
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