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Non-Clinical

UNANTICIPATED PROBLEMS

St John Hospital and Medical Center (SJHMC)
INSTITUTIONAL REVIEW BOARD (IRB)

INSTRUCTIONS

	DIRECTIONS: Complete all questions and attach any reports or revised documents. Investigators may contact IRB staff with any questions.   The responsible Principal Investigator must sign this form. 


Unanticipated problems are problems that arise during the conduct of the research that may involve risks to subjects or others that are: 1) Unexpected (in terms of nature, severity or frequency) given a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and b) the characteristics of the subject population being studied; and 2) suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, social, legal, or economic) than was previously known or recognized. See Policy “Continuing Review – Ongoing,” Section 1.3, “Reporting Requirements for Unanticipated Problems Involving Risks to Subjects or Others”, IRB SOP Manual.
Please note clinical unanticipated problems should be reported using Clinical Unanticipated Problems form.
Reporting Time Frame: Investigators must promptly report all unanticipated problems that may involve risk to subjects or others to the SJHMC IRB.

1. For urgent unanticipated problems (problems that pose immediate harm to subjects or others), the investigators may implement a change in protocol prior to IRB approval to eliminate a hazard to subjects or others.  Investigators should contact the IRB for guidance when needed. 
2. If the unanticipated problem resulted in a subject death, was potentially life threatening or risked serious harm to the subject, the investigator should report the problem to the SJHMC IRB within 24 hours of knowledge of the event or sooner as appropriate.

3. Written Report.  

a. For adverse events that may constitute an unanticipated problem, the investigator should complete and submit the Clinical Unanticipated Problem form with any pertinent attachments (e.g., study sponsor report, communications, etc) within 72 hours to the IRB. 

b. For all other unanticipated problems, the Non-Clinical Unanticipated Problem form with any pertinent attachments (e.g., study sponsor report, communications, etc) should be completed and submitted by the investigator within 72 hours to the IRB.  

c. Investigators should not delay reporting for lack of complete information; follow-up information may be submitted. 
4. If an unanticipated problem occurs involving a project under the Reliance Agreement with Providence Hospital, the responsible principal investigator should report within the required time frame to both the chair of the SJHMC IRB and the chair of the Providence Hospital IRB.

IRB Contact Information

IRB Consultant:  Suzanne Leialoha, CIP, CIM
Email:  suzanneC.leialoha@stjohn.org
IRB Coordinator:  Elizabeth Mill


Email:  Elizabeth.mill@stjohn.org
Address:  SJHMC Medical Education/IRB, 19251 Mack Avenue, Suite 340, Grosse Pointe Woods, MI 48236
Phone: (313) 343-8314 / (313) 343-3863
Fax: (313) 343-7840

Office Hours: Mon–Fri (7AM– 4PM) 
	IRB#:      
	Project Expiration Date:     
	Today’s Date:     

	Title:      

	Responsible Investigator:      
	Email:      

	Address:      
	Phone:      


1. When did the unanticipated problem occur?      

 FORMTEXT 
     
2. Describe the unanticipated problem.

	     


3. Please explain how the event may be unexpected (in terms of nature, severity or frequency) given the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and the characteristics of the subject population being studied.

	     


4. Please explain how the event may be related or possibly related to participation in the research. Possibly related means there is a reasonable probability that the incident, experience, or outcome may have been caused by the procedures involved in the research

	     


5. Please explain how the event may suggest that the research places subjects or others at a greater risk of harm (including physical, psychological, social, legal, or economic) than was previously known or recognized.
	     


6.  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
Does this unanticipated problem require a change in the consent form? If yes, submit for review.

7.  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
Will currently enrolled subjects be provided an informational letter or be asked to sign a new consent form? If yes, submit for review.

8.  FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
Does the information in these documents require that the research be suspended or closed?

9. Describe any action or changes the investigators are making in response to this unanticipated problem.

	     

	As the responsible investigator, my signature below indicates that I have reviewed the unanticipated problem and assure that the information provided is complete and accurate.  



	SIGN HERE: 
	     
	DATE: 
	     

	Note: This application will not be processed without the signature of the Responsible Principal Investigator. 
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