(From UCR HRRB Standard Operating Procedures)

7.9
Unanticipated Problems and Adverse Events
Federal regulations require procedures for the prompt reporting to the IRB (within ten (10) working days) of unanticipated problems involving risks to participants or others (referred to as “unanticipated problems” in this policy). Unanticipated problems involving risks to participants or others are defined as problems that 

1) are not expected given the nature of the research procedures and the participant population being studied; and 

2) suggest that the research places participants or others at a greater risk of harm or discomfort related to the research than was previously known or recognized.

Not all unanticipated problems involving risks to participants or others involve direct harm to participants. Events can occur which are unexpected and result in new circumstances that increase the risk of harm to participants without directly harming them. In addition, the event may have presented unanticipated risks to others (e.g., the sexual partners of the participants, individuals the participant may come in contact with, family members, research personnel, etc.) in addition to the participants. In each case, while the event may not have caused any detectable harm or adverse effect to participants or others, it nevertheless represents a reportable problem as defined below and should be promptly reported. 

If the situation which you experienced matches these definitions, please complete, sign, and date this form and send it to:
UCR Human Research Review Board (HRRB) 

Office of Research Integrity

200 University Office Building
UCR HRRB Staff:

Mr. William Schmechel, Director

william.schmechel@ucr.edu
(951) 827-4810

Ms. Monica Wicker, Senior Analyst

monica.wicker@ucr.edu
(951) 827-4811

Ms. Joanne Chen, Analyst

joanne.chen@ucr.edu
(951) 827-6332
UNANTICIPATED PROBLEMS REPORT

*Please note that boxes will expand to fit contents.
	Investigator:       
	Title:       

	Phone:  (
	Department:       

	Email:         
	Dept Chair:         

	Alternate email:         
(If Applicable)
	Faculty Advisor:         
(If Applicable)


1.  Title(s) of affected project and protocol number(s):

	     


2. Funding Source:  

	     


3. Incident Date:      
4.  Please check all that apply to this event:

 FORMCHECKBOX 
 There was a complaint from a participant that indicates an unanticipated risk.

 FORMCHECKBOX 
 There was a complaint from a participant that cannot be resolved by the research staff.
 FORMCHECKBOX 
 There was a breach of confidentiality of research data.
 FORMCHECKBOX 
 There was a breach of privacy, confidentiality, data security, loss of study data, or destruction of study data due to noncompliance.
 FORMCHECKBOX 
 This event requires prompt reporting according to the sponsor of this study.

 FORMCHECKBOX 
 This event is a result of a deviation from the protocol (protocol violation) that is related to participant safety or findings that indicate a new risk of harm.
 FORMCHECKBOX 
 There is recent publication in the literature, safety monitoring report, interim result, or other finding that indicates an unexpected change to the risks or potential benefits of the research.
5.  Please describe the events that occurred to the best of your knowledge, including time and place.

	     


6.  Was any harm experienced by the participant(s) unexpected? Please explain.
 FORMCHECKBOX 
 Yes





 FORMCHECKBOX 
 No

	     


7.  Do you believe that this event was related to the research activity? Why or why not?
	     


8.  Could this event also increase the risk to participants and/or others? Please explain.

 FORMCHECKBOX 
 Yes





 FORMCHECKBOX 
 No

	     


9.  Was any change to the protocol made without prior IRB review in order to eliminate apparent immediate hazard to a research participant? Please explain.
 FORMCHECKBOX 
 Yes





 FORMCHECKBOX 
 No

	     


10.  What revisions, if any, will be made to your protocol(s) as a result of this event? (Please note that revisions must be submitted as an amendment.)
	     


11. What revisions, if any, will be made to your consent and/or debriefing form(s) as a result of this event?
	     


12.  Will, or have, legal authorities need to be notified of this unanticipated event?  Please explain.
 FORMCHECKBOX 
 Yes





 FORMCHECKBOX 
 No

	     


	I certify that my responses above are true to the best of my knowledge.

	     ______________________________________
	     ________________

	Printed Name
	Date

	_____________________________________________________________

	Signature


	FOR HRRB COMMITTEE MEMBERS ONLY

	Determination of an unanticipated problem involving risks to participants or others:
YES   NO

   FORMCHECKBOX 
     FORMCHECKBOX 
   The problem is not expected given the nature of the research procedures and the participant population being studies. 

   FORMCHECKBOX 
     FORMCHECKBOX 
   The problem suggests that the research places participants or others at a great risk of harm or discomfort related to the research than was previously known or recognized. 

	If any of the above are checked “YES,” the event may be considered an unanticipated problem, and the following question must be answered:

Does this unanticipated protocol involve greater than minimal risks to participants or others?

 FORMCHECKBOX 
 No. IRB chair or designee may review, and the following indicates their determination:

 FORMCHECKBOX 
 The PI has taken all appropriate measures to inform the necessary parties and to protect current and future participants from harm.

 FORMCHECKBOX 
 The PI needs to take the following actions:

     


	 FORMCHECKBOX 
 Yes. Send for review by convened HRRB.

	___________________________________________________________
	_____________________

	Signature of Chair or Designee
	Date
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