CIP #: 
IRB
PI:

Local Unanticipated Problems Involving Risk to Subjects or Others (UPIRTSO) 
Human Subjects Research 
Naval Medical Center Portsmouth, VA

Contact Clinical Investigation Department at (757) 953-5939
INSTRUCTIONS 
All local events which are unanticipated problems involving risk to subjects or others (UPIRTSO) require notice to CID by telephone or email within one business day of discovery. UPIRTSOs must be reported to the Commanding Officer and DON HRPP.
UPIRTSOs involve risks to subjects or others and may warrant consideration of substantive changes in the research protocol or informed consent process/document or other corrective actions in order to protect the safety, welfare, or rights of subjects.
To qualify as an UPIRTSO, a problem must meet three criteria: It must be unexpected, it must be related or possibly related, and it must place subjects or others at risk of harm. 
The determination that an unanticipated problem is serious enough to be reported to higher levels and on a more urgent basis may not always be obvious. Investigators are asked to take the conservative approach and report events to CID. 
An UPIRTSO must be reported by the investigator to CID within one business day of identification. 
If a problem is determined to be an UPIRTSO the investigator must submit a signed copy of this form and any other related documents to CID within five business days of the initial notification.  

UPIRTSO s will be reported to the Commanding Officer, to DON HRPP, and will be presented to the Full IRB at the next available meeting. 
For local Unanticipated Problems that are obviously not UPIRTSOs, do not use this form. They should be reported to the IRB in summary format at time of continuing review. 
Use the Protocol Deviation/Violation Form.
Local Unanticipated Problems Involving Risk to Subjects or Others (UPIRTSO) 
Human Subjects Research 
Naval Medical Center Portsmouth, VA
Contact Clinical Investigation Department at (757) 953-5939
CID UPIRTSO #:

	STUDY TITLE

	


	PRINCPAL INVESTIGATOR
	

	Name (Rank Name Degree):  
	PRD (MM/YY):    00/00

	Command:  
	Department:
	CITI (MM/DD/YY):  00/00/00

	Phone/Pager:  
	CV (MM/DD/YY):  00/00/00

	Email:  
	RIT (MM/DD/YY):  00/00/00

	 FORMCHECKBOX 
 AD
 FORMCHECKBOX 
Staff
  FORMCHECKBOX 
Intern
 FORMCHECKBOX 
Resident
 FORMCHECKBOX 
 Other:  

 FORMCHECKBOX 
 CIV



	Type of Report
	 FORMCHECKBOX 
  Initial Report
 FORMCHECKBOX 
  Follow-up Report
	Subject Identifier


No personal identifiers
	

	Date of Event
	
	Date PI was notified
	


	SUBJECT STATUS

	Age of Subjects: 

Children: 0-17; Adults: 18-89, 90+
	

	Records/Specimen Collection
	Total Records IRB Approved
	

	
	Total Records Collected
	

	
	Record collection:
 FORMCHECKBOX 
 Ongoing

 FORMCHECKBOX 
 Completed

	OR

	Active Subject Participation
	Total Subjects IRB Approved
	

	
	Total Subjects Enrolled
	

	
	Total Subjects Currently Active
	

	
	Enrollment is:

 FORMCHECKBOX 
 Open

 FORMCHECKBOX 
  Closed

	Protocol is approved under: 
 FORMCHECKBOX 
  Exempt review [EM1-7]



 FORMCHECKBOX 
  Expedited review [EP1-7; 8/9]



 FORMCHECKBOX 
  Full Board review
	 FORMCHECKBOX 
  Minimal Risk

 FORMCHECKBOX 
  Greater than Minimal Risk


	DESCRIBE THE EVENT / PROBLEM:

	


Federal and DOD regulations [45CFR46.103(b)(5) and 21CFR56.108(b)(1);  DODINST 3216.02] require the IRB to ensure that investigators promptly report “any unanticipated problems involving risk to subjects or others” (UPIRTSO). A UPIRTSO is a serious unanticipated problem and is defined by meeting all three of the following criteria:
	IN THE OPINION OF THE PRINCIPAL INVESTIGATOR, WAS THE EVENT / PROBLEM:

	Serious: 



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
Serious Unanticipated Problems involve risks to subjects or others or may affect the safety, welfare, or rights of subjects. They are generally not medical in nature. 

	Unanticipated / Unexpected: 
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
An unanticipated problem is problem that was not foreseen or expected at the time of the occurrence.  For example, an event or information that is not consistent given the nature or research protocol/procedures and subject population or the risks as described in the research protocol.

	Related 



 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

A related event/problem is an event/problem that is more likely than not to have been related to the research (don’t limit relationship to only procedures, drug, or device.)


	Describe the treatment or intervention provided in response to the event and the resolution (this may include interventions to prevent future occurrence):



	Are you required to report this to a Data Safety Monitoring Committee/Board or a Data Safety Monitor?

· If yes, attach a copy of the report submitted.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No

	Has the sponsor been notified of the event/problem? 
· If yes, please attach a copy of the sponsor's response if available.
· If no, please explain:

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not sponsored

	In your opinion, are changes to the protocol or informed consent document warranted as a result of this event/problem?
· If yes, attach a revised protocol/consent form. Highlight all changes in yellow. Include a cover letter which summarizes the modifications and explains your rationale for changes.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No


	ELECTRONIC SUBMISSION CHECKLIST

	Notice to CID by telephone or email within one business day of discovery.

	Submission of signed form, a report from the Research Monitor, and any other related documents to CID within five business days of initial notification.  

	Please confirm that all relevant documents are attached to your submission.  

Missing documents will cause your submission to be returned for revisions.
	Yes
	N/A

	WORD Version of UPIRTSO Form 
	
	

	PDF of Signature Page
	
	

	Documentation of Event / Supporting Descriptive Materials
	
	

	Cover Letter / Summary of Reporting Activity
	
	

	Report from Research Monitor
	
	

	Sponsor Input (as appropriate)
	
	

	Other:  
	
	


Signature Page
Principal Investigator
	Printed Name of PI or AI
	Signature 
	Date


	IRB Action:

	 FORMCHECKBOX 
  Full Board Review
 FORMCHECKBOX 
  Expedited Review

	Date Reviewed:
	Review Cycle:
	Risk Level:

 FORMCHECKBOX 
  Minimal Risk

 FORMCHECKBOX 
  Greater than Minimal Risk

	 FORMCHECKBOX 
  Acknowledged
 FORMCHECKBOX 
  No further action required
 FORMCHECKBOX 
  Further action required

	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No     Event was judged to be a Serious Unanticipated Problem

	 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No     Notification of this event was given to the Commanding Officer and DON HRPP

	Printed Name of IRB Chair/Vice Chair
	Signature 
	Date


	Commanding Officer, NMCP

	Approval given in the minutes of the IRB  __  -  ________________  meeting on  ______________.




 Meeting Date
CO/XO Signature Date


Local UPIRTSO Report
Version 15 February 2016
Page 2

