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	Dates of UP
	Location
	
	Report Type
	Description of UP
	Modification to Study Documents?
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	(b)


	(c)


	(d)
	(e)


	(f)
	(g)


	(h)


	(i)


	(j)


	(k)


	(l)
	(m)


	(n)



	Experience

#
	Date of UP
	Date notified of UP
	
	Participant Identifier
	
	Brief Description of UP
	Agent  involved, if applicable
	1  Not Rel

2 Poss Rel

3 Related
	# of similar experiences
	Total # of Subjects enrolled
	
	If no change required, please explain:
	CF Changed

Yes or No

(If Yes, submit PRAF)
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	PVAMC
	Other
	
	Initial
	F/up#
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	Yes
	No
	
	



	Unanticipated Problems Report Form
Report (a) unanticipated deaths, life-threatening SAEs; (b) any unfavorable event (physical, psychological, social, or economic) that results in risk of an AE; (c) any research-related problems involving risks to subjects and risks to others not anticipated in terms of nature, severity, or frequency (e.g., physical, psychological, social, economic); (d) loss of VA-sensitive information, potential loss of privacy);  (e) allegations and findings of non-compliance; (f) changes in approved research implemented to eliminate immediate hazards to subjects;  (g) all protocol deviations;  (h) all unanticipated device or drug effects, anything reportable to the FDA; (i) unanticipated problems that are not a result of research procedures, e.g, a new publication indicates a change in risk and/or benefit related to the research, change in FDA labeling, breach of confidentiality; FDA withdrawal of approval.   For more specific direction, see IRB SOP: http://www.visn20.med.va.gov/portland/research/pdf-documents/irb/irb-sop.pdf (Find “unanticipated problem”).

	Report Date:
	     
	Experience  #’s submitted in this report:      

	IRB ID #:
	     
	
	

	Title of Study:
	     
	
	

	Principal Investigator:
	     
	
	

	Study Contact:
	     
	     
	     

	
	Name


	Mail code


	Phone Number



	# Enrolled at PVAMC:       
	# Still in treatment at PVAMC:       
	# of Subjects Enrolled Total:       

	Study Status
	 FORMCHECKBOX 
 Not Yet Started                      FORMCHECKBOX 
 Active                        FORMCHECKBOX 
 Closed to enrollment                         FORMCHECKBOX 
 Terminated


REPORT TABLE (column letters correspond to instructions on the last page of this report.)  To add an experience, place the cursor in the cell and start typing; the cell will expand to accommodate your information.  To add a new row, place the cursor is in the last cell of the last row and press the Tab key.
	
	Dates of UP
	UP Type
	Report Category
	ID
	Report Type
	Outside Reports
	Description of UP
	Modification to Study Documents?
	Basis for UP Determination

	(a)


	(b)


	(c)


	(d)
	(e)


	(f)
	(g)
	(h)
	(i)

	(j)


	(k)


	(l)
	(m)
	(n)

	UP #
	Date 
of UP
	Date notified of UP
	Indicate 1-4 (key at bottom of page)
	Indicate 1-4 (key at bottom)
	Subject ID
	Indicate Initial or Follow-up (if F/U, state #)
	Identify 1-8 (key at bottom)


	Brief Description of UP
	Related?

1-5

(see key)
	Agent  involved, if applicable
	# of same UPs
	If no change required, explain.  If Changes made, submit PRAF with this report.
	Explain why event fits into reportable category, state “see attached” if needed.


	1. 
	
	
	
	
	
	
	
	
	
	
	
	
	


Principal Investigator’s Signature______________________________________________________ 
Date________________

Submit report and accompanying documents to Mail code P3R&D (Building 101, Room 502).  Questions: 503-273-5122

Complete the Report table as follows with regard to the column letters:
a) This column indicates the number of the unanticipated problem (UP) being reported.  The rows should be numbered consecutively.
b) Indicate the date that the UP occurred.

c) Indicate the date that the research team became aware of the UP.

d) Indicate the type of UP by number, according to the following:
      1. On-protocol UP (PVAMC subjects)   2. On-protocol UP (non-PVAMC subjects)  3. Off-protocol UP (using same drug or agent)  4. Other UP

e) Indicate the Report Category, according to the following:

1. Unanticipated Serious Adverse Event (SAE) – On-protocol SAEs that are unanticipated and related or possibly related to the research 

2. Anticipated SAEs or AEs – On-protocol SAEs or AEs that are anticipated and related or possibly related, but are occurring at a significantly higher frequency or severity than expected.
3. Unanticipated SAEs or AEs – On or Off-protocol Unanticipated SAEs or AEs that are related or possibly related, regardless of severity, that may alter the risks for subjects and, as a result, warrant changes to the protocol and/or consent process
4. Other Unanticipated Problems – On or Off-protocol other events that are unanticipated that may place subjects or others at a greater risk of harm or discomfort than was previously known or recognized. The harm to the subject need not have occurred. Unanticipated problems such as non-compliance and protocol deviations are also included in this category.  
f) Indicate a participant identifier.
g) Indicate whether this UP report is an initial report or a follow-up report to a previously reported UP; if the latter, please indicate the row # of the initial report.

h) Identify if this event has already been reported to any of the following, according to the corresponding number:
	1. Sponsor
	2.  Food and Drug Administration
	3. VA Office of Research Oversight
	4. Office of Human Subject Protections

	In the cases of loss of data security or privacy:

	5.  PVAMC Privacy Officer
	6. PVAMC Information Security Officer
	7. VHA Privacy Officer
	8. VHA Information Security Officer


i)
Provide a brief description of the UP.

j)
Indicate the relatedness of the event to the agent or research procedures, according to the following:

1. Not Related   2. Probably Not Related    3. Possibly Related      4. Probably Related    5. Definitely Related

k)
Indicate the agent involved (such as a drug name, device, placebo, etc).  If not applicable, state “N/A..”
l)
Indicate the number of similar UPs that have occurred.

m) 
If no changes were made as a result of the UP, explain why not.  If changes were made, submit the revised documents and a “PR/AF” with this report.

n)  Explain why the event fits into the reportable category indicated in column (3).  For example, if the event is a category “2” and shows an increase in frequency or severity, state how the change in frequency or severity diverges from the expected.  State “see attached” if needed.
(d)  1= On-protocol UP (PVAMC subjects), 2=On-protocol UP (non-PVAMC subjects), 3= Off-protocol UP (using same drug or agent), 4=Other UP
(e) 1=Unanticipated SAE, 2=Anticipated SAEs or AE’s w/higher risk or severity, 3=Unanticipated SAEs or AEs that alter risks which warrant a change, 4= Other UP 

(h) 1=sponsor, 2=FDA, 3=VA ORO, 4=OHRP, 5=PVAMC Privacy Officer, 6=PVAMC ISO, 7=VHA Privacy Officer, 8=VHA ISO

(j) 1=Not Related, 2=Probably Not Related, 3=Possibly Related, 4=Probably Related, 5=Definitely Related
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