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	PROBLEM REPORT

Physical Event (SAE) 

Form 4.35B
ver. 060109


	Date rec’d IRC
	Date Ack’d 
	By
	Log #

	
	
	
	


This form should be used to report unanticipated serious adverse events that are reasonably related to participation as a subject on this study.  
	Analysis

	Anticipated?
	Related?
	Serious?

	 FORMCHECKBOX 
 Anticipated
	 FORMCHECKBOX 
  Not, 

 FORMCHECKBOX 
  Probably not
 FORMCHECKBOX 
  Not likely
	 FORMCHECKBOX 
  Not serious, Minimally serious, trivial

	If ANY check is in the gray area, stop here.  Keep your site records.  At continuing review time it is likely to be easier to recollect if you have a log of all events.

	If NO check is in the gray area, complete this form.  IF there is an FDA regulated test article, use FDA required reporting times.   (Exception: HDE rule 814.126 require all MDRs submitted to FDA to also be submitted to the IRB of record.)

	 FORMCHECKBOX 
 Unanticipated at least in this manner, form, magnitude, frequency or severity
	 FORMCHECKBOX 
  Possibly, Probably. More likely than not 

 FORMCHECKBOX 
  Definitely
	 FORMCHECKBOX 
  Somewhat or Very serious

 FORMCHECKBOX 
  Death

 FORMCHECKBOX 
  Hospitalization or extension of

 FORMCHECKBOX 
  Life threatening

 FORMCHECKBOX 
  Persistent or significant disability/incapacity

 FORMCHECKBOX 
  Congenital anomaly/birth defect

 FORMCHECKBOX 
  Required immediate non-trivial intervention to prevent permanent impairment or damage

 FORMCHECKBOX 
  Could have been serious if undetected or untreated.


	Study Identification

	Title
	     

	Funder
	     

	Study Number
	IRC App #      
	Protocol ID      

	B.1.  People

	
	Name
	Phone and/or e-mail for person

	1 Person Reporting
	     
	     

	2 IRC Investigator
	     
	     

	3 Sponsor representative
	     
	     

	4 Other
	     
	     


	Report Information

	Report
	Sponsor report #       
	PI Report #       

	Test Article
	 FORMCHECKBOX 
  Drug     

 FORMCHECKBOX 
  Device

 FORMCHECKBOX 
  Other
	Name       

	Type of Report
	 FORMCHECKBOX 
  Initial Report     

 FORMCHECKBOX 
  Follow-up Report
	 FORMCHECKBOX 
  Adverse Event (local)
 FORMCHECKBOX 
  Safety Report (not IRC site)

 FORMCHECKBOX 
  Other 
	Check on

 FORMCHECKBOX 
  Physical event
 FORMCHECKBOX 
  Non-physical (use 4.35A)

	Type of Harm
	 FORMCHECKBOX 
  Physical
 FORMCHECKBOX 
  Legal
 FORMCHECKBOX 
  Financial
 FORMCHECKBOX 
  Financial


 FORMCHECKBOX 
  Social (form 4.35A)
 FORMCHECKBOX 
  Privacy
 FORMCHECKBOX 
  Confidentiality
 FORMCHECKBOX 
  Emotional

 FORMCHECKBOX 
  Other:      

	Subject
	Initials

     
	Number

     
	Gender

     
	Age

     
	Indication

     

	Dates
	Event

     
	Resolved

     
	PI learned of it

     
	PI to Sponsor

     
	PI to FDA

     
	PI to IRC

     

	Attach-ments
	 FORMCHECKBOX 
  Your report to sponsor
 FORMCHECKBOX 
  Autopsy or medical report 

 FORMCHECKBOX 
  MedWatch report
 FORMCHECKBOX 
  Safety Report
	Other:       


	C.1.   Report 

	A
	3 to 7 key words describing event
	     

	B
	Describe the event in your own approximately 50-75 words
	     

	C
	Has an event of this sort been experienced by your site or elsewhere?
	No  FORMCHECKBOX 
   Yes   FORMCHECKBOX 
: explain      

	D
	What language in the consent form, information sheet or script addresses this problem?
	     

	E
	What was the financial impact on the participant?  How were the costs covered?
	     


	A. Future Action

	A
	Should the consent form be modified or should a consent addendum be issued?
	     

	B
	What steps are being taken to assure that this does not happen again?
	     


	Signatures

	
	Preparer
	Investigator (must sign)

	Signature
	
	

	Printed legibly
	     
	     

	Date
	     
	     


