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	REPORT 

Serious Adverse Event 

Form 52

Vers 4/27/11 



DESCRIPTION:   An adverse event is a physical problem.  This form is to be used to report a Serious AND Unanticipated physical problem that occurred at your site.  

For non-physical adverse events (e.g. loss of privacy, police interference, exposure to pathogens) use Form 51.
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

	A.  Event Evaluation

	If you check 1 or 2 boxes in Row A, stop here.   Keep a record and list on the continuing review or final report.

If you check 0 boxes in Row A, complete this form and submit to E&I immediately.

IF there is an FDA regulated test article, use FDA required reporting times.   

(HDE rules 814.126 require all MDRs submitted to FDA to also be submitted to the IRB of record.  This includes any deaths and serious injuries that a device has or may have caused or contributed to.)

	
	Anticipated?
	Related?
	Serious?

	Row A
	 FORMCHECKBOX 
 Anticipated
	 FORMCHECKBOX 
  Not    FORMCHECKBOX 
  Probably not
 FORMCHECKBOX 
  Not likely
	 FORMCHECKBOX 
  Not serious, Minimally serious, trivial

	Row

B 


	 FORMCHECKBOX 

Unanticipated at least in this manner, form, magnitude, frequency or severity
	 FORMCHECKBOX 
  Possibly, Probably. More likely than not 
 FORMCHECKBOX 
  Definitely
	 FORMCHECKBOX 
  Any physical event that is somewhat or very serious in the eyes of the investigator or lead staff
 FORMCHECKBOX 
  Death
 FORMCHECKBOX 
  Hospitalization or extension of hospitalization
 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


	B.
Investigator & Study

	Title
	     

	Funder
	     

	Study Number
	E&I App #      
	Protocol ID      

	B.1.
 People


	
	Name
	Phone and/or e-mail for person

	1 Person Reporting
	     
	     

	2 E&I Investigator
	     
	     

	3 Agency representative
	     
	     

	4 Other
	     
	     


	C.  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 from an E&I site)  

 FORMCHECKBOX 
  Other 

	Type of Harm
	 FORMCHECKBOX 
  Physical

 FORMCHECKBOX 
       

	Subject
	Initials


	Number


	Gender


	Age


	Indication

     

	Dates
	Event


	Resolved


	PI learned of it


	PI to Sponsor


	PI to FDA


	PI to E&I



	Reporting
	To whom has this event been reported?       FORMCHECKBOX 
  FDA     FORMCHECKBOX 
  Sponsor    FORMCHECKBOX 
  CRO  

	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?
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes: 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?
	     


	D.  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?
	     

	C
	Has this event been reported elsewhere?  
	     


	E.  Signature

	Assertions:

  This   FORMCHECKBOX 
 was   FORMCHECKBOX 
 was not an Adverse Event

  This   FORMCHECKBOX 
 was   FORMCHECKBOX 
 was not “Serious”.

  This   FORMCHECKBOX 
 was   FORMCHECKBOX 
 was not “Anticipated”  (Ex have you heard of it before?).

  This   FORMCHECKBOX 
 was   FORMCHECKBOX 
 was not indicative of a future risk to subjects or others

  This   FORMCHECKBOX 
 was   FORMCHECKBOX 
 was not an Unanticipated Problem involving Risk to Subjects or Others

	Signature
	Principal Investigator
	Person who prepared the form

	Signature
	
	

	Printed name
	     
	     

	Title
	     
	     

	Date
	     
	     


	F.  IRB (reviewer or full board) Determination  (OFFICE USE ONLY)

	A.  Evaluation:  This event was

 FORMCHECKBOX 
  This event was not a Problem (no sequelae, no cost, no fear)

 FORMCHECKBOX 
  This event does not indicate any increase in risk to this subject  

 FORMCHECKBOX 
  This event does not indicate any increase in risk to Others

If 1 box is checked, chair can handle and return to reporter

If 0 boxes checked, it must go to full board
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West Coast Board



E&I West Coast Board



100 Tamal Plaza, Suite 158



Corte Madera, CA 94925



Phone (415) 485-0717



Fax (415) 485-0328



E&I Midwest Board



14400 East 42nd Street, Suite 240



Independence, MO 64055



Phone (816) 421-0008



Fax (816) 356-2227
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