Complication/Adverse Event

Subject ID:____________________	  	                                                             Report Date:_____/_____/_____   
Interval:   2 weeks   6 weeks   3months   6 months   9months    1 year   


Date of event: _____/_____/_____   

   Osteomyelitis		     Urinary tract infection		   Pneumonia			
     Renal insufficiency		    Cardiac ischemia			     Myocardial infarction
     Deep venous thrombosis	    Reoperation				    Re-hospitalization (___/___/___)
     Infection 								
 Superficial (cellulitis treated with oral antibiotics)
 Deep (requires IV antibiotics or surgical debridement)

     Other:  ________________________________________________________________

Please list any details of event: ___________________________________________________
____________________________________________________________________________
____________________________________________________________________________

Event related to treatment?

	 Related 	 Probably Related 	Possibly Related 	 Not Related

Classification of AE:
	 Expected
	 Unexpected
	Serious (check below)
		Requires/prolongs inpatient hospitalization 
		 Immediately life-threatening	
		Permanently disabled 
		 Fatal
	
	Outcome: 
	 Resolved ….date resolved _____/_____/_____
	 Resolved with impairment….date resolved _____/_____/_____
		Degree of impairment:  Mild    Moderate  Severe
	 Ongoing

Mullis Transfusion Study		    Version 02/10/14

