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	Report of Serious Adverse Event –

Local Protocol Deviation/Violation
Florida Hospital Tampa Bay Division IRB 


1. Contact Information:
	Today's Date:
     

	Date of Initial Review:           

	Date of Last Review:       


	Protocol Title:
	     

	Principal Investigator:
	     

	Primary Contact:
	     
	E-mail:
	     

	Telephone:
	     
	Fax:
	     


2. Reporting Information:
	Type of Submission:
	 FORMCHECKBOX 
 Serious Adverse Event
 - Local
	 FORMCHECKBOX 
 Protocol Violation


	Event Dates: 
	Date of Event:        
	Date Event Known to Site:        

	Reporting Timeline 
	If  the event is not reported in accordance with the IRB reporting requirementA, please provide an explanation of the reason:        


3. Current Status of Project (check only one):
	 FORMCHECKBOX 
 Currently in Progress. 
	Enrolled:
	     

	 FORMCHECKBOX 
 Closed to participant enrollment 

	On therapy/intervention:

Long-term follow-up only:
	      
      


4. Report Type:
	 FORMCHECKBOX 
 Initial Report

	 FORMCHECKBOX 
 Follow-up Report
	Follow-up Report #:       

	Subject #:      
	Age:      
	Sex:      


5. Type of SAE:
	 FORMCHECKBOX 
 SAE - Hospitalized
	 FORMCHECKBOX 
 SAE - Persistent Disability
	 FORMCHECKBOX 
 SAE - Prolonged Hospitalization

	 FORMCHECKBOX 
 SAE - Death
	 FORMCHECKBOX 
 SAE “Other”      
	


6. Type of Deviation/Violation:
	 FORMCHECKBOX 
 Protocol Violation
	 FORMCHECKBOX 
 Protocol Deviation

	Please identify the type of deviation/violation:

	 FORMCHECKBOX 
 Enrollment process (I/E , recruitment)
	 FORMCHECKBOX 
 Consent process
	 FORMCHECKBOX 
 Drug / Device administration

	 FORMCHECKBOX 
 Complaint from research subject
	 FORMCHECKBOX 
 Audit finding / Monitor report
	

	 FORMCHECKBOX 
 Other:      


7. Event Description: 

	Anticipated/Unanticipated Event
	 FORMCHECKBOX 
  Anticipated
	 FORMCHECKBOX 
  Unanticipated

Please provide explanation:      

	Summarize Event 

* Include event dates  
	     


8. Relationship to Study Drug:
	 FORMCHECKBOX 
 Not Related
	 FORMCHECKBOX 
 Related
	 FORMCHECKBOX 
 Possible

	 FORMCHECKBOX 
 Probable
	 FORMCHECKBOX 
 Highly Probable
	 FORMCHECKBOX 
 Undetermined

	 FORMCHECKBOX 
 N/A 
     


9. Relationship to Study Device:
	 FORMCHECKBOX 
 Not Related
	 FORMCHECKBOX 
 Possible
	 FORMCHECKBOX 
 Probable

	 FORMCHECKBOX 
 Related
	 FORMCHECKBOX 
 Undetermined
	 FORMCHECKBOX 
 N/A

     


10. Action Taken (select all that apply):
	 FORMCHECKBOX 
 No Action Taken
	 FORMCHECKBOX 
 Patient Continues on Study

	 FORMCHECKBOX 
 Observation
	 FORMCHECKBOX 
 Patient Discontinued from Study

	 FORMCHECKBOX 
 Dose Adjustment
	 FORMCHECKBOX 
 Patient Died

	 FORMCHECKBOX 
 Off Treatment & on Follow-up
	

	 FORMCHECKBOX 
 Other Treatment (please describe):      








� Reporting requirements for Serious & Unexpected AEs that occur at Florida Hospital Tampa Bay Division must be reported within 10 working days after the event is known to the investigator, or within 48 hours if the event involves a death.


Definitions: �
�
An Adverse Event (AE) is any unfavorable or unintended effect on a research participant whether or not the event is deemed study-related. AEs include new or increased symptoms, diagnoses, lab results or changes to a pre-existing condition. AEs are monitored throughout the duration of a study and for a specified period after the completion of study procedures.�
�
A Serious Adverse Event (SAE) includes death, life threatening events, hospitalization or prolongation of hospitalization, disability or incapacitation, overdose, congenital anomalies and any other serious events that may jeopardize the health or well-being of the subject or require medical or surgical intervention to prevent one of the outcomes listed in this definition. �
�
An Unexpected Adverse Events are occurrences that were not anticipated as risks in the IRB-approved protocol and consent form, or events that occur at a greater frequency or intensity than anticipated. �
�



� Reporting requirements for Protocol Deviation / Violation that occur at Florida Hospital Tampa Bay Division must be reported within 10 days of the principal investigator becoming aware of the deviation or violation. If not reportable, do not send to the IRB.


Deviation / Violation  that affect: �
�
Rights / welfare of subject(s) – includes errors related to informed consent form and/or process �
�
Safety of subject(s) – subject was harmed or could have possibly been harmed.�
�
Integrity of research data as defined by protocol and /or sponsor�
�
Subject’s willingness to continue study participation.�
�
Non-compliance with IRB approval of study and/ or informed consent.�
�
Non-adherence to the protocol in the absence of a waiver or exception from the sponsor.�
�
Deviation / violation occurred to prevent apparent, immediate hazard to the subject.�
�






Principal Investigator Signature: 






   Date: __________________


IRB Chair/Co-Chair Signature: ___________________________________________    Date: _______    ________

IRB SAE Form - Local , Rev 02-08-13.doc




