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Main Line Hospitals Institutional Review Board

UPR Form #004B


Reporting Form for Unanticipated Problems That

ARE NOT

 Serious Adverse Events (SAE) or Unanticipated Adverse Device Effects (UADE)
General Instructions: Use this form to report unanticipated problems involving risks to subjects or others (UPR) which are not SAEs or UADEs to the MLH IRB that have occurred on a clinical study.  Use UPR Form #004A to report UPRs which are SAEs or UADEs. NOTE: An event is reportable only if it is also an unanticipated problem. 
ALL QUESTIONS MUST BE ANSWERED.  INCOMPLETE OR INCORRECT FORMS WILL BE RETURNED.

Study Title:      
MLH IRB File Number: 
Principal Investigator (PI):      
Date study team notified of event:        

Date PI notified of event:         
                                         

Contact Person/Individual Preparing Report:      

Phone #/pager #:       
 Email:      
Event/Subject ID#:      
1. Report Type:    
 FORMCHECKBOX 
 Initial
     FORMCHECKBOX 
 Follow-Up #:        
 FORMCHECKBOX 
 Final 


2. Study Type:   
 FORMCHECKBOX 
 Multi-Center  
 FORMCHECKBOX 
 MLH Only -Sponsored   
 FORMCHECKBOX 
 MLH Only - PI Initiated/Originated  


 FORMCHECKBOX 
 Other, please explain:      

3. The study is: 


 FORMCHECKBOX 
 Open to enrollment;

 FORMCHECKBOX 
 Closed to enrollment with subjects continuing to receive study treatment;

 FORMCHECKBOX 
 Closed to enrollment, only monitoring subjects or performing data analysis;
 FORMCHECKBOX 
 Study ended (report events and follow-ups which occur up to 30-days after study ended)
 FORMCHECKBOX 
 Other, please explain:      
4. The event/problem is:  
 FORMCHECKBOX 
Related

 FORMCHECKBOX 
 Possibly related


5. The causality assessment was determined by (check all that apply): 
  FORMCHECKBOX 
 MLH PI  
 FORMCHECKBOX 
 Sponsor 

 FORMCHECKBOX 
 Other, please explain:      
6. Briefly describe event/problem, include date of occurrence and rationale for considering the event to be a UPR,
and why it places subjects or others at a greater risk of harm than was previously known. 
     

7. Describe how this event/problem will affect the conduct of your study.  

     

8. Investigator is reporting event to (check all that apply): 
 FORMCHECKBOX 
Sponsor 
  FORMCHECKBOX 
 FDA/Regulatory Agency 
 FORMCHECKBOX 
 Other, please explain:      
Signature of Contact Person/Individual
Date:      
Preparing Report
Principal Investigator (PI) Certification:  I certify that I have reviewed this adverse event report and the information provided is accurate to the best of my knowledge
Signature of PI

Date:      
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