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Purpose:  To describe the process of adverse event reporting and follow-up of adverse events for 
all of the care team involved in the SCIMITAR study. 
 

 

Serious Adverse Event Reporting Standard Operating Procedure 
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York Trials Unit is responsible for: 

7a. Promptly notifying any investigators, RECs and Competent Authorities (CAs) (e.g. 

Medicines and Healthcare Products Regulatory Agency/ Funder) of any findings that may 

affect the health of the subjects. 

7b. Keeping detailed reports of all AEs reported and performing an evaluation with respect to 

seriousness, causality and expectedness. 

7c. Reporting all unexpected and related AEs to CAs and RECs within given timelines. 

7d. Breaking treatment codes before submitting expedited reports to CAs and RECs for specific 

subjects, even if the PI has not broken the code. 

7e. Setting up of an independent Data Monitoring Ethics Committee (DMEC) with the role to 

monitor data and make recommendations to the Trial Steering Committee (TSC) on whether 

there are any ethical or safety reasons why the trial should not continue. 

7f. Reporting to the TSC and DMEC on a regular basis the occurrence of all AEs and the 

immediate reporting of any unexpected or related SAEs. 

· 

· 

· 
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Appendix B: SCIMITAR Adverse Event Reporting 

Page 1 of 2 
 

 

 

  

         Date 

    
Researcher Name 
 

 
Signature 

Patient Trial Number          

Date of birth         

                                                           day                          month                            year 
Date of onset of event          

    day  month  year  

 

How were you notified of the event?                                                         Date notified:  
 
 
Full description of the event: 
(including any current medication) 
 

 

 
The local research team deem this event to be:                    SERIOUS                          Non-Serious  
 

 
Classification if SERIOUS:           Death       Persistent or significant                Hospitalisation   

                                                                                      disability/incapacity        required/prolonged 

                         

                           Is a congenital anomaly          Is life threatening                     Other medically  
                                           or birth defect                                                                     important condition 
 

Please state outcome of event at time of this report (tick one box only)  Date recovered / died 

Recovered fully              

Recovered partially                  

Died              

Ongoing    Day Month             Year 
 

 

APPENDIX 6

NIHR Journals Library www.journalslibrary.nihr.ac.uk

134



Appendix B: SCIMITAR Adverse Event Reporting 
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    Date 
 
Reviewed by 
 
Reviewer’s signature 

 

       

Relationship of the event to any of the research procedures (to be completed by reviewer) 
Unrelated  Unlikely to 

be related 

  Possibly  

related 

 Probably 

related 

 Definitely 

related 

 Not able to assess if 

         related 

                          

 

Any further important information:  
 

 

Is this event expected         

(Is the adverse event an expected or common occurrence in this 
patient group) 
 

Yes   No         

Ongoing Notes if Applicable (to be completed by York Trials Unit if patient is followed up) 
 

Patient Trial Number     
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