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Adverse Event / Adverse Reaction / Unexpected Adverse Reaction Report Form
Please complete, sign and email to R&D at rde-tr.RandDSafetyReporting@nhs.net 

within 24 hours of knowledge of event.  
	Section 1: Study Details

	Title of study:
	     

	R&D reference number:
	     
	Participant’s study number:
	     

	Chief Investigator name:
	     

	Is this study a CTIMP?
	 FORMCHECKBOX 
No          FORMCHECKBOX 
Yes

	Section 2: Summary

	Date of safety event:
	     
	Date Investigator aware of safety event:
	     

	Report status:
	 FORMCHECKBOX 
  First report to R&D          FORMCHECKBOX 
  Follow-up report to R&D                         FORMCHECKBOX 
  Final report to R&D         

	Type of report:
	 FORMCHECKBOX 
  AE*         FORMCHECKBOX 
  AR*         FORMCHECKBOX 
  UAR**

	* Adverse Event/ Adverse Reaction

An adverse event is an untoward medical occurrence in a patient during clinical research involving a pharmaceutical product, clinical intervention or medical device.
** Unexpected Adverse Reaction

Unexpected adverse reactions are adverse events where a reaction has occurred that causes an unexpected outcome. 

	Summary of event/reaction:

	     


	Section 3: Evaluation
NB: This section must be evaluated and received by R&D within 5 working days.

	Severity
	 FORMCHECKBOX 
  Minor         FORMCHECKBOX 
  Moderate         FORMCHECKBOX 
  Severe

	Causality (to be assessed by Investigator):
	 FORMCHECKBOX 
  Not related           FORMCHECKBOX 
  Unlikely related
 FORMCHECKBOX 
  Possibly related        FORMCHECKBOX 
  Probably related        FORMCHECKBOX 
  Definitely related

	N.B If possibly, probably or definitely related, please assess the expectedness

	Expectedness:
	 FORMCHECKBOX 
  Expected (reaction previously identified and described in protocol and/or IB/SPC)                     
 FORMCHECKBOX 
  Unexpected (reaction not previously described in the protocol and/or IB/SPC)        

	Section 4: Actions & Outcomes

	Outcome of event:
	 FORMCHECKBOX 
  Resolved  (Date…………………….)    FORMCHECKBOX 
  Resolved with Sequelae    FORMCHECKBOX 
  Continuing*               FORMCHECKBOX 
  Unknown at present* 



	*If continuing or unknown at present, please provide an update to R&D as soon as possible.

	Further details:
	     

	Has the participant been withdrawn from the study?
	 FORMCHECKBOX 
  Yes      FORMCHECKBOX 
  No

	Action taken with study drug (if applicable):
	 FORMCHECKBOX 
  None         FORMCHECKBOX 
  Dose reduced temporarily         FORMCHECKBOX 
  Dose reduced        FORMCHECKBOX 
  Dose discontinued temporarily         FORMCHECKBOX 
  Dose discontinued

	Important:  Once submitted:

· File original report form in Investigator Site File. 
· Record in the participant’s hospital notes and Case Report Form (where applicable).
· Remember to update R&D if the event is continuing at the time of the initial report.


	Date reported to R&D:
	     
	Name of person reporting:
	     

	Telephone number:
	     
	Please sign
	     

	Investigator Signature:
	
	Date:
	


 Thank you.
Please contact the Quality Assurance Coordinators with any queries: 

rde-tr.RandDSafetyReporting@nhs.net



For office use only:





DTX reference …………………………………..
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