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AE Policy v3.3 - Appendix 7 – Annual Safety Report Form
ANNUAL SAFETY REPORT FORM FOR IMP STUDIES – WAHT SPONSOR – UK STUDIES
Instructions for Researchers

1. One year following the granting of a Clinical Trials Authorisation Certificate, and thereafter annually
, complete sections 1-5 of the Annual Safety Report Form - IMP Studies – WAHT Sponsor – UK.

2. In addition, complete Safety Report form for CTIMPs available at: http://www.nres.npsa.nhs.uk/docs/forms/Safety_Report_Form_(CTIMPs).doc
3. If there have been no reports of any Serious Adverse Events:
Cross through section 6 and mark as not required. Sign and date comment.

Send the completed forms to:

· Medicines and Healthcare products Regulatory Agency (MHRA), Clinical Trials Unit, 12-2, MHRA, Market Towers, 1 Nine Elms Lane, London SW8 5NQ.

· The Research Ethics Committee that granted approval (NB an annual progress report may also be required. See section 4.5 of the WAHT Research Related Adverse Event Reporting Policy).
· WAHT R&D Department, Grange Road, Uphill, Weston-Super-Mare, BS23 4TQ
4. If SAEs have been reported during the study:
4.2.1. Send part completed forms to the WAHT R&D Department, Grange Road, Uphill, Weston-Super-Mare, BS23 4TQ
Instructions for R&D Department
5. On receipt of a part completed Annual Report Form, complete ‘Causality’ and ‘Expectedness’ columns for all SSARs reported to the WAHT and where an unblinded assessment has been performed by the WAHT. 
6. Completed section 6.
7. Send the completed forms to:

· Medicines and Healthcare products Regulatory Agency (MHRA), Clinical Trials Unit, 12-2, MHRA, Market Towers, 1 Nine Elms Lane, London SW8 5NQ.

· The Research Ethics Committee that granted approval.

8. Inform CI. NB Do not provide the CI with any information that could unblind and compromise the study. 
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(Page 1 of 4 unless stated otherwise)

Page 
 of 

	1. Details of Sponsor

	Organisation:
	     

	Name of person to contact:
	     

	Contact address:
	     

	Email address:
	     

	Telephone No:
	     

	Fax number:
	     

	2. Details of person making report (if different to above)

	Name:
	     

	Job title/role in study:
	     

	Contact address:
	     

	Email address:
	     

	Telephone No:
	     

	Fax number:
	     

	3. Details of study

	WAHT R&D Project 

Registration No:
	     
	Ethics No:
	     

	EudraCT No:


	     
	CTA No:

(If CTA not yet issued, DDX no.)
	     

	Full Title of Study:      


	Date of MHRA approval:
	     

	4. Summary of Serious Adverse Events (SAEs)

	Number of SAEs
	In reporting year:      
	In total:      


	No. of SSARs
	In reporting year:      
	In total:      


	No. of SUSARs

	In reporting year:      
	In total:      



Signature of person making report:________________________________Date:____/____/____
	WAHT R&D Project 

Registration No:
	     
	Ethics No:
	     

	EudraCT No:


	     
	CTA No:

(If CTA not yet issued, DDX no.)
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	4. Report on subjects’ safety in CTIMP

	Are there any new findings
 related to the safety of the IMP treatments in this trial?
	Yes    FORMCHECKBOX 

No      FORMCHECKBOX 


	If yes, provide details
:      


	Have there been any other experiences with this IMP that could affect the subjects’ safety?
	Yes    FORMCHECKBOX 

No      FORMCHECKBOX 


	If yes, provide details
:      


	Is it necessary to amend the protocol, patient information sheet, consent form or investigator brochure?
	Yes    FORMCHECKBOX 

No      FORMCHECKBOX 


	If yes, give details and rationale:      



Signature of person making report:________________________________Date:____/____/____
	WAHT R&D Project Registration No:      
	Ethics No:      
	EudraCT No:      
	CTA No (If CTA not yet issued, DDX no.):      
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 continue on new sheet if necessary; please identify how many sheets have been used. 

	5. Line listing of Suspected Serious Adverse Reactions (SSARs)

	
	Details of IMP(s) list all
	Details of SSAR
	

	Study Subject Id
	AE No.


	Age
	Sex
	Name of IMP 
	Dose
	Route
	Date of onset

	Dates of IMP treatment

	Description of adverse event
	Outcome
	Causality


	Expected

(Yes/No)

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     
	     


Signature of person making report:________________________________Date:____/____/____
Signature of R&D person completing report (if applicable):________________________________Date:____/____/____
	WAHT R&D Project 

Registration No:
	     
	Ethics No:
	     

	EudraCT No:


	     
	CTA No:

(If CTA not yet issued, DDX no.)
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(to be completed by R&D)

(page 4 of 4 unless otherwise specified)

Page 
 of 
 continue on new sheet if necessary; please identify how many sheets have been used. 

	6. Aggregate Summary Table of SSARs

	Category
e.g. Allergy/Immunology
	Adverse Event
e.g. Autoimmune reaction
	Total No. of Reports

	     
	     
	     

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	     
	     
	     

	     
	     
	     

	     
	     
	     


Signature of R&D person completing report (if applicable):____________________________Date:____/____/____

Name in BLOCK CAPITALS: 

























































































































































































































































































































� For clinical trials that commenced before 1 May 2004, the reporting period starts with the issue date of the CTX letter or first DDX exemption letter by the MHRA (or previously by the Medicines Control Agency).





� New findings refers to information not already present in the investigator’s brochure or for licensed drugs the summary of product characteristics.


� When relevant, the following points should be considered: relation with dose, duration, time course of the treatment; reversibility; evidence of previously unidentified toxicity in the trial subjects; increased frequency of toxicity; overdose and its treatment; interactions or other associated risks factors; any specific safety issues related to special populations, such as the elderly, the children or any other at risk groups; positive and negative experiences during pregnancy or lactation; abuse; risks which might be associated with the investigation or diagnostic procedures of the clinical trial. 


� When relevant, the following points should be considered: relation with dose, duration, time course of the treatment; reversibility; evidence of previously unidentified toxicity in the trial subjects; increased frequency of toxicity; overdose and its treatment; interactions or other associated risks factors; any specific safety issues related to special populations, such as the elderly, the children or any other at risk groups; positive and negative experiences during pregnancy or lactation; abuse; risks which might be associated with the investigation or diagnostic procedures of the clinical trial. 


� If not available, best estimate of time to onset and route of administration. For an ADR known to occur after cessation of therapy, estimate of time lag if possible.


� If not available, best estimate of treatment duration


� Possibly, probably or definitely related. Only required where sponsor assessment differs from investigator assessment


� Results of unblinded assessment with reference documentation (e.g. investigator brochure, summary of product characteristics). For blinded studies where the research team are all blinded this information should be completed last by WAHT R&D Department and the report sent directly to the main REC and MHRA. Unless required for safety reasons this information must not be provided to blinded investigators. 
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