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	Standard Operating Procedures (SOP) for:

	Project closure – guidance for research staff

	SOP Number:
	18
	Version Number:
	02

	Effective Date:
	
	Review Date:
	

	

	Author:
	Clare Gillott, Research Governance Support Officer

	

	Authorisation:

	Name / Position
	Mr Gerry Leonard, Head of Research Resources

	Signature
	

	Date
	


	Purpose and Objective:



	To outline the process that researchers should follow when a research project has been completed to ensure that the appropriate regulatory bodies have been notified.



	SOP Text




	
	Responsibility
	Activity

	1. 
	PI/Research team
	The definition of the end of the project is specified in the research protocol. If the research project has ended early for any reason, follow the same procedures as outlined below.



	2. 
	PI/Research team
	Inform the main Research Ethics Committee (REC) that the project has ended using the relevant end of project form (either Appendix A or B). 
For clinical trials of investigation medicinal products (CTIMP’s), complete and submit the declaration of end of trial form (Appendix A) to the main REC. 

Also send this form to the Medicines and Healthcare products Regulatory Agency (MHRA) within 90 days of the trial ending. 

For non CTIMP’s (all other research), complete and submit Appendix B to the main REC.

Submit the end of project form to the main REC within 90 days of the end of the project or within 15 days if the project is terminated early. Where a project is terminated early or halted temporarily, reasons should be given.



	3. 
	PI/Research team
	Write a final report for the research project. 
There is no standard format for final reports. As a minimum, the main REC should receive information on whether the project achieved its objectives, the main findings and arrangements for publication or dissemination of the research, including any feedback to participants. See the National Research Ethics Service (NRES) for more information see www.nres.npsa.gov.uk 
Send the final report for the research project to the main REC within 12 months of the project ending. 
The final report may be enclosed with the end of project form or sent to the REC subsequently. 


	4. 
	PI/Research team
	Inform the Joint R&D Office of project closure. Send a copy of the end of project form and the final research report to the Governance team. See SOP 19 for internal process for project closure.


	5. 
	PI/Research team
	Organise research files to ensuring all necessary documents are present and are retained. For CTIMP’s, please see Appendix C for a list of essential documents.


	6. 
	PI/Research team
	Archive project file following SOP 20. Discuss archiving electronic data with Modern Records Manager if applicable.


List of appendices
	Appendix
	Appendix name
	Location

	Appendix A
	Declaration of end of project - CTIMP’s.
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	Appendix B
	Declaration of end of project - non CTIMP’s.
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	Appendix C 
	List of essential documents for CTIMP’s
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Declaration of the end of trial form

		NOTIFICATION OF THE END OF A CLINICAL TRIAL OF A MEDICINE FOR HUMAN USE TO THE COMPETENT AUTHORITY AND THE ETHICS COMMITTEE





For official use

		Date of receipt:




		Competent authority registration number:


Ethics committee registration number:





To be filled in by the applicant


A MEMBER STATE IN WHICH THE DECLARATION IS BEING MADE:
     

B TRIAL IDENTIFICATION


		B.1 EudraCT number:



     

B.2 Sponsor’s protocol code number:

     

B.3 Full title of the trial: 


     





C APPLICANT IDENTIFICATION (please tick the appropriate box)

		C.1 
DECLARATION FOR THE COMPETENT AUTHORITY



 FORMCHECKBOX 




		C.1.1 Sponsor 









 FORMCHECKBOX 


C.1.2 Legal representative of the sponsor






 FORMCHECKBOX 


C.1.3 Person or organisation authorised by the sponsor to make the application. 

 FORMCHECKBOX 


C.1.4 Complete below:


C.1.4.1 Organisation:



     

C.1.4.2 Name of person to contact:

     

C.1.4.3 Address:



Address Line 1





Address Line 2





Address Line 3





Address Line 4

C.1.4.4 Telephone number:


     

C.1.4.5 Fax number:



     

C.1.4.6 E-mail




     





		C.2 
DECLARATION FOR THE ETHICS COMMITTEE



 FORMCHECKBOX 




		C.2.1 Sponsor 









 FORMCHECKBOX 


C.2.2 Legal representative of the sponsor






 FORMCHECKBOX 


C.2.3 Person or organisation authorised by the sponsor to make the application.


 FORMCHECKBOX 


C.2.4 Investigator in charge of the application if applicable
:







· Co-ordinating investigator (for multicentre trial):





 FORMCHECKBOX 


· Principal investigator (for single centre trial):





 FORMCHECKBOX 


C.2.5 Complete below:


C.2.5.1 Organisation:



     

C.2.5.2 Name:




     

C.2.5.3 Address:



Address Line 1





Address Line 2





Address Line 3





Address Line 4

C.2.5.4 Telephone number:


     

C.2.5.5 Fax number:



     

C.2.5.6 E-mail:




     





D END OF TRIAL

		D.1 
Is it the end of the trial in this Member State?





yes  FORMCHECKBOX 
   no  FORMCHECKBOX 




		D.1.1 If yes, give date
(YYYY/MM/DD):



     





		D.2 
Is it the end of the complete trial in all countries concerned by the trial?

yes  FORMCHECKBOX 
   no  FORMCHECKBOX 




		D.2.1 If yes, give date

(YYYY/MM/DD):


     





		D.3 
Is it a premature ending of the trial?






yes  FORMCHECKBOX 
   no  FORMCHECKBOX 




		D.3.1 If yes, give date

(YYYY/MM/DD):


     

D.3.2 What is (are) the reason(s) for the premature ending?

     

D.3.2.1 Safety










yes  FORMCHECKBOX 
   no  FORMCHECKBOX 


D.3.2.2 Lack of efficacy








yes  FORMCHECKBOX 
   no  FORMCHECKBOX 


D.3.2.3 The trial has not commenced







yes  FORMCHECKBOX 
   no  FORMCHECKBOX 


D.3.2.4 Other 










yes  FORMCHECKBOX 
   no  FORMCHECKBOX 


D.3.3 If yes to any of the above questions, briefly describe in an annex (free text):



D.3.3.1 The justification for premature ending of the trial:



     

D.3.3.2 Number of patients still receiving treatment at time of premature termination in the MS concerned by the declaration and their proposed management:




     

D.3.3.3 The consequences of early termination for the evaluation of the results and for overall risk benefit assessment of the investigational medicinal product:



     





E SIGNATURE OF THE APPLICANT IN THE MEMBER STATE 


		E.1 
I hereby confirm that/confirm on behalf of the sponsor that (delete which is not applicable):

· The above information given on this declaration is correct; and


· That a summary of the clinical trial report will be submitted to the competent authority and ethics committee concerned as soon as available and within a 1 year deadline after the end of the trial in all countries.





		E.2 
APPLICANT TO THE COMPETENT AUTHORITY (as stated in C.1)


 FORMCHECKBOX 




		E.2.1 Date :


     

E.2.2 Signature :

     

E.2.3 Print name:

     





		E.3 
APPLICANT TO THE ETHICS COMMITTEE (as stated in C.2) :



 FORMCHECKBOX 




		E.3.1 Date :


     

E.3.2 Signature :

     

E.3.3 Print name:
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Essential Documents for review at Audit meeting


		Title



		Investigator’s brochure or summary of product characteristics & updates. 



		Signed protocol and amendments, if any, and sample case report form.  



		Patient/subject/parent/guardian Information Sheet.



		Sample Consent Form and amendments. 



		Financial agreement.



		Indemnity Statement (s).



		Ethics Approval. 



		Peer/Expert review.



		CTA (Clinical Trial Authorisation from MHRA) if applicable.



		CV’s of all involved research staff.



		Training files for all involved staff.



		Laboratory Reference Ranges and accreditation certificates. 



		Instructions for handling investigational products & decoding procedures for blinded trials.



		Signed and Dated Informed Consent.



		Drug accountability log



		Sample GP Letter



		Signed, dated and completed case-report forms. 



		Signed Data Protection Form.



		Sponsor Agreement.



		AE/SAE Reports and sponsor/ethics notifications.



		Annual Reports for Ethics, Sponsor and R&D.  



		Delegation of Duty log.



		Subject screening log.



		Subject enrolment log.



		Sample storage log.
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DECLARATION OF THE END OF A STUDY


(For all studies except clinical trials of investigational medicinal products)


To be completed in typescript by the Chief Investigator and submitted to the Research Ethics Committee that gave a favourable opinion of the research (“the main REC”) within 90 days of the conclusion of the study or within 15 days of early termination.  For questions with Yes/No options please indicate answer in bold type.


1. Details of Chief Investigator


		Name:

		



		Address:




		



		Telephone:

		



		E-mail:

		



		Fax:

		





2. Details of study


		Full title of study:




		



		Research sponsor:




		



		Name of main REC:




		



		Main REC reference number:




		





3. Study duration


		Date study commenced:




		



		Date study ended:




		



		Did this study terminate prematurely?




		Yes / No


If yes please complete sections 4, 5 & 6, if no please go direct to section 7.





4. Circumstances of early termination


		What is the justification for this early termination?




		





5. Temporary halt


		Is this a temporary halt to the study?

		Yes / No



		If yes, what is the justification for temporarily halting the study? When do you expect the study to re-start?




		e.g. Safety, difficulties recruiting participants, trial has not commenced, other reasons.








6. Potential implications for research participants


		Are there any potential implications for research participants as a result of terminating/halting the study prematurely? Please describe the steps taken to address them.




		





7. Final report on the research


		Is a summary of the final report on the research enclosed with this form?




		Yes / No


If no, please forward within 12 months of the end of the study.





8. Declaration


		Signature of Chief Investigator:

		



		Print name:

		



		Date of submission:
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