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	Purpose and Objective:



	To guide researchers through the process of setting up and managing a CTIMP falling within the remit of the UK Medicines for Human Use (Clinical Trials) Regulations, 2004 (SI 2004/1031). 



	SOP Text




	
	Responsibility
	Activity

	1. 
	Chief Investigator (CI)/Research Team & Research Governance and GCP manager (RG&GCP manager)
	When planning a CTIMP, the CI/research team establishes if the trial falls within the remit of the UK Medicines for Human Use (Clinical Trials) Regulations, 2004. See Appendix A for guidance. 

The R&D team will ultimately decide on the classification of a CTIMP no the CI/research team.

If the study falls outside these Regulations, follow SOP 13

If the trial falls within the UK Regulations please proceed to 2.

	2. 
	 (CI)/Research Team & RG and GCP manager 
	CTIMPs protocols have to be written in a way which will ensure compliance of the projects with the UK Regulations. 
When the CI requests either the Trust or the College to take on sponsorship responsibility, the protocol will have to be written using a protocol template made available on the Trust website: www.bartsandthelondon.nhs.uk/research. The protocol is submitted to the RG and GCP manager of the JRO to ensure that the standard of the protocol meets the requirements. 
The monitoring procedure for CTIMP’s must be followed, please  see SOP 28.
The protocol will then need to be submitted for peer review, please see SOP 14. 

	3. 
	CI/Research Team
	If the trial has funding attached, also follow SOP 01 and continue to step 3. 
If there is no external funding for the trial, continue with step 3.


	4. 
	Sponsor (delegated to the CI where BLT or QMUL is the sponsor)
	Obtain a EudraCT number from the EMEA website prior to the start of the study.

https://eudract.emea.eu.int/eudract/index.do


	5. 
	Sponsor (delegated to the CI where BLT or QMUL is the sponsor)
	A clinical trial authorisation application will then need to be completed.

See the link below for more guidance on MHRA submissions 

http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&nodeId=723


	6. 
	Sponsor (delegated to the CI where BLT or QMUL is the sponsor)
	Complete the application for Clinical Trial Authorisation (CTA) from the MHRA via the link https://eudract.emea.eu.int/eudract/index.do


	7. 
	CI
	The CI/research team requests a letter from the RG and GCP Manager authorising the CI to complete the CTA on behalf of the sponsor

	8. 
	RG and GCP manager
	For trials sponsored by BLT or QMUL, complete the relevant template authorisation letter (Appendix B) and send to the CI/research team to be attached with the CTA application sent to the MHRA.


	9. 
	Sponsor (delegated to the CI where BLT or QMUL is the sponsor)
	Submit CTA application to the MHRA for authorisation as per guidance:http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&nodeId=723


	10. 
	MHRA
	MHRA acknowledges receipt of the CTA application and accompanying documents to the delegated individual stated on the application. The initial assessment of the application takes around 30 days.


	11. 
	CI/Research Team
	There are two possible outcomes of the CTA submission; acceptance (with or without conditions) or non acceptance. If the project is accepted, the MHRA issues a CTA to the sponsor or the individual submitting the application on behalf of the sponsor. 
The CI/Research team send a copy of the acceptance letter to the Research Ethics Facilitator. 



	12. 
	CI/Research Team
	Complete NRES Ethics application form and register the study with the Joint R&D Office following SOP 10. The ethics application form can be completed in parallel to the MHRA application. Submit the application to the MREC and obtain indemnity as per SOP 13.



	13. 
	CI/Research Team
	Compile the Trial Master File/Study File using the trial file templates available.
http://www.bartsandthelondon.nhs.uk/research/trial_file_templates.asp


	14. 
	CI/Research Team
	When ethics favourable opinion is granted, send a copy of the letter to the Research Ethics Facilitator. 


	15. 
	Ethics Administrator
	On receipt of both the favourable ethical opinion and the MHRA authorisation, follow SOP 13. 

	16. 
	Research Governance & GCP Manager
	Once the trial is made active, the project is risk assessed according to the general Trust risk assessment procedure. See SOP 23.

	17. 
	CI/Research Team
	Contact the JRO when the first patient is recruited to the trial to obtain a template trial commencement letter (stating the date of first consent) to send to the JRO  and MREC informing them that the trial is active. See Appendix C or obtain the letter from JRO.


	18. 
	CI/Research Team
	Follow SOP 17 if any amendments occur during the trial.

	19. 
	CI/Research Team
	If any adverse events or serious adverse events occur during the running of the trial, follow SOP 26.

	20. 
	CI/Research Team
	When the trial is completed or is terminated early, follow project closure SOP 18 and archiving SOP 20.

	21. 
	Joint R&D Office
	Close project following SOP 19.


List of appendices

	Appendix
	Appendix name
	Location

	Appendix A
	MHRA algorithm – scope of the UK Clinical Trials Regulations, 2004.
	http://www.ct-toolkit.ac.uk/route_maps/stations.cfm?current_station_id=287&view_type=map


	Appendix B
	MHRA authorisation letter for CTA completion BLT/QMUL sponsored trials.
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	Appendix C
	Template trial commencement letter to send to JRO and MREC.
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Joint Research & Development Office


24-26 Walden Street

Whitechapel


London, E1 2AN

Tel:  020 7882 7260


Fax:  020 7882 7276


         E-mail: gerry.leonard@bartsandthelondon.nhs.uk


Address

Date

Dear XXX,

Project title: 

EudraCT number: 

I can confirm that Barts and the London NHS Trust have agreed to sponsor the above project on the condition that the project receives a favourable opinion from an NHS Research Ethics Committee and a CTA from the MHRA. The sponsor hereby delegates responsibility for the completion of the Clinical Trial Authorisation form 


REQUEST FOR AUTHORISATION OF A CLINICAL TRIAL ON A MEDICINAL PRODUCT FOR HUMAN USE TO THE COMPETENT AUTHORITIES AND FOR OPINION OF THE ETHICS COMMITTEES IN THE COMMUNITY (Annex 1) 


to yourself as the Principal Investigator for this study for submission to the MHRA.


Yours sincerely,


Head of Research Resources
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Joint Research & Development Office


3rd Floor Rutland House


42-46 New Road


Whitechapel


London  E1 2AX


Tel:  020 7882 7250


Fax:  020 7882 7276


Clinical Trials Unit 


Medicines and Healthcare Products Regulatory Agency


Market Towers


1 Nine Elms Lane


London


SW8 5NQ


Notice of Trial Commencement


Dear Sir / Madam, 


In accordance with the Medicines for Human Use (Clinical Trials) Regulations, 2004  I am writing to confirm that the first patient has now been enrolled on the following study


Study title:


Chief Investigator Name:


CTA Number:


EudraCT Number:


Yours faithfully


(PI to insert details) 
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