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Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Details of significant changes

	1.0
	1st August 2010
	

	2.0
	5th December 2011
	Change of SOP Controller.  Removal of CTIMP from SOP reference

	3.0
	10th November 2014
	Removal of references to the North and East Yorkshire Alliance.  Change of author.

	4.0
	22nd November 2023
	Change of Author. Change of Trust name.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	
	Responsibility to:
	Responsible Party:
	If Responsibility is delegated, name the body / individual that it is delegated to:

	1. Study preparation

(All studies)


	a) Ensure that insurance or indemnity arrangements are in place to cover liabilities.
	Sponsor
	

	2. 
	b) Secure and administer funding for the Study.
	Sponsor
	

	3. 
	c) Secure and contract for the supply of resources including medicinal products / devices / Contract Research Organisation services.
	Sponsor
	

	4. 
	d) Ensure that the appropriate contracts and agreements are in place for the Study.
	Sponsor
	

	5. 
	e) Notify the substantive employers of investigators in writing, in advance of the Study commencing, of their participation in the Study.
	NHS Organisation
	

	6. Applications and Registration

(All studies)


	a) Ensure that the Protocol has undergone independent scientific and statistical review and is compliant with the relevant regulations/ guidelines.
	Sponsor
	

	7. 
	b) Prepare Participant information sheet and consent form, including where appropriate consent to providing Participant tissue, sample, medical data or other material to the Sponsor  and other relevant documents prior to ethics submission.
	Sponsor
	

	8. 
	c) Prepare and submit ethics application.
	Sponsor
	

	9. 
	d) Register the Study with an appropriate protocol registration scheme. 
	Sponsor
	

	10. 
	e) Obtain NHS permission.
	Sponsor
	

	11. Protocol Amendments

(All studies)


	a) Prepare and submit proposed substantial amendments of the Protocol to the regulatory authority(ies), relevant ethics committee and NHS Site.
	Sponsor
	

	12. 
	b) Ensure all investigators are aware of dates of approval and implementation of all such amendments.
	Sponsor and
	

	13. 
	c) 
	NHS Organisation
	

	14. Study Conduct

(All studies)


	a) Ensure that legislation in relation to research is followed within the Site
	NHS Organisation
	

	15. 
	b) Ensure that the Study Site team members are appropriately qualified and experienced to undertake the conduct of the Study and that they have current substantive or honorary employment contracts in place, where required.
	NHS Organisation
	

	16. 
	c) Ensure that no Participant is recruited until a favourable ethical opinion has been provided
	Sponsor and
	

	17. 
	d) 
	NHS Organisation
	

	18. 
	e) Ensure that no Participant is recruited to the Study until satisfied that all relevant regulatory permissions and approvals have been obtained.
	Sponsor and
	

	19. 
	f) 
	NHS Organisation
	

	20. 
	g) Put and keep in place arrangements to allow all investigators to conduct the Study in accordance with the Protocol and clause 2 of this Agreement
	Sponsor and
	

	21. 
	h) 
	NHS Organisation
	

	22. 
	i) Ensure that the Study is managed and reported in accordance with the Protocol.
	Sponsor and
	

	23. 
	j) 
	NHS Organisation
	

	24. 
	k) Ensure that the Study is monitored in accordance with the [ Sponsor’s / NHS Organisation’s / Contracted Monitor’s ] Standard Operating Procedure
	Sponsor
	

	25. 
	l) Ensure that the rights of individual Participants are protected and that they receive appropriate medical care whilst participating in the Study.
	NHS Organisation
	

	26. 
	m) Maintain and archive Study documentation at the Site.
	NHS Organisation
	

	27. 
	n) Ensure that all data and documentation are available for the purposes of monitoring, inspection or audit and that the appropriate consent has been provided by the Participant.
	NHS Organisation
	

	28. 
	o) Inform appropriate health or social care professionals if their patient is a Participant in the Study in accordance with the Research Governance Framework.
	NHS Organisation
	

	29. 
	p) Ensure adequate facilities, resources and support are available to conduct the Study at the Site.
	NHS Organisation
	

	30. 
	q) Report suspected research misconduct.
	Sponsor and
	

	31. 
	r) 
	NHS Organisation
	

	32. 
	s) Notify the regulatory authority(ies) of the end of the Study.
	Sponsor
	

	33. 
	t) Notify the regulatory authority(ies) and relevant ethics committee if the Study is terminated early. 
	Sponsor
	

	34. Adverse events

(All studies)


	a) Maintain detailed records of all adverse events as specified in the Protocol. 
	Sponsor and
	

	35. 
	b) 
	NHS Organisation
	

	36. 
	c) Report adverse events as agreed in the Protocol and to legal requirements and in accordance with NHS Organisation policy. 
	Sponsor and
	

	37. 
	d) 
	NHS Organisation
	

	38. 
	e) Ensure that procedures are in place for emergency unblinding of the randomisation code.
	Sponsor
	

	39. 
	f) Promptly inform regulatory authorities, ethics committees and investigators of any urgent safety measures taken to protect Participants in the Study.
	Sponsor
	

	40. 
	g) Ensure that annual safety reports and end of Study reports are generated and submitted to the regulatory authority and relevant ethics committee within the required timeframes.
	Sponsor
	

	41. 
	h) Ensure that all investigators are, at all times, in possession of the current relevant safety information for the Study.
	Sponsor
	

	42. Data Management

(All studies)


	a) Design of case report forms and database.
	Sponsor
	

	43. 
	b)  Ensure appropriate analysis of data.
	Sponsor
	

	44. Publication

(All studies)
	a) Initiate and coordinate review and submission of abstracts, posters and publications.
	Sponsor
	

	45. Archiving

(All studies)
	a) Ensure that all Study records are archived appropriately on conclusion of the Study and retained for 15 years
	Sponsor
	

	46. Clinical Trials involving Medicinal Products


	a) Ensure that the Study is conducted in accordance with the principles of Good Clinical Practice (GCP).
	Sponsor
	

	47. 
	b) Request Clinical Trials Authorisation from the regulatory authority (MHRA in the UK).
	Sponsor
	

	48. 
	c) Ensure that Investigational Medicinal Product (IMP) is not used for any purposes other than the conduct of the Study and is used in strict accordance with the Protocol.
	NHS Organisation
	

	49. 
	d) Ensure that all Serious Adverse Events (SAE), other that those specified in the Protocol as not requiring immediate reporting, are promptly assessed as regards the requirement for expedited reporting to the regulatory authority and relevant ethics committee.
	Sponsor
	

	50. 
	e) Ensure that SAEs are reviewed by an appropriate committee for the monitoring of trial safety.
	Sponsor
	

	51. 
	f) Ensure that all Suspected Unexpected Serious Adverse Reactions (SUSAR) are identified and fully reported to the regulatory authority and relevant ethics committee within the required timelines.  
	Sponsor
	

	52. 
	g) Ensure that investigators are aware of any SUSARs occurring in relation to the Investigational Medicinal Product (IMP). 
	Sponsor
	

	53. 
	h) Ensure IMP is provided and labelled in accordance with the Medicines for Human Use (Clinical Trials) Regulations 2004.
	Sponsor
	

	54. 
	i) Ensure that IMP is stored in appropriate and secure conditions and that detailed records are maintained regarding its movement from delivery to return/destruction.
	NHS Organisation
	

	55. Studies involving CE marked medical devices for new purpose or non-CE marked Medical Device


	a) Ensure that sufficient product is available for the planned number of Participants.
	Sponsor
	

	56. 
	b) Ensure that investigational medical devices are not used for any purposes other than the conduct of the Study.
	NHS Organisation
	

	57. 
	c) Obtain a letter of no objection from the Medicines and Healthcare products Regulatory Agency for the clinical investigation of a non-CE marked medical device or a CE marked medical device being used for a new purpose
	Sponsor
	

	58. 
	d) Ensure that adverse events are reported to the Medicines and Healthcare products Regulatory Agency.
	Sponsor
	

	59. 
	e) Ensure that investigational medical devices are stored in appropriate, secure conditions and returned as instructed by Sponsor. Further to ensure that detailed records are maintained regarding its movement from delivery to return/destruction. 
	NHS Organisation
	

	60. [Insert other responsibilities, if necessary]
	a) [Insert additional responsibilities if necessary e.g. regarding storage and use of tissue samples.]
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