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R&D/T61 – Chief Investigator Declaration of Responsibilities 



Chief Investigator Declaration of Responsibilities
(to be used in conjunction with R&D/S02, R&D/S82 & R&D/S83)
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS SOP TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D Unit website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	SOP Reference:
	R&D/T61

	Version Number:
	1.0

	Author:
	Monica Haritakis

	Implementation date of current version:
	15th October 2024


	Approved by:
	Name/Position:
	Mags Szewczyk, Research QA Manager


	
	Approval Date:
	24th September 2024

	
	Name/Position:
	Sarah Sheath, SOP Controller


	
	Approval Date:
	17th September 2024


	This SOP will normally be reviewed at least every 3 years unless changes to the legislation require otherwise


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.
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Chief Investigator Declaration of Responsibilities

	Name of Chief Investigator:
	

	Study Name:
	

	IRAS number
	

	Sponsor:
	York and Scarborough Teaching Hospitals NHS Foundation Trust

	Funder:
	  


I confirm that:

1. I understand that he York and Scarborough Teaching Hospitals NHS Foundation Trust has a primary duty to care for patients and it is essential that this duty is not compromised when conducting clinical research.  

2. I understand that the UK Policy Framework for Health and Social Care Research & Clinical Trials Regulations, defines the responsibilities of the Chief Investigator (CI) and I am appropriately trained and qualified to undertake the duties of Chief Investigator.
3. I understand that as CI I am the overall lead researcher for the above research study. 

4. I understand that I am responsible for the overall conduct of a research project and will be accountable through the Trust clinical management structure for the study. 

5. I understand that I will be accountable to the Chief Executive and the Board of Directors for the conduct of the study as well as the relevant regulatory authorities and funders.  

6. I understand that I may delegate some of my CI duties, however this must be documented on the ‘Delegation of Duties and Signature Log for the Trial Management of Trust Sponsored Studies’ with clear evidence that those who have been delegated duties, roles and responsibilities have been fully trained and accepted them.

7. I accept the key responsibilities outlined above and in Appendix A. 

Signed by the CHIEF INVESTIGATOR
Signature: 
……………………………………………………………………
Name: 
……………………………………..……………………………..
Title: 
……………………………………..……………………………..
Date: 
……………………………………..…………………………….

	APPENDIX A: The key responsibilities of a Chief Investigator



	1. The study CI’s oversight and absence
If as the study CI you are absent and not able to fulfil the CI role for a period longer than 1 week but less than 4 weeks, then you are responsible for confirming temporary arrangements for clinical oversight and CI cover for that period of absence and you must ensure that the R&D team is aware. Please inform the R&D team at yhs-tr.research.governance@nhs.net. As the study CI you will retain overall responsibility for the conduct of the study during this period. 

If you are to be absent for a period longer than 4 weeks but less than 3 months, you must immediately inform the R&D team at yhs-tr.research.governance@nhs.net and the CG Research Lead. The R&D Unit will liaise with the CG Lead for research and agree interim cover with the study sponsor. These arrangements must be documented in the study Trial Master File.

A formally implemented change of CI will be required if the CI’s absence is greater than 3 months, or the CI leaves the Trust or is otherwise not able to fulfil their duties for period longer than 3 months - a replacement CI must be identified and authorised in order that the study may continue.  Any changes to the study CI must be notified to the R&D team and cannot come into effect until approved. Change in CI is always regarded as a substantial amendment and cannot be implemented until a favourable opinion has been received from the REC and authorised by the MHRA for CTIMP studies. You must at the earliest opportunity inform the R&D team at yhs-tr.research.governance@nhs.net and the CG Lead for research. R&D will liaise with the CG Lead for Research to identify a replacement CI and will inform the R&D Group requesting a change of CI. 


	2. Study Preparation
As study CI you are responsible for:
· Establishing the status of the study - CTIMP / medical device/interventional

· Writing the Study Protocol

· Writing / Compiling Patient Information Sheet, Data Collection Instruments etc.

· Writing / procuring Investigator Brochure or Summary of Product Characteristics [CTIMPs ONLY]

· Applying for Trust sponsorship via the R&D Group
· Completing and regularly updating the Risk Assessment 

· Securing adequate funding for the study 
· Notifying substantive employers of investigators of their participation
· Identifying and checking equipment to be used for study


	3. Patient population and the study protocol and procedures 
As the study CI you are responsible for ensuring that the study design and procedures are appropriate.


	4. Applications and Registration

As study CI it is your responsibility to gain the relevant regulatory approvals. This includes REC and/ or HRA approval and Clinical Trial Authorisation (CTIMPs only) or an MHRA letter of no objection (Medical Device Trials or TYPE A IMP trials only).
In order to avoid waste, information about research projects (other than those for educational purposes) is made publicly available before they start (unless a deferral is agreed by or on behalf of the Research Ethics Committee).

For clinical trials (CTIMPs, clinical investigations of medical devices, clinical trials of novel interventions or randomised clinical trials to compare interventions in clinical practice), not registering within six weeks of recruiting the first patient is a breach of approval conditions, unless a deferral has been agreed by or on behalf of the Research Ethics Committee.
As study CI you are responsible for registering your study on ISCTRN or ClinicalTrials.gov.



	5. Resources & contractual agreement 
As the study CI you are responsible for ensuring that adequate resources are in place to deliver the research study. This includes funding, staffing, infrastructure & contractual agreements. 


	6. Data protection and confidentiality requirements 
You must abide by GDPR, the Trust Information Governance Policies and all contractual obligations when communicating with the Trust staff, patients and external parties.


	7. The Study Team and delegation of duties
For each research study there must be a Study Management Delegation Log implemented to record all study staff members’ significant study-related duties. This log should provide a comprehensive list of study staff members and the duties that have been delegated to them by the CI.
As the study CI you are responsible for ensuring that those involved in the study conduct are clear about their roles and responsibilities, sufficiently qualified, experienced and appropriately trained to undertake the study duties. The GCP training requirements are outlined above (see point 1).

Please refer to R&D SOP/S25 for more details on providing and documenting training for research staff: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/sops-conducting-research-studies-within-york-trust-hospitals/


	8. Education, experience and training
When undertaking the role of Chief Investigator (CI) you must be able to demonstrate sufficient education, experience and training appropriate to the particular study on which you will be responsible for.  As a research CI for York and Scarborough Hospitals Investigator Site you must be medically qualified and must be employed by the Trust or hold an honorary research contract with the Trust. 
You will be asked to provide a current Research CV (signed & dated – please see the attached template) & evidence of training in Good Clinical Practice, unless we already hold one on our records or not required for the type of study.  

Clinicians acting as a CI on a clinical trial (studies involving investigational medicinal products or medical devices) must have attended the NIHR Good Clinical Practice (GCP) training within the past 3 years (as minimum),or be prepared to attend the NIHR GCP training prior to commencing their role of a study CI. GCP refresher training will be required at every 3 years, or more frequently if recommended by the R&D Department.  

Evidence of training in other areas may be required as appropriate (study specific procedures). 

GCP Training is not legally required for other types of research (i.e. studies which are not clinical trials of investigational medicinal products or which are not medical device studies). Members of the research team in such studies are expected to be qualified by education, training or experience but are not required or expected to undertake GCP training. Both the HRA and the MHRA advocate a proportionate approach to the application of GCP to the conduct of clinical research, and the appropriate training of staff involved.
As CI you must only delegate responsibility for aspects of the study to others where you are assured that they are able to undertake this role and qualified to do so by education, training and experience. 


	9. Study Conduct
As study CI you are responsible for the overall conduct of a research project. It is your responsibility to ensure it is done in accordance with the protocol, the Clinical Trial Regulations and / or Research Governance Framework and the terms of regulatory approvals. This includes:
· Ensuring the rights of individual participants are protected and they receive appropriate medical care whilst participating in the study

· Preparing Investigator Site Files for other study sites 

· Arranging Site Initiation at CI and all Participating Sites 

· Liaising with all involved support departments (e.g. pharmacy, labs) to ensure readiness at CI site 

· Appointing and ensure study appropriate training of research staff at CI site and PIs at Participating Sites 

· Ensuring all research staff at CI site and all PIs at Participating Sites are trained on the Protocol 

· Participating, with Monitor, in Site Initiation training 

· Ensuring consistent definition of source data across all study sites 

· Identifying Standard Operating Procedures to be used including any study – specific SOPs; put list in Trial Master File / Investigator Site Files 

· Managing any study – specific SOPs 

· Receiving progress reports and take any necessary consequential action


	10. Trial Master File (TMF)
As the study CI you are responsible for ensuring that a confidential record of the study is maintained. The study TMF must be set up & maintained throughout the study conduct and archived post the official study close out in accordance with the relevant Trust SOP.


	11. Amendments

As study CI you are responsible for writing amendments to the Protocol or other essential documents and applying for Sponsor permission for these changes. You are also responsible for obtaining approval or notifying amendment as required to MHRA (if applicable), REC and/or HRA. 

This includes undertaking an annual review/update of Investigators’ Brochure (IB) or an annual check on status of Summary of Product Characteristics (SmPC) [CTIMPs ONLY]. You must assess and consider implementation of any updates of RSI [CTIMPs ONLY],

You must notify all other involved staff (at CI and Participating Sites) about amendments, including updates of IB or SmPC


	12. Breaches to the study protocol and/or principles of GCP 
As the study CI you must ensure that any breaches in the study protocol and/ or GCP principles are documented and assessed for seriousness within 24hrs of becoming aware of it, and that suspected serious breaches are promptly notified to the study sponsor the relevant regulatory authority within specified timeframes. A serious breach is one which is likely to effect to a significant degree the safety or mental or physical integrity of the participants and/ or the scientific value of the study. Please refer to R&D SOP/S04 for breaches to GCP or study protocol: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/sops-conducting-research-studies-within-york-trust-hospitals/


	13. Adverse Events (including pregnancy) 
The safety of the participants is paramount and it is the study CI’s responsibility to ensure that mechanisms are in place to document and report AEs and other safety concerns in line with the study protocol.
It is the study CI’s responsibility to ensure that participating sites are trained on the requirements for the assessment of seriousness & causality of AEs and impact on patients safety and/or integrity of the trial data is assessed and reported. The CI must assess SAEs / SUSARs, unblinding if necessary. 
As the study CI it is your responsibility to Notify the MHRA (CTIMPS only) and REC of SUSARs within required timeframe. You must also notify all PIs at Participating Sites of SUSARs occurring on the study.  You may also be required to expedite reporting of SUSAR in active IMP to manufacturing authorisation holder (CTIMPs only).

If required you will also be responsible for implementing ‘Urgent Safety Measures’ and reporting these to the MHRA (CTIMPs only), the REC and the R&D Unit 


	14. Data Management
As study CI you are responsible for arranging database construction, ensuring appropriate data entry and ensuring appropriate analysis of data in line with approved DMP and SAP.


	15. Communication with R&D, Sponsor Representative, Sites and Regulatory Authorities
As the study CI you must ensure that appropriate arrangements are in place to maintain communication on an ongoing basis throughout the course of a study. This includes preparing and submitting Development Safety Update Reports on the study to MHRA and REC (CTIMPs), preparing and submitting Annual Progress Reports to the REC and preparing regular progress reports for the Sponsor as required.


	16. Research misconduct and/or fraud

The Trust R&D SOP on research misconduct must be followed; please refer to R&D SOP/S16 https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/sops-conducting-research-studies-within-york-trust-hospitals/


	17. Premature termination or suspension of the trial 
You must ensure Urgent Safety Measures or Safety concerns requiring a temporary or permanent halt to a study are communicated and implemented at sites immediately as instructed by the study sponsor; please refer to R&D SOP/S68: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/sops-conducting-research-studies-within-york-trust-hospitals/


	18. End of study
As the study CI you will be required to sign off study close out documentation and authorise archiving. You are also responsible for ensuring study records are appropriately archived and that archived documents are destroyed at the end of the retention period.

As CI when a study ends you need to notify the review bodies that originally gave approval for it. Once you have declared the end of study, and notified the relevant review bodies as described above, you may need to submit a final report of the research https://www.hra.nhs.uk/approvals-amendments/managing-your-approval/ending-your-project/

	

	19. Publication
As the study CI you will be required to prepare abstracts, posters, and publications. Drafts must be submitted to R&D Unit prior to external submission. Final versions should be forwarded to the R&D Unit for their records.  Any media release must be discussed and agreed with the R&D Unit and Trust communications team in advance.
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