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PI Declaration of Responsibilities (Form)
The review process is described in R&D/S14
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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
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	Insert Name of Principle Investigator   
	Insert R&D Reference Number   

	Insert Study Title   

	Insert Name of Sponsor   


Dear (Name of PI)
Thank you for expressing your interest in becoming a Principal Investigator for the above referenced study.
The 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.  Under the UK Policy Framework for Health and Social Care Research & Clinical Trials Regulations, the role of Principal Investigator (PI) has clearly defined and prescribed responsibilities. 

In this role you will be responsible for implementing the clinical components of the research project and will be accountable through the Trust clinical management structure for overseeing the conduct of the study in the Trust. 

In your PI role you not necessarily need to be involved in managing or directing the day-to-day conduct of the study, but must maintain oversight of the study and will be accountable to the Chief Executive and the Board of Directors for the conduct of the study.  

You will have direct responsibility for the care of research patients in the Trust; you may delegate some of your PI duties, however this must be documented on the Study Delegation Log with clear evidence that those who have been delegated duties, roles and responsibilities have been fully trained and accepted them.

The key responsibilities are outlined below for your review and acknowledgment – if you are happy to accept your role as the study PI please provide your signature along with today’s date as acknowledgment, thank you.
	Signature;
	
	Date;
	 

	Print Name;
	  
	
	


	The key responsibilities of a research Principal Investigator:



	1. Education, experience and training:

When undertaking the role of Principal Investigator (PI) you must be able to demonstrate sufficient education, experience and training appropriate to the particular study on which you will be leading on.  As a research PI 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.  

Clinicians wishing to act as a PI 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 PI. GCP refresher training will be required at every 3 years, or more frequently if recommended by the study sponsor or 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 – training proportionate the their role and responsibilities as documented on the study Delegation of Duties Log. 



	2. The Study Team and delegation of duties:

For each research study there must be a 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 PI.

As the study PI 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/


	3. The study PI’s oversight and absence:

If as the study PI you are absent and not able to fulfil the PI 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 PI cover for that period of absence and must ensure that the study team is aware; please inform the R&D at research.governance@york.nhs.uk. As the study PI 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 inform the R&D at research.governance@york.nhs.uk  and the CG Research Lead. R&D will liaise with the CG Lead for research and agree interim cover with the study sponsor. These arrangements must be documented in the study Investigator Site File.

A formally implemented change of PI will be required if the PI’s absence is greater than 3 months, or the PI leaves the Trust or is otherwise not able to fulfil their duties for period longer than 3 months - a replacement PI must be identified and authorised.  Any changes to the study PI must be notified to the R&D and cannot come into effect until approved. Change in PI 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 inform the R&D at research.governance@york.nhs.uk  and the CG Lead for research. R&D will liaise with the CG Lead for Research to identify a replacement PI and will inform the study sponsor requesting a change of PI. 


	4. Patient population and the study protocol and procedures – as the study PI you are responsible for ensuring that the study design and procedures are appropriate when applied to local settings and existing clinical pathways.



	5. Resources & contractual agreement – as the study PI you are responsible for ensuring that adequate resources are in place to conduct the research study. This includes funding, staff, infrastructure & contractual agreements – all of these are co-ordinated by the R&D Research Delivery Facilitators and confirmed with the study PI prior to the study being opened to recruitment locally. 


	6. Study Investigator Site File (ISF) – as the study PI you are responsible for ensuring that a confidential record of participation is maintained for all study participants. The study ISF must be set up & maintained throughout the study conduct and archived post the official study close out in accordance with the study sponsor instructions.


	7. Communication with the R&D, study Sponsor and Regulatory Authorities – as the study PI must ensure that appropriate arrangements are in place to maintain communication on an ongoing basis throughout the course of a study.



	8. Assessment of Eligibility criteria – as the study PI you are responsible for ensuring that assessment of inclusion & exclusion criteria to enter the study is carried out by clinicians (as documented on the study Delegation Log), and documented evidence of this exists for each of the study patients. It is not acceptable for a Research Nurse to be signing/confirming assessment of eligibility criteria for clinical trials (trials of investigational medicinal products/CTIMPs) - neither in patients’ notes/CPD or in the study Case Report Form/ or electronic CRF (this constitutes a breach to GCP and Clinical Trials Regulations).


	9. Informed Consent – As the study PI you are responsible for ensuring that all study participants have freely given consent for their participation in the study and were provided with detailed information about the aims & objectives of the study, risks, benefits & any alternatives. Evidence of the consenting procedures must be documented in patients’ medical notes and within the study ISF. 



	10. Randomisation (where applicable) – As the study PI you are responsible for ensuring that randomisation and unblinding procedures are in place, tested and followed throughout the study conduct, including arrangements for out of normal working hours cover if code break procedure is needed to be used in emergency situations.


	11. Source data records (CPD/medical records) and documenting protocol compliance throughout the conduct of the study – As the study PI you must ensure that documented evidence for oversight of protocol compliance is present in patients’ medical records and in the study ISF. There is a variety of methods that can be used for documenting medical oversight for research participants, including reviewing and signing eligibility forms, documented review of laboratory tests and safety data, signed letters/entries in patient notes (CPD), notes of meetings where decisions and discussions have taken place, documented review of study data and/or data queries, key email communication retained and filed. The study patients’ records on CPD should be clearly marked to indicate that the patient is enrolled in a research project (Drug Trial Flag added) and an ongoing record of participation in the study is maintained &  available for other clinical professionals to review/or request more information if required.



	12. Data protection and confidentiality requirements – you must abide by GDPR and the Trust Information Governance Policies when communicating with the Trust staff, patients and external parties involved in the conduct of the study.



	13. Breaches to the study protocol and/or principles of GCP – As the study PI you must ensure that any breaches in the study protocol and/ or GCP principles are assessed for seriousness within 24hrs of becoming aware of it, and that suspected serious breaches are promptly notified to the study sponsor and the R&D. 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/


	14. Adverse Events (including pregnancy) – it is the study PI’s responsibility to ensure that assessment of seriousness & causality of AEs  is carried out by medically qualified staff and impact on patients safety and/or integrity of the trial data is assessed and reported. It is not acceptable for a Research Nurse to be signing/confirming assessment of AEs - neither in patients’ notes/CPD or in the study Case Report Forms/electronic CRFs (breach to GCP and Clinical Trials Regulations). All AEs must be followed up & reports submitted till the event is resolved or till a decision is agreed with the study CI/study sponsor for follow-ups to be stopped. The safety of the participants is paramount and it is the study PI’s responsibility to ensure that mechanisms are in place to document and report AEs and other safety concerns in line with the sponsor’s requirements.


	15. Health & Safety of the study related procedures – As the study PI you are responsible for ensuring that the study investigational medicinal product (IMP) is stored and dispensed via the Trust Pharmacy or by other mechanism authorised by Pharmacy. Equipment used for the study is compatible with the equipment used by the Trust, checked, calibrated, serviced and approved by Medical Engineering. Human tissue samples are handled and processed as approved by the Laboratory Medicine staff and the study sponsor. 



	16. The study specific assessments, visits and data collection – As the study PI you are responsible for ensuring that the study data collection is accurate, complete and collected in line with the stud protocol; any data queries must be responded to in timely manner.



	17. 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/


	18. Amendments to the study protocol and/or related documents -  As the study PI you are responsible for confirming implementation of amendments locally (review and confirm if the proposed changes are appropriate and can be accepted when applied to local settings and existing clinical pathways).



	19. Premature termination or suspension of the trial - Urgent Safety Measures or Safety concerns requiring a temporary or permanent halt to a study must be implemented 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/


	20. Monitoring/audit visits and/or inspections – As the study PI you must be able to attend meetings with the study sponsor’s representatives as requested, and must be available for inspection visits from regulatory bodies.  



	21. End of study – As the study PI you will be required to attend the end of study visits (where applicable), sign off study close out documentation, and authorise archiving. 
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