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API Email – Guidance & Declaration
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&I Department’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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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&I Department 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&I Department website: www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
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	This SOP will normally be reviewed at least every 3 years unless changes to the legislation require otherwise
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{To include Research CV template}

Dear {add recipients name}

I hope this email finds you well. I wanted to take a moment to extend a warm welcome as you step into your new role as the NIHR Associate Principal Investigator (API) for the {name of study} study. 

We're excited to have you on board!
To help you navigate your new responsibilities effectively we have provided the following guidance. 

We also ask that you complete an R&I Declaration of Responsibilities in undertaking the NIHR API Scheme. Please follow the instruction on how to do this towards the end of this email. 

1. Make an account on NIHR Learn using your NHS email - https://learn.nihr.ac.uk/course/view.php?id=1121
2. Visit the following link for information about how to register for the NIHR API scheme: Associate Principal Investigator Scheme. Make sure you receive an email from the NIHR confirming that you are accepted onto the scheme.
3. Complete Good Clinical Practice (GCP) training via “NIHR Learn” Good Clinical Practice (GCP) | NIHR
We ask that you attend NIHR Introduction to GCP training  session or have done so within the past 3 years prior to commencing activity with participants. This can be through attendance at a face-to-face NIHR endorsed GCP session or through completing it online via e-learning. Going forward GCP training is transferrable to any study you support and will only require refreshing/updating every 3 years or, in rare circumstances, more frequently if recommended by the study Sponsor (GCP Refresher training session). Please provide the local R&I Research Delivery Team with a copy of your certificate upon completion.
4. Complete a Research CV (please see the attached template)
We ask for you to complete and provide the local R&I Research Delivery Team with your current wet ink or e-signature signed and dated Research CV which outlines key experiences and the date of your GCP training, unless you have already provided us with this previously.  

5. Signature on the Study Delegation Log.

For each research study there must be a Delegation Log implemented to record all staff members’ significant study-related duties. As the API you must ensure the Principle Investigator (PI) signs you onto the delegation log with appropriate responsibilities allocated prior to commencing activity on the study.

6. Completion of Study related Training.

For each research study there may be study specific training. This training will be directed by the Study Sponsor and may include reading the study protocol, attending an Site Initiation Visit (SIV), or completing electronic data capture training. Please ensure you record this training as directed.
7. For non-medical staff - complete Research Participant Consent Training (required only for non-medical staff who intend on completing the Informed Consent process with participants).
NIHR Consent training can be booked via the following link Good Clinical Practice (GCP) | NIHR. This may be face to face or online. Please provide the local R&I Research Delivery Team with a copy of your certificate upon completion. You will also be required to complete the Trusts online Consent training for non-medical staff which can be found on the Trusts Larning Hub. In addition, we will require you to review and work towards the R&I Competency and Assessment document with a view to being signed off as competent by one of our Senior Research Nurses (SRNs). The “Competency Record and Assessment for Non-Medical Research Staff” document can be obtained from the SRNs as well as any further support with this activity. The SRNs can be contacted on their joint inbox yhs-tr.SeniorResearchNurse@nhs.net and will be happy to help.
8. Make contact with the Research Delivery Team with a view to meeting regularly to support the delivery of the trial. The Research Delivery Team can be contacted via {insert research delivery team email- joint inbox where available}
Associate PI Declaration

If you are happy to accept your role as the API for the above noted study please can you respond to this email copying the following text as acknowledgement:
As the formally appointed NIHR Associate Principal Investigator (API) for the {name of study} study conducted in York and Scarborough Teaching Hospitals NHS Foundation Trust, I can confirm that I am fully aware of my responsibilities and will undertake all required associated training as outlined above.

I am responsible for undertaking all mandated activities outlined in the NIHR API checklist within the times specified including but not limited to; regular screening/checks for participants, facilitating recruitment and/or consenting participants, presenting the study and engaging with relevant departments, attending relevant study meetings, and regularly engaging with the PI and Research Delivery Team. I will conduct these activities in line with GCP, GDPR and in addition, for CTIMP or early device studies, the Medicines for Human Use Clinical Trials Regulations (MHRA).

If for any reason I am not able to complete the NIHR API Scheme in full and wish to withdraw I shall ensure that the PI, R&I Research Delivery Team and Local R&I NIHR API Champion are aware as well as informing representative at the NIHR Associate PI Scheme.
Kind Regards,

{insert name}, NIHR API Champion on behalf of R&I
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