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Costing Considerations for NHS Research Sponsored by the University of Leicester
Quick Checklist:
☐ Researcher is substantively employed* by the University of Leicester 
☐ UoL has been identified as the Sponsor
☐ Involves NHS organisations (GP Practices, NHS Trusts)
☐ Single-centre or ☐ multi-centred
☐ CTIMP (drug) study – please contact rgosponsor@le.ac.uk – the Early Contact Questionnaire for CTIMPs and Medical Devices will also need to be completed
☐ Medical Device study – please contact rgosponsor@le.ac.uk – the Early Contact Questionnaire for CTIMPs and Medical Devices will also need to be completed
☐ Involves human tissue samples – considerations are detailed below
☐ NIHR grant award to be transferred to UoL**

*UoL will only sponsor research where the researcher is substantively employed by the UoL. If they are not substantively employed by the UoL, the researcher will need to contact their employing organisation. There are exceptional circumstances where the UoL may sponsor a researcher if they are not substantively employed by the UoL, but this is assessed on a case by case basis; the Pre-Award Contracts Manager and RGOsponsor@le.ac.uk must be contacted.  
**UoL will not sponsor research where the grants are awarded to another University. For example, NIHR grant applications that have been costed via a Trust and have detailed for funds to be transferred to another university instead of UoL and have not involved UoL during these discussions. 
BUDGET:
Costs to consider on funding application for NHS research Sponsored by the University of Leicester (to add to the Lucre Costing and to the application budget).

Sponsor related costs
· Monitoring costs (drug and device studies) – please contact rgosponsor@le.ac.uk
· Drug or Device study – please contact rgosponsor@le.ac.uk
· Insurance - If your research involves sites outside the UK or a non-UK sponsor, there may be insurance implications
· For commercially funded studies, £2,000 per sponsorship application processed 
Regulatory costs (applicable to Drug and Device studies that require MHRA approval)
· MHRA CTIMP Costs including amendments (section 8 of webpage)
· MHRA Device costs including amendments (section 9 of webpage)
Other Regulatory costs 
· ARSAC costs including amendments
· HRA’s Pharmacy and Radiation Assurance
University research related costs
· Staff costs, always check with the college team for clinical salary scales
· Devices/equipment to be provided to sites (specialist equipment servicing e.g. microtome)
· Archiving (this is for the storage of all study-related documents; they can be stored on University premises (at no cost) or off site via companies such as store-a-file (costs associated) 
· Licence for validated questionnaires
· Human Tissue-related costs:
· Storage of samples both in the short term  and long term
· Freezer servicing and/or freezer monitoring
· Sample tracking (i.e., open specimen) 
· Identification of a location for any freezers/equipment purchased for the study
· Sample access charges (specifically where samples are accessed from Research Tissue Banks)
· Courier costs for the transfer of samples
· Purchasing software that is not University owned
· UoL Clinical Trial Unit (Leicester CTU): a separate Lucre costing should be prepared with the Leicester CTU team for their specific costs
External Vendors – (seek quotes from external vendors (collaborators/services providers) - include VAT to costs for services)
· External Clinical Trials Units (CTU)
· Contract Research Organisations (CRO)
· External laboratories for sample analysis (costs for samples being analysed by external collaborators/service providers) - remember to include VAT to any costs for services
· ***Drug and manufacturing activities, which includes: 
· packaging
· labelling
· randomisation
· over-encapsulating or any other manufacturing activity
· matching placebo provision
· QP release
· Importing into the UK
· Transfer/shipment to sites
· Data analysis
· Randomisation services
· Validated database, including data management
***The UoL and most NHS Trusts are unable to provide these services, they require special licences (called a “Manufacturer’s Authorisations for Investigational Medicinal Products (MIA(IMP))”) and certified individuals to perform these activities. These costs can be extensive and you must be prepared to go through the tender/procurement process in order to identify a suitable service provider.  

NHS related research costs **** (the below list is not exhaustive)
To ensure the research is appropriately costed, the Principal Investigator is responsible for liaising with the NHS lead site and NIHR CRN to cost the NHS-related aspects of research.
****A quote provided by the lead NHS site is required for these costs (please contact the NHS lead site)
· NHS Staff costs to deliver the research 
· Are there any NHS staff involved in the research? For example, Clinical staff, clinical support staff, research nurses etc.
· If your research is multi-site, this will need to be multiplied for the number of sites
· Usually, staff costs are costed at the middle of the band or grade, the NHS lead site will be able to provide these details
· Archiving (this is a one off cost per site), please refer to the Research Records Retention webpages for guidance about how long your study documents should be archived for
· Database/CRF completion/SAE reporting
· Administrative consumables: printing, postage, stationery 
· Clinical consumables: syringes, blood bottles etc for human tissue collection
· Pharmacy: support/reimbursement of hospital drug supplies, please attach quote 
· Imaging: Costs of study procedures (X-Rays, MRI, PET Scans, ECG etc) x number of participants x number of visits, please attach quote 
· Medical Physics: support, please attach quote 
· Pathology: laboratory support, please attach quote
· Reimbursement for the collection, storage, using NHS consumables and transfer of samples, please attach quote
· Translation services: please attach quote 
· Counselling: please attach quote 
NHS Premises/equipment 
· Are there any specific requirements to use certain areas and/or equipment owned by the NHS? If yes, please check if there are associated costs to use the area/equipment
Other Patient related costs
· Patient refreshments
· Travel and parking expenses (it is best to budget for and state a maximum per participant, whether this is per visit or for the study as a whole)
· PPI involvement
· Payments to PPI members/participants – special consideration about how PPI members/participants will be paid needs to be made. There are complicated rules and restrictions regarding how much and how often a person can be recompensed for their time. You must seek advice from your departmental finance administrators.

Participating Information Centres /GP practices will require funds to complete a database search to identify potential participants (under no circumstances should the research team be identifying participants, this activity is undertaken by the clinical care team who have legitimate access to records before consent).  
If your research involves accessing NHS digital to link data, there is a charge for this, please refer to https://digital.nhs.uk/services/data-access-request-service-dars

Please note, please make it clear to the grants support office if any of the proposed NHS research activities will be conducted by staff personnel who will be receiving salary costs or if site(s) will be receiving as per participant fees




Who to contact to cost NHS related costs and prepare the SoECAT form
NIHR Clinical Research Network, SoECAT form & Portfolio Adoption
For all grant or investigator led applications, you are responsible for contacting  the NIHR CRN Study Support Team regardless of whether it will be adopted or not. The most effective and accurate way to calculate these costs is to use the NIHR SoECAT excel spreadsheet (this stands for, ‘Schedule of Events Cost Attribution Tool’ and helps to separate all the costs into Excess Treatment Costs (ETCs), Service Support Costs (SSCs) and Research Costs (RCs)).
Excess treatment costs are care costs that would continue after the study has ended. Further details about excess treatment costs can be found here. Please contact the CRN as soon as possible as they require a minimum of 10 working days to review the SoECAT form.
The government have provided information about attributing the costs of health and social care research:
· Attributing the costs of health and social care research and development (AcoRD)
· Annex A: list of common research activities attributed to the research costs, NHS treatment costs and NHS support costs
The CRN may also be able to provide SSCs, these are usually screening, consenting patients etc. 
· em.rrdn@nihr.ac.uk 
Early engagement with the CRN is strongly encouraged, please ensure that you allow a minimum of 15 working days.
If the lead NHS site is not the UHL NHS Trust, please refer to the NIHR Clinical Research Network webpage to identify the correct study support team who will help you with the completion of the SOECAT form. Please liaise with the lead NHS site for that area too.
Details on how to complete the SoECAT form can be found here.
Please also check that the study is eligible for portfolio adoption. For investigator led studies where there is commercial funding, these are sometimes adopted onto the portfolio but limited services are available in relation to service support costs, therefore you are responsible for checking if staff need to be employed at the NHS site(s) in order to deliver the study.
SoECAT form: A signed SoECAT form and confirmation from the lead NHS organisation that the study has been costed appropriately are required for all grant applications. The SoECAT will be included as an attachment to your grant application to the funder but the SoECAT isn’t part of the budget requested. You must request all the research costs required to perform clinical studies to the funder.
Any research activities not listed within the ‘List of Activities’ tab within the SOECAT form, can be added manually within the Non-tariff costs.
NIHR funded studies will attribute research costs A and B
Charity Affiliated funded studies will attribute research costs A
NHS Research and Innovation Office
To ensure clinical research applications are appropriately costed, investigators are responsible for liaising with the NHS lead site and NIHR CRN to cost the NHS related aspects of the research. 
Both organisations must be contacted prior applying for funding for clinical research involving NHS research related costs. 
In the first instance, please contact the Lead NHS R&I Office. If the Lead NHS site is University Hospitals of Leicester NHS Trust, you must contact the UHL’s Research and Innovation office, contact details are:
· uhl-tr.researchandinnovationadminmailbox@nhs.net and uhl-tr.researchfinancemailbox@nhs.net 
Please arrange a meeting to discuss the requirements and to make sure that the appropriate departments (pathology, imaging, pharmacy, medical physics etc) have been contacted to provide quotes. 
NHS Research costs increase: if your grant is awarded and the study will start in a year or 2 years’ time, the costs may have increased. Therefore, you must check with the NHS organisation about future costs.
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