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Research involving PET/CT imaging undertaken at InHealth’s mobile facilities

1. Entry phase 

1.1 Interest in a research study which will require PET/CT imaging is expressed to the NHS Trust. IHMI may also make the Trust aware of potential research trials that come to the notice of its staff.  

1.2 The prospective researcher must contact the IHMI operations team to check that the research can be performed on the IHMI mobile scanner at the site requested by the researcher.

1.3 The prospective researcher registers the trial proposal with the Trust’s Research Department who will inform the Trust’s Medical Imaging and Medical Physics (MIMP) research coordinators. 

1.4 The prospective researcher must provide IHMI with contact details for the Principal Investigator, Trust’s research department, The Trust’s Medical Imaging and Medical Physics research coordinators.

1.5 The Principal Investigator is provided with contact details for IHMI’s Research Coordinator and regional operations manager and provides details of the proposed research trial to IHMI’s  Research Coordinator. 

1.6 IHMI Research Coordinator sends technical details to the InHealth MPE and RPA to check that InHealth can comply with the trial from a radiation protection and QC point of view.

1.7 IHMI’s Research Coordinator provides the NHS Contract Manager and SME Consultant, the Trust and IHMI with the research proposal from the prospective researcher and all agree on preliminary acceptability. 

1.8 The Contract Manager for the NHS presents the research proposal to the Contracts Management Board (CMB) for approval in principle.

1.9 On the basis of the information provided by the researcher, IHMI assesses whether:

· the facilities at the PET/CT centre meet the requirements of the study. 

· it will it be possible to accommodate the required number of research scans without compromising the National Contract.
· the project is acceptable within the Contract (in discussion with the NHS Contract Manager and SME). 

· the scans form part of the routine clinical management of the patient in order to determine the funding pathway (in discussion with the local ARSAC certificate holder,proposed ARSAC certificate holder for the research and the DH/NHS)

· any non-standard, trial specific arrangements and processes (e.g. quality assurance, the image / data transfer process, the image reading and reporting facilities and process required etc)local clinical support will be required.

Based on this assessment, IHMI will establish a fixed cost per procedure / scan, to include: QC costs (reflecting IHMI effort and where IHMI will provide QC, and including the cost of any trial specific equipment), radiopharmaceuticals, staff time, scanner time, non-standard data processing etc.

1.10 Where relevant, discussions and agreement on IPR (Intellectual Property Rights) are concluded between the Researcher, the DH/NHS, IHMI (Contracts Manager) and the Trust. 

1.11 Where not covered by existing arrangements, CNST and Insurance arrangements are agreed between all parties. 

1.9 IHMI approach the Trust to obtain Trust-specific costs, for example, reporting fees, ARSAC certificate application.

2.0 IHMI provides the Researcher with a total fixed cost including the individual scan costs provided by IHMI plus Trust costs.

2. Approvals

2.1 The Researcher provides confirmation that the costs are acceptable, that appropriate funding is in place and identifies the source of funding.

2.2 The Trust’s Clinical Radiation Expert, MPE and RPA provide any scientific input required for the completion of the Ethics submission.  IHMI will provide details of equipment etc if required.
2.3 The researcher submits the proposal for Ethics and Research and Development approval.  
2.4 The proposed research ARSAC certificate holder summit an application to ARSAC with input of the research RPA and MPE.  IHMI will require the application to obtain a signed part C.  Part C needs to be signed by 2 Cyclotron QPs, IHMI MPE,IHMI RPA, IHMI Physics expert and IHMI clinical lead.

2.5 The IRMER practitioner, research RPA and MPE submit other authorisations that may be required (this may proceed in parallel with the Ethics submission).

2.6 The Principal Investigator provides IHMI’s Medical Director and Research Coordinator with finalised research proposal and ethics approval. 

2.7 The Practitioner provides IHMI’s Medical director and Research Coordinator with ARSAC Certificate for research trial.
2.8 IHMI MPEs and RPA are provided with a copy of the lead MPE and CRE assessment from the Ethics submission.
2.9 The Principal Investigator and ARSAC certificate holder signs the IHMI radiation research form to assure that the doses to the patient comply with the ones quoted in the ethics approval.
2.10 The ARSAC certificate holder provides delegation letters to IHMI for ordering radiopharmaceutical and administering radiopharmaceutical.

2.11 IHMI Research Co-ordinator submits finalised research proposal details together with Ethics approval and ARSAC acceptance to the NHS Contract Manager who facilitates official sign off by the Contracts Management Board and if necessary the Clinical Sub Group.

2.12 Confirmation of CMB approval (e.g. ethics, ARSAC etc) is made available to all.  

3. Pre - “go live” steps

3.1 IHMI and the Trust confirm & agree a form of coding suitable for the DH/NHS to bill appropriately (where applicable).
3.2 IHMI clinical lead and regioanl operation manager will liaise with the ARSAC certificate holder  and the Researcher to ensure that any additional processes or training identified by IHMI in its assessment (outlined earlier) required by the research trial are in place and are performed.  These might include non-standard imaging protocols, reporting, training of local staff, data-flow or archiving as mentioned above.   

3.3 Agreement will be reached between IHMI and the Researcher, in liaison with the Trust, as to how much prior notice will be required to ensure that the appropriate scanning slots can be made available, and on the process by which scans should be booked. Access to the scanner for research trials will be managed accordingly by PRC in liaison with IHMI PET Specialist, Unit Manager and Researcher.

3.4 The trial is opened to recruitment.

4. Go live

4.1 Referrals for the trial will be received initially by the Trust and appointments will be made by IHMI’s Patient Referral Centre (PRC). 

4.2 Appointments will be booked according to the agreed process (see 3.3).
4.3 Patients are booked as per above process, scanned and then coded. 

4.4 IHMI returns patient images for reporting as required by the study protocol.

4.5 All data required by the researcher are forwarded in an appropriate format and according to agreed timescales.   

4.6 IHMI will hold details of the patients scanned under the specific research project.  It is, however, the responsibility of the ARSAC holder to maintain records demonstrating compliance with the research ARSAC certificate, in particular that the number of patients recruited and the number of investigations per patient has not been exceeded.

4.7 DH/Trust bill appropriate body based on above agreed coding and process.

Contact details:

IHMI PET/CT research coordinator

Vicki Major

Tel: 07825 528534

Email: vicki.major@inhealthgroup.com
IHMI Medical Director

Dr Sarah Wilson

Tel: 07932 445868

Email: sarah.wilson@inhealthgroup.com 
IHMI Operation Director

Jonathan Gifford

Tel: 07826 913558

Email: jonathan.gifford@inhealthgroup.com 
IHMI Southern Regional Manager (Maidstone to Plymouth) 

Sally Albon

Tel: 07825 891846

Email: sally.albon@inhealthgroup.com
IHMI Northern Regional Manager (Nottingham to Basildon) 

David Griffiths
Tel: 07826 913559

Email: david.griffiths@inhealthgroup.com 
