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versio 9

Information to SPG on studies to be performed at TPC (See instructions on p. 2-3)
Study title: 
Study acronym: 
Date of SPG handling:
Review round:
	1
	Summary 


	2
	Investigators, other personnel 


	3
	Study / Study subjects (a) number, b) power calculation in clinical and animal studies, c) recruitment plan, d) plan for initial evaluation of first scans, e) study risks)



	4
	PET tracers, availability of tracers


	5
	Scanner(s) 


	6
	Scanning details of all scans incl MRI if scanned at TPC (a) Number of scans and details of scanning time (including positioning and transmission) by tracer and doses, b) blood sampling (activity, metabolites), c)scanning code d) data analyses and modelling). 


	7
	Dosimetry and ethical issues (date of TPC physicist’s calculation on radiation burden for this study, result of the calculation)



	8
	Quality Assurance (QA) issues (procedures that are not performed in routine at TPC, dates of latest GMP/GCP training of study personnel)



	9
	Approval status (EC, Fimea, hospital, animal ethics permission approval dates)


	10
	Intellectual Property (IP) issues 


	11
	Suggested schedule


	12
	Clinical studies: Biobank samples: Consent for Biobank samples will be sent or given to subjects (and mentioned in the study informed consent form)

Yes            /No         if no, give reasoning



	13
	Budget/Financing for study in PET centre: State total. Give details on App 5.


	14
	Contact persons (names, e-mail addresses, phone numbers):

PI: 
Practical study questions and scheduling emails from PET-ERP:
Monetary transactions:



In 2nd round, please enclose also Study details Excel sheet (Appendix 5), for scheduling.
Instructions for information to be given to SPG
On round 1, information can be less detailed and even missing. It is recommended that studies are reviewed at SPG at an early phase, to be enriched by ideas and recommendations given by SPG.
Study title: Give the full title of the study.
Study acronym: Give a short acronym for the study that will be used in e.g. PET scanning schedules that are public.
Date of SPG handling: Give the date of the meeting where the study will be presented

Round 1 / 2 (delete as applicable): See above. State here whether this is the first or the second round of review by SPG.

1. Summary: Describe the study rational, prestudy hypothesis, design etc. Maximum length of summary is one page.
2. Investigators: Give names and roles and organization if not TPC of e.g. Principal investigator (required), PET investigator, clinical investigator, analyser of tracer metabolites as applicable, data modeler and analyser, possible outside participants/partners, study nurse (recommended in clinical studies involving other than routine scans). State in a role of a person who will perform data analyses (and modelling, as needed).
3. Study/ Study subjects: a) Number: For non-clinical studies, give the number of syntheses/scans/animals required. For clinical studies, give number(s) of study subjects of separate populations, as applicable. 
b) Include power calculation in clinical and animal studies – an example template for power calculation is available in PETintra/Quality Documents/Printable Documents/Kliininen tutkimus (SOP7501-SOP7506)/SOP7502/power calculation. 
c) Recruitment plan: Describe how subjects will be recruited (e.g. advertisements, by clinical investigators)
d) Give a plan for initial evaluation of first scans. This is required for studies involving new methods and complex studies. Pilot study may be considered. 
e) Study risks: What aspects of the study may constitute a risk for the performance of the study in the suggested schedule (recruitment, tracer availability, investigator availability…).
4. PET tracers, availability of tracers: Name the tracers to be used and if they are available without updating of syntheses methods.
5. Scanner(s): Name first choice and optional PET, PET-CT and PET-MRI scanners, as appropriate
6. Scanning details of all scans incl MRI if scanned at TPC: Give the following information, as appropriate, on different scans separately and remember all study scans that are performed at TPC. a) Number of scans and details of scanning time (including positioning and transmission) by tracer and tracer doses (with min & max values if applicable), b) blood sampling (activity, metabolites), c) scanning code(s) d) data analyses and modelling (how). 
In 2nd round, enclose Study details Excel sheet with 3 worksheets; template available in PETintra/Quality Documents/ Printable Documents/Kliininen tutkimus (SOP7501-SOP7506)/SOP7502/Appendix 5
7. Dosimetry and ethical issues. Give the date of TPC physicist’s calculation on radiation burden for this study and the result of the calculation in mSv.
8. Quality Assurance (QA) issues: Describe required procedures that are not performed in routine at TPC, e.g. required extra phantom scans with cameras, extra QC in radiochemistry and/or scanning. Give dates of latest GMP/GCP training of study personnel as appropriate.
9. Approval status: Give approval dates if available for EC, Fimea, animal ethics permission and organisational (TYKS) approvals, as applicable, or state which permissions/opinions are pending or to be applied for.
10. Intellectual Property (IP) issues, agreement(s): State whether the results of the study belong to the researchers or a (commercial) sponsor, and if agreement with such a sponsor has been signed. NB. Some tracers have IP issues, i.e. their license belongs to a company or a university and specific agreements and/or reporting requirements may be involved.
11. Suggested schedule: Give schedule in which the study can realistically be performed.
12. Clinical studies: Biobank samples: It is recommended that all clinical study subjects receive the Auria Biobank consent form. For the sake of clarity to subjects, the Biobank consent should also be mentioned in the informed consent form of the study and the request thus included in the Ethics Committee review.
13. Budget/Financing for study in PET centre: Give total costs to be paid by the project for PET Centre here and more detailed costs in Appendix 4 table, i.e. scanning costs, etc. In each column header, state the item (e.g., ‘18F-FDG PET-CT’). N.B. Costs of MRI scans should be shown in the MRI column (can be copied, as needed) and preclinical studies in the preclinical table (20% payment calculation does not apply to these).
14. Contact persons: Give names, e-mail addresses, phone numbers for
- PI
- the person for practical study questions and the one who receives automated scheduling emails from PETERP, and 
- person for monetary transactions who confirms invoicing from TPC
Include attachments (available in PETintra/Quality Documents/ Printable Documents/Kliininen tutkimus (SOP7501-SOP7506)/SOP7502/:

· Appendix 4 Budget table, Excel sheet 
· Appendix 5 Study details Excel sheet with 3 worksheets (in 2nd round, for scheduling purposes): 1st worksheet describes how scans will be performed, 2nd describes how the day when the scans are performed should be scheduled, 3rd how the whole study should be scheduled (intervals between study days etc if more than one scanning days/subject)
















