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Who may use the NICRF?

The NICRF is available to any researcher with a study that has received ethical approval and, if applicable, management and MHRA approval/authorisation.
What sort of studies may be conducted in the NICRF?

Any form of human research may be conducted in the NICRF including observational, interventional and epidemiological studies. 

Several different categories of study will be accommodated:

Category A – Pilot studies with limited or no funding for which pilot charges will be levied.  Pilot studies must satisfy the following criteria:

· The study will consume < 2 hours per week of consultant time (or other staff time to equivalent value).

· The study can feasibly be completed within 6 months of its start date. Start date is defined as the date of the first patient visit or equivalent marker.

· The study will consume < £5000 in direct support costs.

· The study will involve <50 patient visits / samples.
Category B – Non-Commercial grant funded projects for which non-commercial fees will be charged.
Category C – Projects initiated by a commercial organisation & for which full cost recovery is expected.
How to apply to the CRF

The NICRF Staff Manager should be contacted (on the details provided below) at the earliest opportunity to discuss study requirements and use of the facility. 
Julie Wilson, Staff Manager, NI Clinical Research Facility U Floor, Belfast City Hospital, Belfast Health & Social Care Trust, Lisburn Road, Belfast, BT9 7AB.

Tel: 02895040342. Email: NICRF@belfasttrust.hscni.net
If initial discussions with the NICRF Staff Manager do not raise feasibility concerns the researcher can proceed to complete the NICRF Access Application Form providing the following information:

· contact details

· study title and funding source

· details of ethical, management and MHRA approval/authorisation if applicable

· start and end dates

· expected NICRF resource utilisation including space, staff, equipment and consumable use.

The NICRF Access Application Form and supporting documentation will be reviewed internally by a group that will convene fortnightly.  If approval is granted the researcher will be asked to complete and sign a Service Level Agreement that will detail:

· level and extent of resource provided by NICRF

· agreement that all external staff will undergo NICRF induction training and will provide documentary evidence of current GCP training and, if appropriate NHS Honorary Contract

· acceptance of NICRF SOPs

· agreement to acknowledge NICRF in any publication

· account codes for NICRF charges.

In certain circumstances, this group may grant provisional study approval. Any provisional approval issued will clearly stipulate the requirements to be fulfilled in order for full approval to be obtained.  All approvals and paperwork must be in place before a study begins.
NICRF Governance Checks

Before a study can commence in the NICRF copies of the following documents must be provided to the NICRF Staff Manager:
· Final Study Protocol

· Final Participant Information Sheet(s)
· Copy of the HSC Trust R&D approval letter 
· Study Log
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