Co-ordinated System for gaining NHS approval Process (CSP) guidance for researchers
About

NIHR CSP has been developed as a result of the Government NHS R&D strategy “Best Research for Best Health”. It is coordinated through the NIHR CSP Unit and locally through the 25 Comprehensive Local Research Networks (CLRNs). Currently, CSP is only available to studies that are eligible for the NIHR Clinical Research Network Portfolio.

In order to check whether your study is eligible for adoption into the portfolio please contact the R&D Office for guidance or view the following web page: http://www.ukcrn.org.uk/index/clinical/portfolio_new/P_eligibility.html 
Submitting to CSP

Once you access Integrated Research Application System (IRAS) and create a new project, you will be asked a number of questions to determine to which bodies you need to apply. If your study is being conducted in England and the Chief Investigator’s NHS organisation/Higher Education Institute is in England then you can seek to gain NHS permission via NIHR CSP only for Portfolio studies at this stage. If you have an R&D office you should make them aware of your study.

If you want to use NIHR CSP you will be asked to complete a Portfolio Adoption Form (PAF). Whilst you are awaiting confirmation that your study is potentially eligible to enter the NIHR Clinical Research Network Portfolio (which only takes a short time) you can continue to complete other forms within IRAS, ready to submit for approval.

If your study is automatically eligible or potentially eligible to be included in the NIHR Clinical Research Network Portfolio, data entered into IRAS will be automatically transferred through NIHR CSP for review. 

If your study involves more than one research site then, just as you do at present, a Site Specific Information (SSI) Form for each site should be submitted via IRAS. The SSI form should be completed and submitted by the local investigator and will transfer automatically to the appropriate Comprehensive Local Research Network (CLRN). 

If your study is identified as potentially eligible during the initial stages of NIHR CSP, but subsequently is not adopted onto the NIHR Clinical Research Network Portfolio, then any governance checks already carried out will be passed on to the NHS Trust by the CLRN to avoid duplication of work.

NIHR CSP governance checks
Governance checks are a standard set of checks undertaken as part of NIHR CSP to ensure that studies meet the requirements of the Research Governance Framework and other applicable regulations. Governance checks are undertaken by the CSP Unit and CLRNs. For each study one CLRN is nominated to be the Lead CLRN (usually the CLRN where the Chief Investigator is based).

The CSP Unit and the Lead CLRN carry out the ‘global’ governance checks. These are the checks that only need doing once for a study. These checks are based on information submitted via IRAS, approval letters from NRES and other regulatory bodies. 

Each participating CLRN undertakes ‘local’ governance checks for each participating NHS organisation (e.g. whether the pharmacy department can undertake the study). These checks are based on documents submitted for the global review, the SSI Form and discussions with staff in participating NHS organisations. In addition, each CLRN facilitates the contracting process and ensures that Honorary Research Contracts are in place, where appropriate. 

 

Gaining NHS Permissions
For each participating NHS organisation, once all the governance checks are complete, the study enters a quality assurance process which ensures that all these requirements are fulfilled. This is undertaken by either the CSP Unit (for multi-site studies across more than one CLRN) or the Lead CLRN (for single site studies or multi-site studies where all sites are in one CLRN). This process takes a maximum of seven days. 

A Governance Report is generated for each NHS organisation which summarises the governance checks completed and the documentary evidence used to undertake the checks. This report is required by NHS organisations to confirm NHS permission for the study to proceed. An email is sent to the Chief Investigator and the NHS organisation is asked to issue a letter of NHS permission within 21 days. This letter will be sent directly to the Chief Investigator.
