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Aim of the session

To have knowledge of:
A Trent CLRN delivery model for CSP
A Studies eligible for processing via CSP
A IRAS
A CSP
A Process
A Research Passport
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Health Research Sectors

Derbyshire HRS
Derby Hospitals
NHS Foundation
Trust

Chesterfield Royal
Hospitals NHS
Foundation Trust
Derby City PCT
Derby County PCT

Derbyshire Mental
Health Services

Lincolnshire HRS

United Lincoln
Hospitals NHS
Foundation Trust

East Midlands
Ambulance service

NHS Lincolnshire

Lincolnshire
Partnership
Foundation Trust

Nottingham HRS

Nottingham
University Hospitals
NHS Trust

Nottinghamshire HRS
NHS Nottinghamshire
Sherwood Forest
Hospitals NHS
Foundation Trust
Bassetlaw PCT

NHS Nottingham City

Nottinghamshire
Healthcare NHS Trust
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Core Team

Administrative Centre for all CSP studies allocated

to Trent CLRN from CSP Unit

Managed by Lead RM&G Manager and two Pan Trent
RM&G Managers i CSP Administrator

Receive all IRAS forms and associated study
documentation

Allocate studies to appropriate HRS for Governance Review

Project Manage CSP - oversee progress of studies and
trouble shoot problems

Quality Assure checks undertaken for all studies before NHS
Permission is requested

Trent Comprehensive Local Research Network



g eveceecccvceccccccce

National Institute for
Health Research

ooooooooooooooooo

~ Health Research Sectors

Manage the approval process for studies being

undertaken in the HRS

Managed by RM&G Teams employed by the Host of the
HRS and funded by Trent CLRN (RM&G Manager, RM&G
Facilitator and Information Co-ordinator

Undertake governance checks and deal with local issues
and documentation, e.g Local Authorisations, Costing,
Contracts/Agreements, Evidence of GCP Training, local PI
and Research Team CVs, Process Research Passports
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Which studies can be processed via
CSP?
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“.__— Studies eligible for CSP

Funded by DH and its partners and adopted onto the
NIHR Portfolio

Biomedical Research Unit (BRU)

Collaborations for Leadership in Applied Health
Research and Care (CLAHRC)

Industry Studies but strongly encouraged
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Studies that are funded by
NIHR and NIHR non-

commercial Partners NIHR Partners are those )
Aot 0 Other studies
Automatically eligible to be organisations that:
included in the NIHR CRN | i
Portfolio.

Industry funding and led by

Award research funds as a an academic investigator

result of open competition Fund research that is of clear Have strategic direction for Commercially Sponsored .
across England with high value to the NHS the research that they fund. studies (may be considered for
quality peer review adoption but will need to
undergo adoption process)
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. IRAS

Integrated Research Application
System
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What Is | RAS

A A single data set for all the questions in all the
application forms in the system.

A Questions need only be answered once

A The set of questions depends on the type of study and
type of applications required -

A Application forms are generated from the data set
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Forms  |RAS

A Ethics

A NHS R&D

A Ministry of Justice

A NIGB i National Information Governance Board
A GTAC i Gene Therapy Advisory Committee

A ARSAC- Administration of Radioactive Substances
Advisory Committee

A MHRA medical devices
A MHRA medicinal products

A EudraCT i can import and export data between IRAS and
European Clinical Trials database
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Streamlining NHS Permission

@
A Reduction in form filling ‘ IRAS

A Standardising
applications to the NHS

A One application point for ‘ Coordinated System for
NHS permissions gaining NHS Permission

A Reduce duplication in (NIHR CSP)=, >
NHS review process
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NIHR Co-ordinated System for
obtaining NHS Permission (NIHR CSP)

Defined as:
A single system for processing and reviewing
applications for NHS permission and accessed via

the Integrated Research Application System
(IRAS

g




NHS

National Institute for
Health Research

Advantages of CSP

A A single point of access and application (via IRAS) for
Investigators applying for NHS permission, for single site
and multi-site studies

A Defines and carries out checks that only need to be done
once, and those that are required for each location

A Coordinates the approvals process, resulting in more rapid
NHS permission across sites in multi-site studies

A Links with other processes alongside NHS review and
permission, including gaining ethics and other regulatory
approvals
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Making an Application to CSP

Enter https://www.myresearchproject.org.uk
In the search engine.

If new to IRAS Create an Account as
iInstructed, if an account is already set up, log
In.

Select create new project which will generate
the Project Filter Form.
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Complete Project Filter

IRAS Project Filter

3. In which countries of the UK will the research sites be located ?(Tick all that apply)

England
Scotland

V] Wales
Northern Ireland

3a. In which coulgry of the UK will the lead NHS R&D office be located: ¥

9 England

O Wales
' Northern Ireland

© This study does not invalve the NHS

4. Which review bodies are you applying to?

NHS/HSC Research and Development offices &9

[] Social Care Research Ethics Committee ¥

Research Ethics Committee &%

[[] Medicines and Healthcare products Regulatory Agency (MHRA) — Medicines &%
[T] Gene Therapy Advisary Committee (GTAC) &9

[T Mational Information Governance Board for Health and Social Care (NIGB) ¥

[T Ministry of Justice (MoJ) ¥

For NH5/HSC R&D offices, the CI must create Site-Specific Information Forms for each site, in addition to the study-wide forms, and transfer
them to the PIs or local collaborators.

5. Will any research sites in this study be NHS organisations? ¥

@ Yes O No

5a. Do you want your NHS R&D application(s) to rocessed through the NIHR Coordinated System for gaining NHS
Permission? ¥

@ Yes (0 No

If yes, you must complete and submit the NIHR CSP Application Form immediately after completing this profect filter, before proceeding
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CSP Application
Form ( CAF)
Generated when both
these questions
answered
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CSP Application Form

IRAS

HOME MY PROJECTS MY CONTACTS MY ACCORUT E-LEARNING HELP CONTQLT US LOGOUT

Navigation Page

Project Title: Streamlining the Application Process for C5P
Project Type: Clinical trial of an i tigati I dicinal product
Application to: NIHR Coordinated System /
Project Filter , Navigate Save/Print Submission Transfer
Click here to go directly to the Project Filter questions \ NIHR CSP Application Form Form Navigatj
Full Set of Project Data

Print orm
Click here to access the integrated dataset for all project forms

Status O enabled O disabled
Project Forms \

SECTION QUESTION RANGE
MIHR. CSP Application Fi _—
= e MIHR CSP Application Form

NHS R

NHS/HSC R&D Form (project information)

Site-specific Forms "

1. NHS/HSC R&D Form (SSI) - [Professor Oleg Eremin
MNottingham University Hospital.. )] / NotTransferred

IRAS Integrated Research Application System, version 2.5 Build 28215, 20/11/2009

Trent Comprehensive Local Research Network




NHS

National Institute for

Complete and Submit CAF

(at time of application for funding)

A
V
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