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Participating in a
commercial study?
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Apply for funding
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Studies led by UH Bristol
require financial sign off
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Applications to NIHR
funders require input from
RDS and Research
Facilitation Manager.
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Funding awarded
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Studies not going through CSP

Principal Investigator:

. Locks SSI using ‘Submit’ button

. Submits to local research office
main NHS R&D form, signed SSI
form and accompanying local
documents.

4

Submission should be made by e-mail
with documents attached to:
researchapprovals@uhbristol.nhs.uk
and must be from or copied to Principal
Investigator’s University or
NHS e-mail account

Setting up a study from

scratch?

o

T

Develop a protocol

Leading a study with
sponsorship and

funding in place?

Participating in a study
led by another site
(non commercial)?

v

4 Apply for Sponsorship N
Information on UH Bristol,

¢

Set up study on IRAS (Integrated
Research Application System)

v

‘ Complete project filter questions to ‘

identify which approvals are necessary
- for NHS R&D

v

- for NRES approval

v

- for MHRA (Medicines) approval,
if necessary

v

- for MHRA (Devices) approval,
if necessary

v

- for National Information Governance
Board for Health and Social Care
(NIGB)

v

- for Gene Therapy Advisory Committee
(GTAC), if necessary

v
For funded studies submit CSP
(Coordinated System for gaining NHS
Permission) application form
as soon as possible J
Y N
Complete dataset on IRAS.
Ensure all supporting documents are in
place using form specific checklists /

v

TN N 7Y
N N N

4 N

N 7

-

Submit study wide applications following
form specific guidance

v

Cl/Co-ordinating Centre transfers
SSis to Principal Investigators

v

Principal Investigators (including CI at main site):

Information Sheet.

v

UH Bristol authorisation process

~

Complete pro-formas for any support department
Gain authorisations from support departments by
signature on pro-forma or e-mail agreeing to support the
\ study, from the authorised signatory.

Research Management Office reviews
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governance arrangements and issues permission

for the study to start at UH Bristol
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University of Bristol and UWE
processes are available from

\ the link above. /
v
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Sponsorship granted

- /

. Completes SSls and gains authorisations following
local processes.
. Creates local versions of documents e.g. Patient
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Studies going through CSP

Principal Investigator:

. Signs SSI form using electronic
authorisation

. Uses ‘Submit’ button to send SSI
form to local CLRN

Local CLRN validates SSI form.

v

Once notice of valid application received:
Principal Investigator submits
accompanying local documents to
CLRN.

CLRN forwards to Approvals Inbox



http://www.uhbristol.nhs.uk/contract-commercial-research
http://www.uhbristol.nhs.uk/files/nhs-ubht/Developing a protocol.pdf
http://www.uhbristol.nhs.uk/research/information-for-researchers/setting-up-a-research-study/guidance-submitting-grant-applications
http://www.uhbristol.nhs.uk/research/information-for-researchers/setting-up-a-research-study/guidance-submitting-grant-applications
http://www.uhbristol.nhs.uk/research/how-to-contact-us.html
http://www.uhbristol.nhs.uk/research/information-for-researchers/sponsor.html
https://www.myresearchproject.org.uk/signin.aspx
http://www.uhbristol.nhs.uk/files/nhs-ubht/IS6-Local%20R&D_v9%2030.09.2010.pdf
http://www.crncc.nihr.ac.uk/about_us/processes/csp
http://www.uhbristol.nhs.uk/authorisations
http://www.nres.npsa.nhs.uk/applications/
http://www.mhra.gov.uk/Howweregulate/Medicines/Licensingofmedicines/Clinicaltrials/index.htm
http://www.mhra.gov.uk/Howweregulate/Devices/Clinicaltrials/index.htm
http://www.uhbristol.nhs.uk/national-information-governance-board-health-and-social-care
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