Royal Papworth Hospital NHS Foundation Trust Research & Development Process — CRF Run Studies, RPH As a Site v1.0
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DO NOT
ARRANGE SIV.

DISCUSS WITH
GOVERNANCE
BEFORE
BOOKING.

SET UP STAGE

CVs & GCP certificates
checked.

Actions from RGPAS
checked.

Directorate
Authorisation sent &
approvals received.

>- asked to

LIP documents added to
N Drive and Site File.

Pharmacy approval
received, plus costs.

2" Risk assessment
review prior to C&C.

Study teams to arrange
CRF visits as applicable.
CRF added to delegation

log.

CRF form sent to SAB, if
applicable.

Clinic space confirmed.

Protocol specific training
completed.

Final Review of LIP.
Missing information
requested.

Pathology registration
form completed.

Patient pathways
finalised.

Checkpoint 6 l '

Contract &
Budgets
signed. PI/
Team leader

prepare for
C&C.

Checkpoint 7

Trust Confirmation of
Capacity & Capability
notification issued.

Study team
agree with
Governance
team the SIV
may be
booked.

Add calendar
reminders for
invoicing
requirements.

Supporting
services are
paid for their

work.

Sponsor green
light
requirements
completed.

—

Checkpoint 8

STUDY OPENING

Handover
meeting with
study team
held and
recap
invoicing &
EDGE
specifics.

DO NOT
UNDERTAKE
RESEARCH
ACTIVITIES
PRIORTO
RECEIPT OF C&C
AND SPONSOR
GREEN LIGHT.

Invoice for
set-up fees.

Costs loaded
onto EDGE.

Delegation log
signed.

Staff training
held during
SIV.

EDGE updated
with
recruitment; key
dates & study
status is
updated
throughout
study life.

1t patient
consented &
recruited.

Quarterly
Jother
Invoicing
process
starts.

EDGE
updated
with first
patient.

Screening &
first visit

|

commences.



Blue surround =
Sponsor action

Joint actions.
Responsibilities
dictated by colour
code.

Green surround =
Papworth Research Team
action

Red surround = R&D
Governance team action

Checkpoint = Team Leader &
/ Plinformed of progress.

Document(s) to be
reviewed

\_/_

Decision to
be made

= Email sent

Milestone — Do Not Progress Until All Other Actions

Have Been Completed

End of Stage




