
 

R&D team 

review EOI 

Team Leader &/ consultant 

contacted by R&D team to 

assess capacity for study. 

Reject EOI 

EOI is preliminary 

accepted  

Study registered on 

EOI spreadsheet 

Point of contact is 

informed of Trust’s 

decision 

CDA requested & 

signed.  Feasibility 

form first draft 

(sometimes received 

earlier in process with 

EOI form) 

Continue 

based on 

CDA / 

Feasibility 

outcomes 

Protocol, PIS, draft 
budget, draft contract 

received 

Sponsor 

/ CDA 

rejects 

site 

Initial 

feasibility 

review of 

documents 

Reject 

study 

Prequalifying Site 

Selection visit to 

review Feasibility of 

site  

In attendance; Team 

members, pharmacy, 

R&D governance (if 

applicable) 

 

 

 

DO NOT 

PROGRESS UNTIL 

CONFIRMATION 

OF REGULATORY 

APPROVALS IS 

RECEIVED  

EOIs 

forwarded 

from 

sponsor/CRN

/CRA/ 

Consultant 

EOI forms include; 

Basic Information 

on study, CDA, 

Feasibility form 

EOI sent to R&D 

Enquiries inbox 

(papworth.randden

quiries@nhs.net) 

EOIs 

may 

come 

with 

Team 

leader 

input 

FEASIBILITY STAGE 

RGPAS meeting 
(New studies & 
re-reviews / on 

hold studies) 
  

Local P0 # 

registered 

Site File created & 

team leader informed 

Check protocol, risk 

assessment, budget, and 

impact on directorates 

  

Team Leader(s) review 

team capacity to take 

on study 
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RGPAS 

rejects 

study DO NOT 

ARRANGE 

SIV BEFORE 

THIS STAGE 

Study 

progresses 

Monitoring process agreed  

Arrange / hold team & investigator / sponsor meetings. 
Engagement from clinical teams sought. 

Protocol reviewed/understood.  
Patient pathway/ recruitment logistics agreed. 

Blinded / unblinded personnel. 

Agree to 

proceed 

Review Protocol with team leader 

DAs and Risk Assessments issued  

Draft contract & budget reviewed  

Below actions to be completed 
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EOI STAGE SITE SELECTION STAGE 



 

START UP STAGE  

Capacity & 
Capability 

notification issued 

Contract & 

Budgets signed 

Invoice for set-

up fees 

Prepare study 

specific monthly 

invoicing 

requirements  

Costs loaded 

onto EDGE 

Sponsor green 

light 

requirements 

completed 

Sponsor 

green light 

given 

STUDY COMMENCES 
 C

L
O

C
K

 S
T

O
P

S
 Screening 1st patient 

recruited  

Invoicing process 

started 

Training on EDC, 
Study specifics 

Final Review of 
Documents 

Pathology 
registration 
completed 

Pathways 

finalised 

CVs & GCP 
certificates 

checked 

Actions from 
RGPAS checked 

Budget Agreed 
in principle 

Directorate 
Authorisations 

Agreed 

Initial Review 
of contract – 

agreed in 
principle  

R&D 

team 

issue 

(Amber 

light) 

for SIV 

to start 

SIV held 

with 

sponsor 

Staff training 

held during 

SIV 

Delegation 

log signed 

  

  

  

DO NOT 

PROGRESS 

BEOFRE 

SPONSOR GREEN 

LIGHT AND R&D 

PERMISSION TO 

HOST STUDY IS 

GIVEN  



 

Key 

 

Start point 

Manual input of information  

Decision 

required 

Blue surround = Sponsor 

action 

Green surround = Papworth 

Team Leader action  
Red surround = Papworth 

R&D team action 

Square / Rectangle =  

Process / Action   

Direction of 

information 
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End of 

Stage 

 Document required 

  

Documentation 

required 

EOI – Expression of Interest 

R&D – Research & Development  

RGPAS – R&D Governance committee meeting 

PIS – Patient Information Sheet 

ICF – Informed consent form 

CDA – Confidential Disclosure Agreement 

CRN – Clinical Research Network (‘the Network’) 

CRA – Clinical Research Associate 


