Study closed

Clinical Trials (KCL/SLaM as Sponsor) Process Map
Updated July 2011
JCTO
=
c
£ R&D
o) | tiqat NIHR Clinical
§ nvestigalor | > Research
E Networks R ——
= grants
&
5 o
= NIHR
Clinical
- | |Plan statistics, data Initial Feasibility Plan budget: loP / SLaM | | Submission Research
£ | |management, ran- | |review of | | assess- JCTO— signs to funder Networks
% domisation, data- proposal ment, monitoring and funding
5 base management, approval pharmacy costs; application
L | |trial management, in R&D/Research CTU
=X protocol writing and principle Grants (optional)
B IMP supply (CTU costings;
S | |offers all of these Pharmacy costs
3| |services) Investigator
=}
@ Completed, funding agreed
-
Risk Confirm Appoint
2 assessment Sponsor CRA Study set u
3 MHRA GCPand |[ Ethics R&D el Boiestl, Co- Risk-
g Clinical Trial SOP/ approval approval domisatic?n ’ lan sponsorship based
% Authorisation Pharma- (and sub- and IMP suppl zite & agreements || monitoring
= (and subse- covigilance sequent subsequent su Iie?ggﬁtractS' / trial con- plan
a quent amend- || training of amend- amendments traiﬁpstud site sta{‘f tracts
2‘ ments); over- trial team ments) in stud 3_’3 ocific
sight of Ethics pmc)é dj’res
All Approvals and funding in place
J— S S
- : - — Management of Spon-
= Tr@! / $|te Over§|ght ParUcpant Schgdule Data sor Responsibilities:
3 initiation committees screening clinical handling / Regulatory,
5 and services as analysis Pharmacovigilance &
o consenting appropriate safety reporting,
2 PV/Safety | | Monitoring, oversight of
= reporting to | | Reports to MHRA, re-
Sl view of TSC minutes
Trial completed
= L N

[
i)
g ethics, MHRA
S and R&D of
> end of trial
©
2
n



