Identify research trial opportunity

Study Design / Feasibility

| Clinical Trials (KCL/SLaM as Sponsor) Process Map

Approvals / Set up

Trial Conduct

Study completion

JCTO
R&D
Investigator | .| MHRN
Research
grants
4 - MHRN
CTU
(optional)
Plan statistics, data man- Budget Risk As- Liaison loP signs || Submission
agement, randomisation, || discussion | | sessment with funding to funder Investigator
database management, / feasibil- || Pharmacy || applica- 9
trial management, proto- : ity tion
col writing (CTU offers all || e
. protocol
of these services)
Completed, funding agreed
I R
MHRA Ethics ap- R&D Study set u Co- Risk-
Clinical Trial proval(and approval Detail protocol, sponsorship based
Authorisation [ subsequent | (and subse- CRF design, ran- H agreements [ monitoring
(and subse- amend- quent amend- domisation plan, / trial con- plan
quent amend- ments) ments) IMP supply, site & tracts
ments) supplier contracts
GCP and SOP/
Pharmacovigilance
— training of trial team
All Approvals and funding in place
S .
Trial / Site Oversight Participant Schedule Management of Sponsor
initiation [ | committees [ screening clinical Responsibilities:
and services as Regulatory,
consenting appropriate Pharmacovigilance &

Data handling / analysis

PV/Safety reporting to sponsor

safety reporting,
Monitoring, oversight of

|| Reports to MHRA, review

of TSC minutes

Trial completed

- =
C.l. notifies Archiving
ethics and

MHRA of end
of trial

Study closed




