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Guidance: Establishing Shared Care ATMP trials within or across NHS Trusts/Health Boards

Appendix 4a) EXAMPLE of participant management across NHS Trusts/Health Boards (CAR-T)

Please note: each step in this example may need to be adapted, as appropriate, to create a shared
care arrangement for other indications/technologies

Consent form may
need to be signed

at both trial
locations

Internal Preconditioning regime
CAR-T eligibility review Cell collection FU post day
Screening Screening/work & confirmation IMP administration
— up then sponsor to *Attend main Trust/Board trial location for trial specific
confirm assessments where appropriate
Additional Specialty Both NHS “ . : :
Team (Delegated . Additional Specialty Team (Delegated trial location)
trial location) organisations
4 N
* Participant travels seamlessly between trial locations
* Replicates clinical care model used locally
& J
f' Continuous communication between Pls \

* Specialty support through study duration

* Each Pl responsible for activities at their own trial
location

* Regular communication between study teams
Safety contact information for both trial locations

K present on participant safety card /

Electronic Medical Records (EMR)

* Each trial location responsible
for own source data

* Access to be arranged for staff
to have access to each others
Electronic medical records

Labs
e Each trial location should
have own lab kits for their

portion of study

Both trial locations need to
be able to see all generated
results

Internal Safety Panel Review

* |Input needed from both trial
locations and sponsor to
complete
Both trial locations risk
assessments should be viewed
together

Electronic Data Capture
* Each trial location responsible
for data entry for their trial

activity

Both trial locations need to be
able to view data on each
other’s systems




