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Guidance: Establishing Shared Care ATMP trials within or across NHS Trusts/Health Boards
Appendix 4b) EXAMPLE of participant management across NHS Trusts & Boards: Tumour-Infiltrating Lymphocytes (TIL)

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

NHS organisation 1 NHS organisation 2: NHS organisation 2: Bone
Theatre Marrow Unit

Consent, screening and eligibility confirmation - NHS organisation 1

Principal Investigator (Pl)/Early Phase (EP) Consultant/Melanoma treating Consultant and Research
Nurse present

J_L

S~

Day 0 Randomisation and enrolment - NHS organisation 1

Pl/delegated medical team and Research Nurse

Day 3 (+2 days) Tumour Resection - Main Theatres, NHS organisation 2

General Surgeon, medical team and Research Nurse

iyt

Baseline Imaging - NHS organisation 1

Reviewed by Pl/delegated medical team

. 1

Day 5 - NHS organisation 1
1st dose of xxx
Reviewed by Pl/delegated medical team and Research Nurse

i

~"

Day 26 - NHS organisation 1

2nd dose of xxx

Reviewed by Pl/delegated medical team and Research Nurse

L

( Day 28 (+16 days) - NHS organisation 1

Admitted on day 28 to commence nonmyeloablative lymphodepletion (NMA-LD)

/;););)

Day 28-29 Cyclophosphamide/Mesna & Fludarabine
Day 28-32 Fludarabine

Reviewed daily by Pl/delegated medical team and Research Nurse

K Transfer from NHS organisation 1 to NHS organisation 2 on day 32 J

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

Appendix 4b) EXAMPLE of participant management across NHS Trusts & Boards: Tumour-Infiltrating Lymphocytes
(TIL)

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

NHS organisation 1 NHS organisation 2: NHS organisation 2:
Theatre Bone Marrow Unit

Day 33 xxx Infusion - Bone Marrow Unit, NHS organisation 2

xxx infusion to be given on a day 33 (administered no sooner than 24hours following the last dose of pre-
parative NMA-LD regimen.

Day 33-37 IL-2 Administration - Bone Marrow Unit, NHS organisation 2
Xxx administration commenced on day 33, given every 8-12 hours for up to 6 doses or 4 days

Reviewed daily by Pl/delegated medical team and Research Nurse

.

Post treatment period - NHS organisation 1

Once discharged, from Week 10 (+7 days) xxx to continue 6 weekly

Reviewed by Pl/delegated medical team and Research Nurse

/ End of study - NHS organisation 1 \

End of treatment - 30 days after last dose of study medication

Reviewed by Pl/delegated medical team and Research Nurse

End of assessment - disease progression, unacceptable toxicity, death, withdrawal of consent or study
completion

K Reviewed by Pl/delegated medical team and Research Nurse j
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Guidance: Establishing Shared Care ATMP trials within or across NHS Trusts/Health Boards

Appendix 4b) EXAMPLE of participant management across NHS Trusts & Boards:

Tumour-Infiltrating Lymphocytes (TIL)

Please note:

this example may need to be adapted, as appropriate, to create a shared care arrangement for other indications/
technologies

Reviewed by: Signed: Date:

Pl

Research Nurse Manager

Team Lead:

Named Nurse:

Named Nurse:
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