A.l '.C Midlands-Wales
Advanced Therapy

Advanced Therapy
Treatment Centres Treatment Centre

Generic Allogeneic ATMP
Clinical Flow Chart

Creator: Velindre University NHS Trust
Document version number: V14
Date written: November 2020

End user rights:

This document is shared with permission for re-use to distribute, remix, adapt, and build upon the material
in any medium or format for non-commercial purposes only, so long as the attributions listed below are
given.

Attributions: Velindre University NHS Trust

This document is made available under a Creative Commons Attribution -
NonCommercial 4.0 International License as described here:
https://creativecommons.org/licenses/by-nc/4.0/

The information, materials and any opinions contained in this document are provided for general
information and educational purposes only, are not intended to constitute legal or other professional
advice and should not be relied on or treated as a substitute for specific advice relevant to particular
circumstances. Although we make all reasonable efforts to ensure the information is up to date, we make
no representations, warranties or guarantees in that regard. In no event shall the creator(s) be liable for any
direct, indirect, special, consequential or other damages that are related to the use or reliance whatsoever
in the content of the document or any part thereof.

Coordinated by
INDUSTRIAL UK Research
* STRATEGY and Innovation CATAPU'-T

Cell and Gene Therapy



https://creativecommons.org/licenses/by-nc/4.0/

Ge.n.erlc A“ogenel A" "c Midlands-Wales
Cllnlcal F].OW Chart Advanced Therapy

Version 1.4 (Page 1) %%‘g’r::gt-rgggfé Treatment Centre

Visit 1
Eligibility P
Clinical Assessment

Decision to Treat

Letter to GP /
L Referring Consultant / Patient Eligible
Remains with Consultant
Yes
v

Counselling / Informed
Consent / Information for
Patient & Carer

v

Visit 2
Clinical Assessment
& Investigations

Letter to GP /
4 Referring Consultant /
Remains with Consultant

Review Informed Consent
Prescribe Product

Initiate / Prescribe /
Pre-Conditioning Schedule Pre-Conditioning <

Treatment Required Treatment /Informed
Consent

> Yes

Product Requested from

Patient Eligible for Patient Eligible for Deferral
Manufacturer / Storage < e e
o : Pre-Conditioning Treatment of Pre-Conditioning
Facility
: : Yes No
v v v
QP Release of Manufactured Administer Pre-Conditioning Lgtter oicky
: Referring Consultant /
Cell Product : Treatment . .
: Remains with Consultant
v v v
Transport to Clinical Facility Notify Pharmacy / Stem Cell
(temperature controlled as Unit Pre-Conditioning
per product) Treatment Complete
v

Receipt of Cell Product in <
Pharmacy / Stem Cell Unit

Patient Prepared for Receipt
of Cell Treatment

v
Cell Product Received in

Treatment Unit
(prepared as per product)

-~

Letter to GP /
Referring Consultant /
Remains with Consultant

Return to Pharmacy / Store
Cell Product / Re Schedule

Clinical Assessment of Patient

-~

Patient Eligible to Yes Product Expires — Return to
Receive Treatment R 4 Pharmacy for Destruction




Generic Allogenei

Clinical Flow Chart
Version 1.4 (Page 2)

Cell Shipper Returned to
Pharmacy

. Cell Shipper Unit Returned to .
Manufacturer

Remaining Cell Residue

Incineration

Patient Remains as
Inpatient Until Medically Fit
for Discharge

Follow Up with Medical Team
Report Via Yellow Card

Coordinated by

INDUSTRIAL UK Research
* STRATEGY and Innovation CATAPU'-T

Cell and Gene Therapy

Returned to Pharmacy for 4

NITC
Advanced Therapy
Treatment Centres

v

Cell Treatment Administered

> Patient Clinically Monitored

(as per product)

Patient Ready to Discharge

Ygs
v
Patient Discharged with
Education / Information /
Medication / Emergency
Numbers / Alert card

v

Day X - Post Discharge
Clinical Assessment /
Toxcitities / Serious / Adverse
Event Monitoring

v

Month 1
Clinical Assessment / Physical
Exam / Disease Assessment
Monitoring / Serious / Adverse
Event Monitoring

v

Further Follow Up
* Month 2
* Month 3
* Month 6
* Month 9
e Month 12
* Month 18

v

Long Term Follow Up

- * Month 24

¢ Annually up to 15 Years

v

Midlands-Wales
Advanced Therapy
Treatment Centre



