Stem Cell Transplarand
CART Cell Therapy
Our EPMA journey

MUN Conference 2023:
Whatdoes improving digital maturitynean forour patients
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Deliver digitally-transformed services,
L _/ empowering patients and staff

BE DIGITAL
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We are a tertiary cancer centre in the North West of England encompassing
three specialist cancer centres, multiple chemotherapy clinics, homecare
services andnpatients.

Approximately 15,000 chemotherapy cycles per month supporting over 2.4
million people acrossCheshire andvierseyside andhe surroundingareas,
including North Wales and the Isle of Man.

Sept 2020: Repatriated haematology services
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What Is Transplant and CAR
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* A Transplant:
* Solid organ/limb
* Liquid inside bitz stem cells

* Transplantation of multipotenhaematopoeticstem
cells (from the patient or from a donori order to
replicate and produce normal blood cell function
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What Is Transplant and CAR
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* CART
* Chimeric Antigen Receptor T Cell therapy

* Infused receptoproteins that have been engineered to
give T cells the new abillity to target a specamtigen
(Usually a cancer cell).
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Who Gets Transplant or CAR

‘\

* Lymphoma * Myeloma

* AML * Myelofibrosis

* ALL * Myeloproliferative
* CML / CMML disorders

* CLL * Aplastic Anaemia

* Hodgkin Lymphoma * Germ Cell tumour
* Non-Hodgkin Lymphoma
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Clatterbridge EPMA milestones
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* 2016
* Qutpatient and solidtumour EPMA
* 2018
* Inpatient EPMA
* 2020
* Digitised Clinical Trials and Haematology
* 2023

* Jan-Live with Autologous transplant EPMA
* March- Live with Allogeneic transplant EPMA
* November-planned go live with CAR
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Specific complexities of BMT/CAR
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* Complex regimens and supportive therapies
* Intense chemotherapy required prior to cell infusion
* Difficult patients and toxicities

* Optimisation work on inpatient EPMA and processes
predates this project
* Transplant rejection
* Graft (transplant) vs Host disease
* Cytokine Release Syndrome
* Neurotoxicity
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Lessons learned from Haematology

and Clinical Trials digitisation
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* Progression from functionality/processes already in
place to more complex treatment regimens.

* Shift from outpatient to inpatient activity
* Specific EPMA examples include:
* Transitioning
* Chemotherapy dose schedulingmidnight discontinuation

* Complexities around supportive medicines and utilising order
sets




Existing BMT prescribing process ant

problems to solve
S
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* Paper process with all the common problems
iIncluding:
* Incomplete prescriptions
* Dose calculation errors
* Dose banding / rounding
* Missing prescriptions
* Lack of visibility
* Administrative burden



Addressograph Label Ward Clinical Check . .
Patient Name The Clatterbridge Cancer Centre NHS Foundation Trust
Unit Numbe:
nit fumber ADULT CYTOTOXIC SUPPLEMENTARY DRUG CARD
Address
Date of Birth
Diagnosis Height Weight Body Surface Area: Renal Function
FLU DARAB'NE, BUSU LFAN & (Wright Formula):
THYMOGLOBULINE (Rabbit ATG) o - 2
ml/min
Allograft Proforma Page 1
Date Day Drug Dose Calculated Route and Rate Prescriber Pharmacy G.iven by C.heck by
Dose Signature release Signature Signature
. 2 Sodium Chloride 0.9% 100ml
3 Fludarabine 40mg/m mg IV INFUSION OVER 30 MINUTES
Sodium Chloride 0.9% (Volume dependent on dose)
Busulfan 3.2me/Ke mg IV INFUSION OVER 3 HOURS
. 2 Sodium Chloride 0.9% 100ml
- Fludarabine 40mg/m mg IV INFUSION OVER 30 MINUTES
Busulfan 3.2mg/K Sodium Chloride 0.9% (Volume dependent on dose)
-~Me/Te mg IV INFUSION OVER 3 HOURS
. 2 Sodium Chloride 0.9% 100ml
5 Fludarabine 40mg/m mg IV INFUSION OVER 30 MINUTES
Busulfan 3.2mg/K Sodium Chloride 0.9% (Volume dependent on dose)
-~Me/Te mg IV INFUSION OVER 3 HOURS
. 2 Sodium Chloride 0.9% 100ml
4 Fludarabine 40mg/m mg IV INFUSION OVER 30 MINUTES
Busulfan 3.2mg/K Sodium Chloride 0.9% (Volume dependent on dose)
-~Me/Te mg IV INFUSION OVER 3 HOURS
** Pre-Meds** Sodium Chloride 0.9% 500m
-3 Thymoglobuline 2.5mg/Kg mg IV INFUSION OVER 18 HOURS
(Rabbit ATG) (via 0.2micron filter)
** pre.Meds** Sodium Chloride 0.9% 500ml
2 Thymoglobuline 2.5me/Ke me IV INFUSION OVER 12 HOURS
Rabbit ATG) (via 0.2micron filter)
(Rabbi {extend the rate to run over 18hours if reacted)
-1 Rest Dby
0 Stem Cell Transplantation




BMT/CART EPMA
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* Drug build-PHA

* Drug product maps (DPM}ONC

* Treatment plans- ONC

* Order sets-OM

* Transitioning- ONC

* Additional information captured- OM
* Administration on MAR-OM
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Drug Building

* Stem Cell Products a———

* Not licenced medicinal products

* Dosed in number of cells, not known at time of prescribing

* | DOAA A O OAOI T U AOOCowith EOE Al
additional information capturedelsewhere

* CART Products:
* Licenced products

* Complex dosing (2 x 202 x1@ cells per Kg), 100kg patient =
20,000,000,000 cells

* | DPOAA Al O AT OACA &I O 1 &£ 0%/ 3%
captured elsewhere
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Drug Product Map
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* Lots of functionality to govern and control how drugs
are prescribed

* Dose ranges

* Dose dependant drug products, diluents and volumes
* Dose rounding or banding
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DPM Product Map

BUSULFAN - busulfan Last Edit: 13/12/22 11:19

[ Product Map ][ Oncology ][ Banding ]

( Facility Active
Clatterbridge Cancer Centre Yes
[ FSV Generic BUSULFAN )

| From Dose Thru Dose Dose Units Form Direction Route -~
4 4 MG ORAL

6 20 MG ORAL

6 6 MG IV INFUS

12 12 MG IV INFUS v

Location
Pharmacy Site MAIN

Rate

Duration 3hr -

Premix Fluid View

1V Fluid Sodium Chloride 0.9% [Sodium Chloride 0.9% Infusion 500 MI] New

Volume (mls) 10 Edit
Report

Medication Order Strength Multiplier Amount

busulfan 60 MG/10 ML AMP [BUS60AMR]

Manufactured On Site Y

Expiry Days
Expiry Hours 15
Special Storage FRIDGE
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DPM banding/rounding

Last Edit: 29/10/20 08:24

FLUD - fludarabine

(_Main_)(Product Map ) Oncology )( Banding )

Clinic Active
Clatterbridge Cancer Centre Yes
| Type
Calc
From Dose Thru Dose Dose Units Route
50 MG IV INFUS
24 40 MG ORAL
[ From Calc Thru Calc Action Dose Round To Frequency "
13.73 15.23 Dose 14.5
15.23 16.98 Dose 16 New
16.98 18.98 Dose 18 Edit
18.98 21.23 Dose 20 Report
21.23 23.73 Dose 22.5
2373 26.23 Dose 25
26.23 28.73 Dose 27.5
28.73 il Dose 30
31.23 33.73 Dose 32.5
33.73 36.23 Dose 35 v
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DPM banding/rounding

BUSULFAN - busulfan Last Edit: 13/12/22 11:19

Product Map ) Oncology )( Banding )

Clinic Active
Clatterbridge Cancer Centre Yes
| Type
Calc
From Dose Thru Dose Dose Units Route
390 MG IV INFUS
I From Calc Thru Calc Action Dose Round To Frequency View
0 309 Round

New
Edit
Report

% 2]



Treatment plans
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* Essentially digitised chemotherapy regimens

* Provide benefits including:
* Dose decision support
* Regimen decision support
* Compliantto national cancer prescribing standards
* Link directly to trust protocols with one click
* Restrict by clinician functionality

Q WE AREsee
KIND EMPOWERED RESPONSIBLE INCLUSIVE



Treatment plans
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