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Executive Summary

There is a distinct need for all manufacturers of cell and gene therapy ATMP products, particularly in
the autologous setting, to implement a scalable solution for maintaining chain of identity and tracking
patient cell/product throughout its journeyThe ecosystem of commercial cell tracking software
remains relatively nascentvith no clear industry standaigblution.

The Vision for this Project was to map the current landscape for electronic cell orchestration software
platform providers and develop ebadmap for establishment of a scalable personalized therapy
platform.

A Define business needs in terms of pathway from clinical development to commercial and
estimated scale at each stage

A Map current technology providers and platforms across the cellularagy/BMT/stem
cell transplant software space

A Map customer base for each offering

A Perform a gap analysis to establish capabilities across the space

By the end of the Project, Autolus had obtained feedback from clinical sites and had evaluated
commercial ch trackingsystem providers and selected one of these. Autolusgtiatave ready a
validated electronic COP in time for the launch of their first product.

User survey

The digital platform questionnaimreceived engagements from participants. 7 of these participants

did not complete the questionnaire, resulting in 7 successfully completed surveys which have been
collated and summarised below. Further to this, were pleased to see that half of the survey
participants have also agrddo a follow up discussion to continue this important exercise.

From the survey responses it was clear that most individuals interact with their preferred platform on
a weekly, if not daily basis. When rating the user experience with their favoured phattioe overall
experience was good, however individuals highlighted the following areas for improvement:
information regarding drug manufacturing and drug product transportation, and the processes around
drug administration and long term follow up. Whealating this question to the least favourite
platform, the processes for patient enrolment, patient scheduling & order placeraadtinformation
regarding drug manufacturing were rated the lowest.

When asked what is currently missing which would aid th@rnal processes, comments included
access to specific dates that are available for apheresis, a live booking system witidatp
information on the cells estimated completion date, and automatic updates from the portal on
changes being made by lo&@ART team to help the pharmacy manage orders.

The survey highlighted that most available platforms do not integrate with other systems already in
place nor do they integrate with data information infdectronic Medical Recor&§R systems. One
individual stated that patient ID numbers, access to certificate of release and key product pathway
dates were important areas for future integration. Furthermore, these platforms currently do not have
the capability to integrate data and information into the GARRegistry.
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Individuals completing this survey highlighted that training was provided on the platforms they
currently use however they do not offer any patient facing digital platforms as part of their package.
They identified a few key areas for futurenufacturers to address including ease of use when adding

and schedule patients, ability to track product and receive updates on cell processes status and
harmonisation across platforms.

In conclusion it is clear from this survey that although there arengiths in the platforms currently
in use, future systems need to focus on integration, ease of use and communication to keep the user
fully updated on all aspects within the platform.

The detailed results from this survey are presented below.
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Digital Platform Experience Questionnaire

Questions including personal data have been removed

Q2 What clinical and/or commercially available CAR-T therapies are
available at your centre?

# RESPONSES DATE

1 Yescana, Tecartus, Kymriah plus various clinical trials 12/9/2021 4:31 PM
2 Yescarta, Tecartus, Tisagen 12/9/2021 12:42 PM
3 Kymriah, Yescarta, Tecartus plus trials 12/9/2021 11:11 AM
4 Kymriah, Yescarta, Tecartus 12/9/2021 10:40 AM
5 Axicel/Tecartus/Kymriah [plus multiple research products 12/9/2021 10:19 AM
6 NOVARTIS Tisagenleleucel, KITE Tescarta, KITE Tecartus 12/6/2021 11:47 AM

Q3 Which CAR-T Therapy Manufacturer Portal(s) are you currently using?
If multiple, please indicate which portal works best for your centre.

# RESPONSES DATE
CellChain and preferred -KiteKonnect 2/14/2022 8:28 AM
2 Currently using Kite Konnect and Navartis Cellchain - both work well but from a pharmacy point 12/9/2021 4:31 PM

of view it would be useful if pharmacy were able to approve the order and add the order number
on the Kite Kannect like we are able to on Novartis Cellchain and for this reason | would say
that Novartis Cellchain is preferable

3 Kite Konnect 12/9/2021 12:42 PM
4 Novartis 12/9/2021 11:11 AM
5 Cell Chain Platform (preferred), Kite Konnect 12/9/2021 10:40 AM
6 Multiple -cell chain 12/9/2021 10:19 AM
7 CellChain 12/6/2021 11:47 AM

Q4 In relation to the portal that works best, how often do you interact with
the digital platform offered by the manufacturer?

- _
haa _

Monthly

Not very often

Never
0%  10%  20%  30%  40%  50%  60%  70%  80%  90% 100%

ANSWER CHOICES RESPONSES

Daily 28.57% 2
Weekly 42.86% 3
Monthly 14.29% i
Not very often 14.29% 1
NiEar 0.00% 0
TOTAL i
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Q5 Thinking about the portal that works best for you, please rate your user
experience in relation to the key processes below:

Patient
enrollment,...
Apheresis
packaging,...
Collection

transportation

Drug Product
Manufacturin... .
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Drug product
transportati...

Drug
administration

Long Term
Follow-up /...

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

@ oy Good B cood B o B roor
. Very Poor
VERY GOOD OK POOR VERY TOTAL
GOOD POOR
Patient enrollment, Patient scheduling & Order Placement 57.14% 42.86% 0.00% 0.00% 0.00%
4 3 (0] (0] o] i
Apheresis packaging, labeling & collection 40.00%  60.00% 0.00% 0.00% 0.00%
2 3 (] (0] 0] 5
Collection transportation 40.00%  60.00% 0.00% 0.00% 0.00%
2 3 (] (0] ¢] 5
Drug Product Manufacturing (status updates, leading up to 33.33% 33.33% 33.33% 0.00% 0.00%
quality review) 2 2 2 l¢] 0 6
Drug product transportation & Product receipt 16.67% 66.67% 0.00% 16.67% 0.00%
1 4 (0] 4 [0] 6
Drug administration 0.00% 75.00% 0.00% 25.00% 0.00%
(0] 3 (] 2B o] 4
Long Term Follow-up / Registry 25.00% 50.00% 0.00% 25,00% 0.00%
1 2 (o] 1 o] 4
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Q6 If applicable, please now rate your experience using the digital platform
you feel is the most difficult to work with at your centre.

Patient

enrollment,... - = i .. i = =
Apheresis
packaging,...
Collection

transportation

Drug Product
Manufacturin...
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Drug product
transportati...

Drug
administration

Long Term
Follow-up /...

0% 10% 20% 30% 40%  50%  60% T0% 80% 90% 100%

. Very Good . Good B ok . Poor
. Very Poor
VERY GOOD OK POOR VERY TOTAL
GOOD POOR
Patient enrollment, Patient scheduling & Order Placement 0.00% 0.00%  80.00% 20.00% 0.00%
0 0 4 1 0 B
Apheresis packaging, labeling & collection 25.00% 75.00%  0.00%  0.00% 0.00%
1 3 0 0 0 4
Collection transportation 25.00%  75.00% 0.00% 0.00% 0.00%
Al 3 0 0 6] 4
Drug Product Manufacturing (status updates, leading up to 0.00%  40.00%  60.00% 0.00% 0.00%
quality review) 0 2 3 0 0 5
Drug product transportation & Product receipt 20.00%  60.00% 0.00%  20.00% 0.00%
1 3 0 1, 0 5
Drug administration 0.00%  66.67% 0.00% 33.33% 0.00%
0 2 0 il 0 3
Long Term Follow-up / Registry 33.33% 33.33% 0.00% 33.33% 0.00%
1 1, 0 1 0 3
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