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CHOP Cell and Gene Therapy Lab

» No pertinent Conflict of Interest to declare

» A cGMP cell processing facility

» Performs a variety of 361 and 351 Human Cell and Tissue / Product (HCT/P) proc
Oversimplication: simpler/safer and more complex/riskier products (PHS Act Sec.

» Currently 6 FTE, 1 QA, 2 processing clean rooms (need more space !!)
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Novartis CTL019 Workflow
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T-Cell Processing

Pick up from apheresis @
One product, one clean room @
Pre-Processing Samples taken for cell count, sterility, Flow Cytometry (CD3, viability), ma

Product Centrifuged to Remove Platelets and Plasma

vV v v v VvV

Product Concentrated/Diluted to Appropriate Concentration for Cryopreservation
5% Human serum albumin, 10% DMSO
Divided into Minimum of 2 Bags + QC Vials

ISBT labeling @
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T-Cell Processing

owl

» Samples from other institutions

—> different processing Case by case discussion
—> different cryoprotectant Case by case discussion
—> fresh product, not ISBT Assign own DIN @

» Multi-day collections

- Low dose, can'’t freeze in 2 Bags Case by case discussion
» ISBT label

—> Sponsor needs Birthday (not req. ISBT) Add D.O.B @
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Cryopreservation

Product Bags & Vials Placed in Controlled Rate Freezer (one product one freeze) @
Freeze to -90°C via Software-Based Freezing Program

Transfer to Liquid Nitrogen Storage Tanks in vapor phase <-150°C

ISBT labeling @

vV v v Vv
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Cryopreservation

» Samples from other institutions

—> No expiration Assign CHOP exp date
—> different cassette size Hopefully bag still fits in our/NVS cassette
—> already cold Label verification under frost @
- not ISBT Make CHOP label, tie on (not affixable)
» QCvials
- low cell number (#, conc) Discussion with sponsor
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Pre-Shi

Ipping

Notified of Enrollment by Coordinator

Product Information Provided to Novartis in Cell
Chain (Coordinator) @

CGTL is Notified Which Bags to Send
Cell Pickup Scheduled with World Courier

Children'’s Hospital
of Philadelphia”

Patient Details - Contact KYMRIAH Cares if patient identifiers do not exactly match your records

First Name Middle Initial
Last Name Date of Birth
Product Request Weight Weight Unit

Apheresis Collection Information (Please call KYMRIAH Cares if incorrect)

Cryopreserved Leukapheresis ~ The Childrens Hospital of Philadelphia Stem Cell Lab
Pickup Location

Leukapheresis Collection  Children's Hospital of Philadelphia
Location

Leukapheresis Expiry
Date/Time/Time Zone

Notes/Additional Comments |:|

Please Enter The Following Information Abou

e Apheresis

Leukapheresis Collection
Date/Time/Time Zone

e M —

if Please Describe Cryococktail
Date/Time/Time Zone Used

Please enter Leukapheresis Material Cryobag Information (enter up to 8 bags)
DelfAdd Apheresis ID Cryobag Number Cryobag 1D Total Nucleated Cell Count m Total Volume PerBagl
e I 1 | [ 10| [,

Quality Assurance Details

Apheresis Batch

Apheresis Data Form Approval Details

Apheresis Data Form Last Apheresis Data Form Last
Approval Date Approved By

By Clicking submit you indicate that you have verified that all information entered and displayed on the Apheresis Data Form is complete and accurate.
| Submit ADF || Generate Labells) |
| Save i Cancel |




Shipping

Apheresis DataFormPartB

Bioth Section] and Section|l of the Apherests Data Form (ADF) Part 8 must be compictad by e cel-processing

CHOP - Novartis
faciity prior toshipment of the leukapherests matarial io Novartis. Plaasa fl out al fiskis completaty,

» Courier Arrives with Cryoshipper the Morning of the Y . i gt i
Scheduled Delivery Date :

Th hould be included in the dry vapor shipper for shipment with the

leukapheresis material to Movartis. Please refai py of the form with y our k

Ifyou shoud have any questions when completing the form, please call your Novartis Account Manager.
Sectlon I: Required Information
This section of the ADF Part B contains information that is required for Novartis to release
leukapherasis material for product manufacturing.

Patient Detalls
Patient name (First, MI, Last):
Date of birth (DD/MMM/YYYY):

Donation Identification
Mumber (DIN)/ap ID:

Apheresis batch number:

Cryobag Cell Content Information
CD3 cell counts per cryobag are reported below. Total nucleated cell counts are reported on the ADF
[Part A. When entering cell counts, ensure that the cryobag numbering remains in the same order on

each form (eg cryobag 1on Part B of the ADF cormesponds to cryobag 1 on Part A of the ADF).

CD3* Call Count
CryobagID B

» Complete Required Data and Release Forms for BOTH
Novartis and CHOP, WayBill Order# match

» Pack per Novartis Instructions

» Serialized zip tie to prevent tampering @

» Send via World Courier off to Morris Plains

Novartis 2> CHOP

» ~4 Weeks (manufacturing, QA testing for release)

mwmmbmm_sg

Total CD3* Call Count (include sum of all bags):

Minimum Requirgment” 10 % 10° CDZ" Cells

+Piease noe thal cell counts i e table are reporied per bag and are ndependent of patlent weight.
* Cal Novertls Acoount Menager If minimum call count requiraments are not met

Date of Dewar packaging (DD/MMM/YYYY):

Time of Dewar packaging (HH:MM):
*The dee and fim of Dewsr packaging SNoukd DE [ECOrDed a5 (e PN & WIlch INe cryopreserved leukapneresis material is
loated Into ihe Dewar.

Signatures

By signing below, you indicate that you have verified the patient details and that all information
entered in this section of the Apheresis Data Form Part B is complete and accurate.

» Unpack Cryoshipper, Return to LN2 Storage
» Complete Receipt Paperwork for CHOP @

This section
complated by: Date
Verified by: Date:
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Shipping

(0
» Two sets of paper work

- similar info documented both We do both

internally and on sponsor paperwork
- what about SOP (not just shipping) New SOP, to only show difference fro
-- our institutional SOP
-- while referring to sponsor manuals
» Multi-day collections
- combined during manufacturing New DIN upon return (CMO not ISB @

» Watch out for weather
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37°C Water Bath with secondary bag

Transfer to Syringe(s)

Deliver to Clinical Team at Bedside

Confirm Patient and Product Identifiers
lab staff, MD, RN @

Expires 30 minutes from End of Thawm

]

W335 18 000 78 Rh POSITIVE
Coordination on infusion day is key @
. (‘ FO:AUMTELOGDUE
Multiple messages back/forth to ensure S T Lo s A OCLIN
) Do Mot Use Leukoreduction Fiter
-- pt is ready B On -
Derwor 10: '
- MD Is ready |\|||\|||||\|||W| ceer ([N
. 52410100 Date/Time
-- lab is ready 1ccallsAnheiests 21AUG2016 1221 EOT
ﬁﬁ?ﬁﬁ'ﬂﬂ Prasenl (2IALIGE01B 16:21 UTC)
See Accamparying Documertation Intended Recipient:
Ganatioally Modifiad, Thawed, han- S
mobilzed, Gulured Reciplent MR®:
Total Valume: 34 mL RecpientDO&:

Stare al 226 C
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THANK YOU!
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