Instructions for Versioning

Important: Please do not include this slide in final presentation

Purpose: This presentation contains slides to train on how to complete the ADF and report packaging and shipment for apheresis centers and

cell labs.

This slide highlights sections or slides that may differ depending on the CellChain™ login or dry vapor shipper used by the treatment center.
Each treatment center will only use 1 of the 2 login methods presented, so please adjust the presentation accordingly. For ease of reference,
amber text boxes indicating the CellChain™ login or dry vapor shipper have been added to the upper left corner of the respective

slides/sections.

All amber text boxes and non-applicable slides should be removed prior to presentation.

Slide Number(s)

Slide Title(s)

Instruction

. Initial Access to CellChain™; Initial Access to CellChain™ These slides should be used for treatment centers using the
Slides 11-13 ) S . . ) .
(cont); Logging into CellChain™ Microsoft Login option.
Initial Access to CellChain™; CellChain™ Account: Set Your Th . .
. . S R M . ese slides should be used for treatment centers using the
Slides 14-17 Password on First Login; Logging into CellChain™; Logging SFDC Login option
into CellChain™ (cont) gin option.
Slide 91 Review Dewar Tracking Information This slide shows the t_racklng link for treatment centers using the
Cryoport dry vapor shipper.
Slide 92 Review Dewar Tracking Information Th|s®sllde shows the trac_klng link for treatment centers using the
evo® DV10 dry vapor shipper.
. Access to Clinical Trial and Historical Orders in CellChain™ |This slide shows how to access CellChain™ Classic for treatment
Slide 96 . . ) ;
Classic centers with the Microsoft login.
Slide 97 Access to Clinical Trial and Historical Orders in CellChain™ [This slide shows how to access CellChain™ Classic for treatment
Classic centers with the SFDC SSO login.

SFDC, Salesforce Dot Com; SSO, single sign-on.
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Business Use Only

Gasper Jordan

Slides 5, 7-10, 12, 19-21, 30, 31, 33, 35, 36, 51, 53, 54, 57, 59, 61, 63-66, 86, 88, 90, 91, 96: Editorial changes made to correct
grammar and to ensure consistency of language/formatting throughout the presentation

Slides 5, 9, 13, 44, 57, 62, 66, 93, 99, 102, 103: Added a new home button linking to the Agenda page; added a description of the
button to slide 5

Slide 5: Added a new section: “Editing an Approved ADF”. Updated title of last Appendix

Slides 11-13, 96: Added amber box identifying slides as using the Microsoft login

Slide 13: Added a bracketed note about recommended browsers

Slides 14-17: Added slides with the SFDC login process

Slides 20, 46, 52, 55: Email screenshots were reworked to increase readability

Slide 23: Added a note about infectious disease testing requirements

Slides 25, 27, 31, 33, 37, 38, 41: Updated example cell counts to remove the decimal comma

Slides 26, 27, 37, 38, 41: Updated units of measure in the screenshots

Slide 31: Added note about cryobag ID

Slide 34: Updated wording in 2nd note on excess apheresis material. Updated screenshot to reflect subtotals vs. grand totals
Slide 47: Updated wording in step 2

Slide 51: Corrected screenshot to read “ADF Approved”

Slide 53: Updated the reason for ADF rejection in screenshot

Slide 55: Updated note about timing of ADF correction, submission, and approval

Slide 62: Updated screenshot to show the “Summary and Submission” page

Slide 66: Added note about saving/printing new versions of the ADF

Slides 67-85: Added new section: “Editing an Approved ADF”

Slide 84: Slide had previously been in the “Printing” section. Moved to “Editing” section and enlarged email

Slide 89: Added a new first instruction to verify patient data in the header section

Slide 90: Updated wording on the timing of apheresis packaging in step 2. Updated number of sentinel vials in screenshot
Slide 91: Updated wording in red bubble to reflect alternate tracking links. Added amber box identifying Cryoport shipper
Slide 92: New slide added with evo® DV10 tracking link

Slide 96: Bracketed screenshot

Slide 97: Added new slide on CellChain™ Classic-CellChain™ PRO navigation with SFDC SSO login

Slide 100: Updated Appendix Title

Slide 101: Updated to have the ISBT 128 process slide presented first. Removed hyperlink to non-ISBT 128 slide

Slide 102: Added additional language to the first box in the flow chart
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3.0 12-Oct-2021 Divya Nambiar
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Slides 10-12: Updated the login process

Slide 12: Note added about informing Novartis in case of personnel off-boarding
Slide 23: Updated to include Document Upload steps

Slide 26: Note about subtotals updated

Slides 30-31: Updated to show warning message for high and low threshold respectively
Slide 50: Note added about ADF update until Day 0 of Mfg

Slides 51-52: Updated to show ADF re-submission

Slides 54-56: Added note about Date format

Slide 67: Updated to explain steps for entering Number of Sentinel Vials Shipped
Slide 68: Text and Note updated for Dewar Tracking Information

Slide 69: New slide added to show Document Upload

Slides 72-73: Slides added for CellChain™ Classic-CellChain™ PRO navigation

Slides 6-7: Added Novartis CAR-T Order Process Overview
Slides 10-13: Added new login process slides
Old login process slides deleted

Slides 70-71: New slides added to show navigation between 2.x and 4.x. Slides to be hidden while training
new users.

For Approval
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Agenda Click this button to

return to Agenda page

1. Course Overview

2. Accessing CellChain™

3. Apheresis Data Form Submission

4. Apheresis Data Form Approval or Rejection

5. ADEF List View

6. Printing an Approved Apheresis Data Form

7. Editing an Approved Apheresis Data Form

8. Entering Dewar Packaging and Apheresis Pickup Details
9. Appendix

10. Appendix: Apheresis Shipment Process Flow
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Course Overview

Prior to product manufacturing, information about
the patient, the apheresis collection, apheresis
material testing, and the cryopreservation
procedure must be reported to Novartis on an
Apheresis Data Form (ADF).

The ADF is completed in CellChain™, the Novartis
Online Portal used to manage the CAR-T cell
ordering process and coordinate manufacturing
and logistics.

The purpose of this course is to provide
apheresis/cell processing staff with the knowledge
and skills required to submit, approve, and monitor
the ADF in CellChain™. The course will also
explain how to organize and report the shipment of
apheresis material from your treatment center to
Novartis Manufacturing Facilities.

CAR, chimeric antigen receptor.

7  Business Use Only
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Prescribing Apheresis staff
physicians

Cell processing staff

Manufacturing
Facility

Transplant Infusion staff Nurses
coordinators
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Novartis CAR-T Cell Order Process Overview

CellChain™ Online Ordering System

Product Request

CAR-T/Transplant
Coordinators

Pharmacists Treating Physicians

Business Use Only
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Novartis CAR-T Cell Order Process Overview
(cont)

Treatment Batch ID Product Apherestis
Center assigned by Order er:i?:tiz b
submits a Novartis details ?\lovartis anél,
Product (initiates Chain verifigd (if RS network

Order of Identity) required) site

Cryopreserved
collected cells Apheresis
apheresis material)* Data Form

are shipped to approved
Novartis

Apheresis
Data Form
submitted

*The Apheresis Data Form (ADF) must be completed before apheresis material may be shipped to Novartis.
Cryopreserved apheresis material may be collected up to 30 months before the start of manufacturing.

Business Use Only
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Key Guidelines For ADF Completion

» The submission and verification of the ADF signify the accuracy of the data representing apheresis
material being submitted to Novartis

= CellChain™ provides screen and field-level validations throughout the ADF completion process to
help ensure that the ADF is complete and accurate

= When completing the ADF, please be sure to adhere to the following requirements:
= |f there are multiple collections, you are required to individually report them
= |f there are multiple cryobags for the same collection, you are required to individually list them

= The ADF must be submitted and verified before the apheresis material is shipped to the
Novartis manufacturing facility

= If your center is not ISBT 128-compliant, you may be eligible to complete a waiver and not have
hangtags sent to your center. Please notify your Novartis CTOM

CTOM, Cell Therapy Operations Manager; ISBT, International Society of Blood Transfusion.
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Initial Access to CellChain™

For enhanced security, Novartis is using Microsoft services to support CellChain™ access.

To set up your account, you will receive an email from Noreply, lamservice (Gen) (iamservice.noreply@novartis.com) with the subject
line “Novartis Communications: Invitation to access Novartis applications”

= Click the Accept Invitation link in the email and proceed with the instructions on the screen to log in to your institution’s Microsoft
account or to create an account
=

Create Your Guest Novartis Account Now

Dear User

You have been invited fo access selected Novarlis applications. To begen the process,
please accepl the invitation below.

Ib Accept Invitation I

Kind regards,
Novartis ldentity and Access Management

Please only acl on this emall if you were expecting this invitaBen. In rare cases. indhviduals may
recehvi fravdubent imdlations from bad aclors posing as legiimate companies, Il you were not
expaciing this invitation, please proceed with caution

Baad our General Privacy Motice for Third Paries.

I, NOVARTIS

Note: If you are directed to your institution’s login page, please enter your institutional password. Novartis does not store or have
access to your institutional password.

12 Business Use Only U NOVARTIS | Reimagining Medicine
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Initial Access to CellChain™ (cont)

After reviewing and accepting the access permissions, the My Apps page will appear.

This indicates that your account setup is complete.

& C M () https://myapplications.microsoft.com
ar Microsoft

user@email.com My Apps v/ O Search apps

Review permissions
Apps v @

(' Novartis Pharma AG novartis.onmicrosoft.com

This resource is not shared by Microsoft.
The organization Novartis Pharma AG would like to:

~ Signyouin
~ Read your name, email address, and photo

You should only accept if you trust Novartis Pharma AG. By
accepting, you allow this organization to access and process
your data to create, control, and administer an account
according to their policies. Novartis Pharma AG has not
provided a link to their privacy statement for you to review.
Novartis Pharma AG may log information about your access.
You can remove these permissions at
https://myapps.microsoft.com/novartis.onmicrosoft.com

13 Business Use Only U NOVARTIS | Reimagining Medicine
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Logging in to CellChain™

Classification: Business Use Only
After your account has been set up, you can go directly to www.cellchaincares.com/pro.

validated for the interface and functionalities of CellChain™.

—

Novartis recommends that you use the latest version of Microsoft Edge or Google Chrome, as these are:|

Please bookmark the link for future access.

1. Select the work account you registered to use with CellChain™
2. Enter your password and click Sign in

| | FVH
) NOVARTIS B® Microsoft

Pick an account

Enter password
jo user@email.com :
Password
—|— Use another account o | Keep me signed in

Forgot password?

user@email.com

Note: If a user is no longer with your institution, please inform your Novartis representative via email or in writing
immediately. Their account will be deactivated to ensure data privacy and to protect information.

14 Business Use Only U NOVARTIS | Reimagining Medicine
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Initial Access to CellChain™

] TO Set up your Ce"Chaln ™ account’ you W|” Welcome to CellChain™ - the Novartis CAR-T Order Manjg:n:émza:firr! -
receive an email from Novartis CAR-T @ To C Novarts GART o enaseam '

() This message was sent with High importance.

[cellchain.donotreply@novartis.com] with the
subject line “Welcome to CellChain™ - the ) NOVARTIS
Novartis CAR-T Order Management Platform!”

Dear New User,
H 1 1 1 Welcome to CellChain™ PRO, the Novartis CAR-T Order Management
u CI |Ck the I In k I n the emall ® Platform. Please set your password by clicking on the link here.

Username: user@email.com.ccpro

Bookmark www.cellchaincares.com/pro to access the CellChain™ PRO
platform and your orders.

If you have any questions, please contact your local Novartis
representative.

Thanks,
Novartis

15 Business Use Only U NOVARTIS | Reimagining Medicine
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CellChain™ Account: Set Your Password on
First Login

The first time you log in to CellChain™ you ) NOVARTIS

will be prompted to change your password Change Your Password

Enter a new password for
user@email.com.

Make sure to include at least

Notice the specified password length

. . [ . 1 uppercase letter
and complexity requirements

1 number

1 special character )

* New Password

Note: The system requires you to
change your password every 3 months

Confirm New Password

Password was last changed on 6/30/2021 10:18 PM.

16 Business Use Only U NOVARTIS | Reimagining Medicine
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Logging in to CellChain™

Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA
Doc. Version: 5.0

Classification: Business Use Only

You will be redirected to www.cellchaincares.com/pro. You can bookmark the link for future access.

validated for the interface and functionalities of CellChain™.

|:Novartis recommends that you use the latest version of Microsoft Edge or Google Chrome, as these are:|

Enter your username and password and click Log In.

Uy NOVARTIS

Welcome to
CellChain™ PRO

Your order management platform

for Novartis CAR-T Cell Therapies
LogIn

ur Password?

Orlogin using

CellChain Single Sign On

Novartis Cell Therapies employee? Log In

© 2021 Novartis. Al rights reserved.

Note: If a user is no longer with your institution, please inform your Novartis representative via email or in writing
immediately. Their account will be deactivated to ensure data privacy and to protect information.

17 Business Use Only
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Logging in to CellChain™ (cont)

Please note:

= After five login attempts with an incorrect password, the system U \
will lock you out for 30 minutes NOVARTIS

= Your account must be activated within 7 days of receiving the a——
CellChain welcome email from ‘ | ‘
cellchain.donotreply@novartis.com

= |If you forget your password, click the Forgot Your Password? &———
link and you will receive an account recovery link which will be
valid for 24 hours

= |f you are locked out of the application, please contact your local

. . Forgot Your Password?
Novartis Customer Service Center :

* The system will automatically log out users after 15 idle minutes

Note: If a user is no longer with your institution, please inform your Novartis representative via email or in writing
immediately. Their account will be deactivated to ensure data privacy and to protect information.

18 Business Use Only U NOVARTIS | Reimagining Medicine
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Title: How to Manage an ADF and Report Packaging and Shipment
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Doc. Version: 5.0

Process Flow |

The process below depicts how the Collection and Cryopreservation Details in the ADF are submitted
and verified by apheresis/cell processing staff.

] Novartis
A ADF Submitter DA ADF Approver A< Manufacturing
Email Email Email Ship hangtag
e et Notification e e labels to pickup
Notificat
otification - - - - Notification - location, if
ADF Entry ADF ADF applicable?
Requi Approval
equired Required Approved
Activity occurs in CellChain™
Note: You will receive the ADF Entry email only

after the Product Order is placed.

Activity occurs outside of CellChain™

aNovartis hangtag labels may be required for centers using non-ISBT 128 labeling. It may be possible for Novartis to review an institutional non-ISBT 128 label to
determine if the requirement to use a Novartis hangtag label may be waived.

20 Business Use Only
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Receive Email

After the Product Order is placed, you will receive an email notification stating that ADF entry is required.
1. Click the link in the email to access CellChain™

Note: You can also log in to CellChain™ directly at www.cellchaincares.com/pro

Sandbox: KYMRIAH Action: ADF entry required for Novartis Batch ID NT15197 / Hospital Patient ID ID9876 for University Hospital Bremen e
From: KYMRIAH Status <kymriah ststus@novartis.com> ¥ a 04/26/2021 (20 hours ago) ¥7 i
To: user@email.com

ow dotail LRI

U, NOVARTIS

Dear Andreas Krueger,

The product order with Novartis Batch ID NT15197 / Hospital Patient ID ID9876 for a patient of prescriber
Marc Schmidt at University Hospital Bremen has been confirmed.

Please verify patient details and enter the ADF by clickin r ordering platform with your
unique login credentials.

The pick up of the cryopreserved apheresis material is planned for 29 Apr 2021 12:00 CET.

Please contact the Customer Service team at the email or phone number below should you have any
questions.

My KYMRIAH

Novartis Pharma AG
Phone: +800 100 10 100
my.kymriah@novartis.com
www.novartis.com

Cc: user@email.com

21 Business Use Only U NOVARTIS | Reimagining Medicine
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Verify Patient Details

Verify that the patient data accurately match your most recent medical assessments/records and collection bag labels.
2. Select the check box to confirm that the patient data are accurate

3. Click Next
Note: If you are unable to confirm the patient details, please contact your Ordering Site before proceeding.
Patient Name AWAITING ADF
Marie Plank
Date of Birth Indication / Clinical Trial Hospital Patlent ID Patient Welght (kg ) Novartis BatchID
11 Apr 1988 Diffuse Large B-Cell Lymphoma ID9876 45 NT15197
Back to Patient List

©  VerifyPatient Details

Product Order Summary

Required Collection Details

Recommended Collection Details

22 Business Use Only

@

Verify Patient Details

Please verify that the patient name (full name or initials) / Treatment Protocol Subject ID and date of birth above match exactly with
your most recent medical assessments / records and Apheresis bag labels.

+ lconfirm that the patient data is accurate

Andreas Krueger
26 Apr 2021 22:08 CET

© ===
U NOVARTIS | Reimagining Medicine
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Verify Site and Scheduling Information

Verify the Site and Scheduling Information captured in the Product Order Summary section.
4. Click Next

Note: If any of the details are incorrect, please contact your Ordering Site before proceeding.

Back to Patient List

Product Order Summary

@, \Verify Patient Details

Site and Scheduling Information

Product Order Summary Ordering Hospital Name
University Hospital Bremen

Prescriber
Marc Schmidt

Required Collection Details Apheresis Collection Center Apheresis Pick Up Location

Cell Lab Bremen-X Cell Lab Bremen-X

Musterstrasse 1, Building A 62 Musterstrasse 1, Building A 62

28001 BREMEN 28001 BREMEN
Recommended Collection Details GERMANY GERMANY

Planned Cryopreserved Apheresis Pick Up Manufacturing Plant

PharmOps Plant Stein

Required Cryopreservation Details 29 Apr 202112:00 CET

Schaffhauserstrasse 101
43322 Stein, Aargau
Switzerland

Recommended Cryopreservation Details 6 | “

Summary and Submit

23 Business Use Only U NOVARTIS | Reimagining Medicine
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Enter Required Collection Details

5. In the Infectious Disease Testing section, validate and check each box to confirm that the patient infectious disease
testing results conform to requirements

6. Click Next
Note: If the patient does not meet the infectious disease testing requirements, contact your CTOM before proceeding.

Back to patint st Required Collection Details

@ Verify Patient Detals Infectious Disease Testing g

l The patient does not have an active Hepatitls B (HBV) infection. Do Results conform to requirement?
@ Product Order Summary o - Yes
The patient does not have an active Hepatitis C (HCV). Do Results conform to requirement?
Required Collection Details v| Yes

Patient does not have HIV Infection. Do Results conform to requirement?
« Yes

Recommended Collection Details
Any additional required autologous donor eligibllity and / or Infectious disease testing has been completed in compllance with institutional and local Health
Authority requirements, andis determined to be acceptable.

Required Cryopreservation Details + Yes

Determination of the patlent's HBV, HCV and HIV status was completed within 30 calendar days prior to collection or any date after collection. Mote: Superseded

by stricter local regulatory requirement if applles.
Recommended Cryopreservation Details

Note: Click Save for Later to save
partial entries and return to complete
the ADF at a later date/time.

v Yes

Summary and Submit Back
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Enter Required Collection Details (cont)

7. From the drop-down menu, select the Apheresis System used for the collection

8. Enter applicable comments in the Collection and Cryopreservation Comments field

Back to Patient List
. L3 L3
Required Collection Details Note: If you select
@, Verify Patient Details Other as the
[ Apheresis System
Used, enter the
Product Order Summary Apheresis Collection Center Apheresis Pick Up Location
Cell Lab Bremen-X Cell Lab Bremen-X name of the other
Musterstrasse 1, Building A 62 Musterstrasse 1, Building A 62 Apheresis System
28001 BREMEN 28001 BREMEN . P
Required Collection Details GERMANY GERMANY used in this field.
Apheresis System Used Other 9
Spectra Optia ® v
Recommended Collection Details
Collectionand Cmmservaﬂon Comments ﬂ
Required Cryopreservation Details o
) . Apheresis Collections . -
Recommended Cryopreservation Details Note: The Comments field has a 255-character limit.

Any comments entered in this field will persist
throughout the remainder of the ADF entry process.
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Enter Required Collection Details (cont)

9. Enter the Apheresis Collection(s) details, using one row per collection
10.Click Add another collection to add rows

11.Click Next

Note: For countries where summer time is observed, all time zone labels displayed in the system will not change between
summer time and standard time, however the time will be adjusted and displayed accurately.

Recommended Cryopreservation Details
b Apheresis Collections

Summary and Submit ) :ﬂ:&"e o @ ‘
Collection Apheresis ID@ rooessed End of Apheresis Collection Date End of Apheresis Collection Time Time Zone @
(litres)
0 O O B 3
omplia 0 ame pe D
Donation Ide atio e 5 1 APH13132424 148 & | 21Apr2021 © 1230 CET
0 O B 3-complia e X
e CO ame be Aphere D
2 APHEB5E7878 14.2 & 23 Apr 2021 ®© 11:20 CET

[ Add another collection ‘ 0

U NOVARTIS | Reimagining Medicine
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Back to Patient List

@, Verify Patient Details

&, Product Order Summary

&, Required Collection Details

© Recommended Collection Details

Required Cryopreservation Details

Recommended Cryopreservation Details

i o g i o OV g,
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Enter Recommended Collection Details

12.For Collection 1, enter the Preapheresis Peripheral Blood Testing details

Recommended Collection Details

v Collection1-Preapheresis Peripheral Blood Testing for Apheresis ID: APH13132424

12

Date Of Testing

& 21 Apr 2021

Hemoglobin (g/dL)
13

Absolute Counts

Date Of Testing

& 21 Apr 2021

Complete Blood Count (CBC) with Differential

Time
©® 08:00

Platelets (x10*9/L)

150

® 0800

Time Zone @

CET

Time Zone ©

CET

U/ NOVARTIS
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Enter Recommended Collection Details (cont)

13.For Collection 1, continue to enter Preapheresis Peripheral Blood Testing details

14.In case of additional collections, click the next Collection and enter the Preapheresis Peripheral Blood Testing
details

Absolute Counts
Recommended Cryopreservation Details
R 0 Date Of Testing Time Time Zone ®
& 21 Apr 2021 @® 08:00 CET
Summary and Submit
White Blood Cell Count (/pL) Absolute Lymphocyte Count (/pL)
5,000 400
Flow Cytometry
Date Of Testing Time Time Zone @
& 21 Apr 2021 @® 08:00 CET

Absolute CD3 Lymphocyte Count (/L)
400

@ v Collection 2 - Preapheresis Peripheral Blood Testing for Apheresis ID: APH56567878

Comnlata Rlnad Caunt (CRC) with Diffarantial
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Enter Recommended Collection Details (cont)

15. Enter applicable comments in the Collection and Cryopreservation Comments field

16.You may be requested by Novartis to upload relevant documents in the Additional Documentation section. After
selecting your file(s) to upload from your computer, select the Document Type

17.Click Save Documents to ensure the document is uploaded successfully

18.Click Next

29 Business Use Only

152

Collection and Cryopreservation Comments @

comments

Additional Documentation

Please upload files up to 5 MB in the following format: doc, docx, txt, pdf, xIs, xIsx, csv, ppt, pptx, jpg, jpeg, png.

&, Upload Files = Or drop files

A Select the D Type for each uploaded file, then click the Save Documents button to submit the documents.

Document Name Document Type* Uploaded Date Uploaded By

@CBC Data.pdf Please Select - X
Memorandum - Apheresis Material
CBC Data

Flow Cytometry Data

) Sterility Data
Other Document - Apheresis Material

U NOVARTIS | Reimagining Medicine

KR2304110595



Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA

Doc. Version: 5.0

Classification: Business Use Only

Transfer to Cell Lab

At this stage, you can continue to enter the Cryopreservation Details yourself, or transfer the remainder of the ADF Entry
and ADF Submission to a different user at your cell processing laboratory.

19.Click either Transfer to Cell Lab or Enter Cryopreservation Details, as applicable

Collection Details Completed by

Andreas Krueger
26 Apr 202122:16 CET

You can continue to enter the Cryopreservation Details or
transfer that activity to a cell lab for entry

Transfer to Cell Lab ] Enter Cryopreservation Details
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Enter Required Cryopreservation Details

At tl?is stage, staff from either the cell processing laboratory or the apheresis collection unit can perform the subsequent
tasks.

20.For Collection 1, enter the Start of Cryopreservation Date and Time

Back to Patient List

. . . Note: The DIN/Apheresis ID is
Required Cryopreservation Details carried over from the Collection
Details and does not need to be
reentered.

@, Verify Patient Details

2
i VI — « Collection 1- Apheresis Material Cryobag Information|for Apheresis ID : APH13132424

Note: The Start of Cryopreservation

@, Required Collection Details Time is the time at which the
ApheresisID - cryoprotectant (DMSO) is added to the
APH13132424 b apheresis material. This date and time

€ Recommended Collection Details should be within 24 hours of the End of
Enviof Apiersals Colaciion Dete e\ @bt Apheresis Collection Date and Time.
21 Apr 2021 12:30

© Required Cryopreservation Details
Start of Cryopreservation Date Start of Cryopreservation Time Time Zone ©

@ &= 21 Apr 2021 ® 16:00 CET
Recommended Cryopreservation Details

Colk nd Cryop vationC i)

Summary and Submit

DMSO, dimethyl sulfoxide.
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Enter Required Cryopreservation Details (cont)

21.In the Cryobag Information section, enter the cryobag details, using one row per cryobag
Note: Use local procedure to determine the Cryobag ID
22.Click Add another bag to this collection to add rows

Enter the Cryobag ID (assigned by your institution) per cryobag

Collectionand Cryopreservation Comments @ Enter the calculated nucleated cell count per cryobag. Ensure that the
actual (nonrounded, up to 2 decimal places) cell count is recorded
Summary and Submit Enter the calculated CD3+ cell count per cryobag. Ensure that the
actual (nonrounded, up to 2 decimal places) cell count is recorded
Cryobag Information Enter the total volume per bag in milliliters
Number of Cryobags
1
Cryobag# CryobagiD@  TotalNucleated Cell Count CD3+ Cell Count Total Volume per Bag (mL)
0 1 IDO1 5.9 X10* 9 v 3.6 X10" 9 v 35
@ [ Add another bag to this collection Add up to 10 bags across all collection
Note: The subtotals for the
Subtotals collection will be calculated and
displayed here. The CD3% of
Total Nucleated Cell Count Total CD3+ Cell Count TNC will be automa“ca”y
590 x 10"9 TNC 360 x 10"9 CD3+ calculated by CellChain™
WBC concentration CD3+/TNC X100
1.68 x 10”8 cell/ml 61.01%
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Enter Required Cryopreservation Details (cont)

23.In case of additional collections, click the next Collection and enter the required details

@ v Collection 2 - Apheresis Material Cryobag Information for Apheresis ID: APH56567878

ApheresisID

APH56567878

End of Apheresis Collection Date End of Apheresis Collection Time Time Zone ©

23 Apr 2021 1:30 CET

Start of Cryopreservation Date Start of Cryopreservation Time Time Zone @
= 23 Apr 2021 @® 1530 CET

Collectionand CryopreservationComments €

Cryobag Information
Number of Cryobags
1
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Enter Required Cryopreservation Details (cont)

24.Continue to enter cryobag details for the additional collection

25. After the cryobag details across all collections have been entered, click Finished Adding Bags. This will calculate
the grand total number of cells for all cryobags across all collections

Cryobag Information
Number of Cryobags
1

Cryobag# CryobagiD@  TotalNucleated Cell Count CD3+ Cell Count Total Volume per Bag (mL)

@ 1 ID02 4.1 X10* 9 w 1.7 X100 9 w 40

Add up to 10 bags across all collection

‘ Add another bag to this collection

@ | Finished Adding Bags I

Subtotals
Note: After clicking Finished Adding TokaiNciested Call Courik Total CD3+ Cell Count
Bags, subtotals for that particular 410 x 10°9 TNC 170 x 100 CD3+
collection are listed below. ‘ ’
The grand totals across all bags and WBC concentration CD3+/TNCX100
collections will be calculated and 102 x 108 cell/ml 4146 %

displayed at the end of the screen.
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Enter Required Cryopreservation Details (cont)

26.Select Yes or No to specify if excess apheresis material has been retained at your site
Note: If Yes, scroll up to the Comments field to enter how much excess material is stored at your site

Note: Cryobag information for excess apheresis material stored at your site is not to be entered into the ADF

Add another bag to this collection ‘ Add up to 10 bags across all collection
Finished Adding Bags
Subtotals
Total Nucleated Cell Count Total CD3+ Cell Count
410 x 109 THC 170 x 109 CD3+
WEC concentration CD3+/THC X100
1.02 x 10*8 cellfml 4146 %

Excess Apheresis material retained at your site

Excess Apheresis material retained at your site
(®) Yes
No

35 Business Use Only U NOVARTIS | Reimagining Medicine

KR2304110595



Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA

Doc. Version: 5.0

Classification: Business Use Only

Enter Required Cryopreservation Details (cont)

Review the grand totals across all cryobags and collections. In case of a high threshold, a warning will appear at the top
of the screen as well as on all submission and approval screens.

27a. Click Next

Required Cryopreservation Details

v Collection1- Apheresis Material Cryobag Information for Apheresis ID: APH13132424

Note: The grand totals across all

cryobags and collections will be Grand totals across all bags and collection days
calculated and displayed here. The
hlgh threshold Wal'ning will not be The collection for this batch has resulted in specifications that may be considered “excess material”. Please contact your Cell Therapy Operation Manager
displayed in the printed ADF. for guidance.
Total Nucleated Cell Count Total CD3+ Cell Count
(Threshold: Min:2x10"9) (Threshold: Min:1x10*9 Max:4x10"9 )
10.00 x 109 TNC 530 x 10”9 CD3+
CD3+/TNC X100 Novartis Apheresis Expiration Date / Time

(Threshold: Min:3%) 21Mar 2024 13:00 CET
53.00 % @

Back { Save for Later Next
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27b. Click Next

Note: The grand totals across all
cryobags and collections will be
calculated and displayed here.

The low threshold warning will be
displayed in the printed ADF.
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Enter Required Cryopreservation Details (cont)

Review the grand totals across all cryobags and collections. In case of a low threshold, a warning will appear at the top
of the screen as well as on all submission and approval screens.

Required Cryopreservation Details

~ Collection1- Apheresis Material Cryobag Information for Apheresis ID: APH13132424

Grand totals across all bags and collectlon days

Tolal cefl counts ane below aptimal manulaciuring requirements. Your Novarth Operalions Expert was notified (0 contact the prescnber 10 eviduite risks of

proceeding with this order. Please wait for furiher mstructions before requesting the Dewar

Total Muclsated Cell Count Total CO3+ Cell Count

{Thrashold: Min 2x10°9) {Threshokd: Minc 1100 Max: 4x10°9

1.00 %109 THNC 100 x 10°9 CD3+

CD3+/THC X100 Novartis Apheresis Explration Date / Time

(Threshold: Min: 3%) 15 Mar 2024 1245 CET

10000 % @

KR2304110595
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Enter Recommended Cryopreservation
Details

28.For Collection 1, enter the Apheresis Material Testing Information

Back to Patient List
Recommended Cryopreservation Details

@, Verify Patient Details

® Product Order Summary @ v Collection1- Apheresis Material Testing Information for Apheresis ID: APH13132424
Required Collection Details Date Of Testing Time Time Zone ©
@ 22 Apr 2021 HH:MM @® 08:00 CET
Recommended Collection Detalls Complete Blood Count (CBC) with Differential
Dirferential Performed Hematocrit (%)
Required Cryopreservation Details ® Manual 9.0
Automatic
Hemoglobin (g/dL) Platelets (x10"9/L)
o Recommended Cryopreservation Details a 200
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Enter Recommended Cryopreservation

Details (cont)

29.For Collection 1, continue to enter the Apheresis Material Testing Information

Summary and Submit

39 Business Use Only

©

Absolute Counts

White Blood Cell Count (/uL)
50,000

Percentages

Monocytes (%)

10

Lymphocytes (%)
25

Others (%)
5
Cell Viability

Viabllity(%)
95

Absolute Lymphocyte Count (/pL)
30,000

Neutrophils (%)
55

Blasts (%)
5
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Enter Recommended Cryopreservation
Details (cont)

30.1In case of additional collections, click the next Collection and enter the testing details

31.Click Next

@ > Collection 2 - Apheresis Material Testing Information for Apheresis ID : APH56567878

Additional Information

Note: You can enter additional
comments. Any information that you CollectionandCryopr °
previously entered will be displayed. Comments

Additional Documentation

Please upload files up to 5 MB in the following format: doc, docx, txt, pdf, xIs, xIsx, csv, ppt, pptx, jpg, jpeg, png.
Note: You can upload related
documents in the Additional & Upload Files | Or drop files

Documentation section. Any
documents that yOU preV|0US|y Document Name Document Type* Uploaded Date Uploaded By

uploaded will be displayed.

LECBC Data.pdf CBC Data 22 Apr 2021 Andreas Krueger > %

= e (] Q)
UF NOVARTIS | Reimagining Medicine
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Review ADF

The Summary and Submission screen is displayed. form that displays all the

details entered in the ADF.

32.Scroll through the form and review the information you entered

Back to Patient List

Go to Shipment Details

@, \Verify Patient Details

@, Product Order Summary

&, Required Collection Details

&, Recommended Collection Details

&, Required Cryopreservation Details

&, Recommended Cryopreservation Details

© Summaryand Submit

41 Business Use Only

Summary and Submission

Product Order Summary

Site and Scheduling Information

Ordering Hospital Name
University Hospital Bremen

Apheresis Collection Center

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

yopreserved Apk Pick Up

29 Apr 202112:00 CET

Prescriber

Marc Schmidt

Apheresis Pick Up Location

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Manufacturing Plant
PharmOps Plant Stein
Schaffhauserstrasse 101
43322 Stein, Aargau
Switzerland

KR2304110595
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Edit ADF

Title: How to Manage an ADF and Report Packaging and Shipment
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Doc. Version: 5.0
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33.1f you should need to update any information, click Edit next to the relevant section to access the editable fields

42 Business Use Only

Recommended Collection Details

‘ Edit ‘

Collection 1- Preapheresis Peripheral Blood Testing for Apheresis ID:12345

Complete Blood Count (CBC) with Differential
Date Of Testing

21 Apr 2021

Hemoglobin (g/dL)
13
Absolute Counts

Date Of Testing
23 Apr 2021

White Blood Cell Count (/pL)
5,000

Flow Cytometry

Date Of Testing

KR2304110595

Time Time Zone @

08:00 CET

Platelets (x10"9/L)

150
Time Time Zone @
08:00 CET

Absolute Lymphocyte Count (/L)
400

Time @ Time Zone @
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Submit ADF

After reviewing all the information, scroll to the bottom of the form.

; : Note: This is a scrollable
34.Click Submit form that displays all the

details entered in the ADF.

ADF Submission and Approval

Collection Detalls Completed by Collection Detalls Completed Date/Time
Andreas Krueger 26 Apr 20212246 CET

ADF Submitted By ADF Submitted Date/Time

ADF Approved By ADF Approved Date/Time

Q
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Confirm and Submit ADF

A Submit for Approval prompt will be displayed.
35.Check the box to confirm that the information entered is complete and accurate

36.Click Submit

o

Submit for Approval

| confirm that the information entered is
complete and accurate

Andreas Krueger
26 Apr 2021 20:43 EST

@

d) NOVARTIS | Reimagining Medicine
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Confirm and Submit ADF (cont)

A confirmation message will be displayed.

Patient Name ADF PENDING APPROVAL
Marie Plank

Date of Birth Indication / Clinical Trial Hospital Patlent ID Patlent Weight (kg) Novartis Batch ID

11 Apr 1988 Diffuse Large B-Cell Lymphoma ID9876 45 NT15197

Back to Patient List

Go to Shipment Details

Verify Patient Details 0

Collection and Cryopreservation Submitted

Product Order Summary
Thank you, the Apheresis Data Form has now been submitted

Required Collection Details

Recommended Collection Details

Required Cryopreservation Details

Recommended Cryopreservation Details

Summary and Submit
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Receive Email

You will receive an email notification stating that ADF approval is required.
1. Click the link in the email to access the CellChain™ login page

Note: Only a second apheresis or cell processing user (who is different from the first user who submitted the ADF) can
verify and approve (or reject) the ADF.

Sandbox: KYMRIAH Action: ADF approval required for Novartis Batch ID NT15197 / Hospital Patient ID ID9876 from University Hospital Bremen w
From: KYMRIAH Status <kymriah ststus@novartis.com> ¥ @ 04/26/2021 (20 hours ago) ¢ i
To: user@email.com

Yo By [ % || |
U, NOVARTIS

Dear Daniela Dresner,

The Apheresis Data Form (ADF) for Novartis Batch ID NT15197 / Hospital Patient ID 1D9876 for a patient of
prescriber Marc Schmidt at University Hospital Bremen has been submitted for approval by Andreas Krueger.

Please verify and approve the ADF by clickin our ordering platform with your unique login
credentials.

The pick up of the cryopreserved apheresis material is planned for 29 Apr 2021 12:00 CET.

Please contact the Customer Service team at the email or phone number below should you have any
questions.

My KYMRIAH
Novartis Pharma AG
Phone: +800 100 10 100

my.kymriah@novartis.com

www.novartis.com

Cc: user@email.com
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Verify Patient Data and Enter DIN/Aph ID

Verify that the patient data accurately match your most recent medical assessments/records and cryobag labels.

2. Enter the DIN or Apheresis ID associated with the collection. If there were multiple collections, enter the DIN
or Apheresis ID for any collection

3. Click Enter

Patient Name

Marie Plank

ADF PENDING APPROVAL

Date of Birth Indication / Clinical Trial Hospltal Patient ID Patlent Welght (kg) Novartis Batch ID
11 Apr 1988 Diffuse Large B-Cell Lymphoma ID9876 45 NT15197

Back to Patient List Note: Enter the DIN (Donation Identification

Go to Shipment Details Summary and Approval Number) if your institution is ISBT 128-compliant.

Please enter the Aph IsiD lated with this colk toproceed.
o | APH13132424

Daniela Dresner

If your institution is not ISBT 128-compliant, enter
the Apheresis ID.

25 Apr 2021 22:45 CET
o
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Verify ADF Information

The ADF will display in a read-
only format, with relevant
information captured in the
sections listed below:

Product Order Summary

Infectious Disease Testing

Required Collection Details
Recommended Collection Details
Required Cryopreservation Details
Recommended Cryopreservation Details
Additional Information

ADF Submission and Approval

49 Business Use Only

4. Verify the information in the different sections of the ADF

Patient Name

Marie Plank

Dateof Birth
11 Apr 1988

Back to Patient List

Go to Shipment Details

ADF PENDING APPROVAL

Hospital Patient ID Patient Welght (kg ) Novartis BatchID
Diffuse Large B-Cell Lymphoma 1D9876 45 NT15197

Summary and Approval 7

Product Order Summary

Site and Scheduling Information

Ordering Hospital Name

Prescriber

University Hospital Bremen
Marc Schmidt

Apheresis Collection Center Apheresis Pick Up Localion
Cell Lab Bremen-X Cell Lab Bremen-X
Musterstrasse 1, Building A 62 Musterstrasse 1, Building A 62
28001 BREMEN 28001 BREMEN
GERMANY GERMANY
Planned Cryopreserved Apheresis Pick Up Manufacturing Plant

PharmOps Plant Stein
29 Apr 202112:00 CET Schaffhauserstrasse 101

4 ein, Aargau

itzerland
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Approve or Reject ADF

After verifying the information in the ADF, scroll to the bottom of the form.
5. If the information in the ADF is accurate, click Approve

6. If you should find inaccurate information in the ADF, click Reject

ADF Submission and Approval

Collection Detalls Completed by Collection Delalls Compieted Date/Time

Andreas Krueger 26 Apr 2021 2216 CET
ADF Submitted By ADF Submitted Date/Time
Andreas Krueger 26 Apr 2021 22:35 CET

ADF Approved By ADF Approved Date/Time

9

Note: If you do not wish to decide at this [ et ll

time, you can safely log out and return at a
later date/time to complete the process.
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Confirm Approval

If you click the Approve button, the following scenario covers the Approval flow.

7a. Check the box to confirm that the information in the ADF is complete and accurate
7b. Click Approve

Approve Apheresis Data Form

- | confirm that the information entered is
complete and accurate

Daniela Dresner
26 Apr 2021 22:46 CET

Note: Click Cancel to return to the previous
screen without approving the ADF.
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Confirm Approval (continued)

7c. A confirmation message will be displayed

Patient Name ADF APPROVED
Marie Plank

Date of Birth Indication / Clinical Trial Hospital Patient ID Patlent Welght (kg) Novartis Batch ID

11 Apr 1988 Diffuse Large B-Cell Lymphoma ID9876 45 NT15197

Back to Patient List

Go to Shipment Details

@, Verify Patient Details

Collection and Cryopreservation Approved

Product Order Summary

Required Collection Details
Thank you, the Apheresis Data Form has now been submitted and approved

@, Recommended Collection Details _
Back to patient list |

@, Required Cryopreservation Details

Recommended Cryopreservation Details

&, Summary and Submit
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Receive Email

7d. The ADF Submitter will receive an email notification stating that the ADF has been approved

Sandbox: KYMRIAH Update: ADF approved for Novartis Batch ID NT15197 / Hospital Patient ID ID9876 from University Hospital Bremen A
From: KYMRIAH Status <kymriah.status@novartis.com> v @ 04/26/2021 (20 hours ago) %r
To: user@email.com

Yo B [ N[N
U, NOVARTIS

Dear Andreas Krueger,

The Apheresis Data Form (ADF) for Novartis Batch ID NT15197 / Hospital Patient ID ID9876 has been
approved for a patient of prescriber Marc Schmidt at University Hospital Bremen.

Please contact the Customer Service team at the email or phone number below should you have any
questions.

My KYMRIAH

Novartis Pharma AG
Phone: +800 100 10 100
my.kymriah@novartis.com
www.nhovartis.com

Cc: user@email.com
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Confirm Rejection

The following scenario covers the Rejection flow, using a different order as the example.

8a. Enter a reason for rejecting the ADF. This reason will be sent to the ADF submitter, who will need to make
corrections and resubmit for approval

8b. Click Reject

Reject Apheresis Data Form

Please enter areason for rejecting the ADF. This will be sent to the submitter @

Volume of blood processed needs to be corrected

@

d) NOVARTIS | Reimagining Medicine
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Confirm Rejection (continued)

8c. A confirmation message will be displayed

(1 NOVARTIS Collection & Cryopreservation Q, @ Daniela Dresner

Patient Mame

ADF REJECTED
Lukas Weber
Date of Birth Indication / Ciinical Trial Hospital Patient ID Patient Welght (kg ) Novartis BatchID
09 Jun 1991 Diffuse Large B-Cell Lymphoma 1D54321 55 NT305631

Back to Patient List

Go to Shipment Details

@ Collection and Cryopreservation Rejected
Thank you, the Apheresis Data Form has now been Rejected

Back to Patient List
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Receive Email

The ADF Submitter will receive an email notification stating that the ADF has been rejected and requires changes.
1. Click the link in the email to log in to CellChain™
Note: The ADF must be corrected, submitted, and approved before manufacturing begins.

Sandbox: KYMRIAH Action: ADF requires changes for Novartis Batch ID NT30531 / Hospital Patient ID 1D54321 for University Hospital Bremen A

From: KYMRIAH Status <kymnah.status@novartis.com> v & 0472672021 (20 hours agoe) ¥r

user@email.com

) NOVARTIS
Dear Andreas Krueger,

The Apheresis Data Form (ADF) submitted by Andreas Krueger for Novartis Batch ID NT30531 / Hospital
Patient ID ID54321 for a patient of prescriber Marc Schmidt at University Hospital Bremen has been
rejected by Daniela Dresner.

The reason for the rejection is: Volume of blood processed needs to be corrected.

Please verify, update and resubmit the ADF data by cIickinoo our ordering platform with your
unique login credentials.

Please contact Customer Service team at the email or phone number below should you have any questions.

My KYMRIAH

Novartis Pharma AG
Phone: +800 100 10 100
my.kymriah@novartis.com
www.novartis.com

Cc: user@email.com
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Update ADF

Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA

Doc. Version: 5.0

Classification: Business Use Only

Open the Rejected ADF and verify the patient details.

2. Scroll to section which requires correction and click the Edit button

Required Collection Details

‘ Edit ‘

Apheresis Collection Center

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Apheresis System Used

Fenwal Amicus ®

Collection and Cryopreservation Comments

Required Collection Details

Collection Apheresis Volume of blgod
ID processed (litres)

1. APH0987 14.8

57 Business Use Only

Apheresis Pick Up Location

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Other

End of Apheresis Collection ~ End of Apheresis Collection Time Zone @
Date Time @

22 Apr 2021 11:00 CET

U/ NOVARTIS
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Update ADF (continued)

3. Make the required correction(s)

4. Click Next to proceed with the ADF re-submission

Apheresis Collections

Volume of o
blood End of Apheresis

Collection  ApheresisID@ Bt End of Apheresis Collection Date Collection Time ©® Time Zone ©
(litres)

1. APH0987 l 48 & | 22Apr2021 (oo CET

l Add another collection ‘ o

e [(Somiwiae O
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ADF List View

If you log in to CellChain™ without using the email links, the ADF list view is displayed.

By default, this list displays all active ADFs for your site. You can use the available filtering options to filter the list view
per your requirements.

1. Click the Active ADF drop-down to view the available filtering options

(' NOVARTIS Collection & Cryopreservation Q " Gabriele Fruehauf

Active ADF v & c

, 3 : . & : Search this list v E

3 items « Sorted by Patient « Filtered by All collection & cryopreservations - Status » Updated a few seconds ago Sea S & ¢ Y

Hospital Patlent Planned Cryopreserved Apheresis Actual Cryopreserved

Patient 1 v Date of Birth v Novartis BaichID v ID/Protocol Subject ID v Indication / Clinical Trial v Pick Up v Apheresis Pick up v Status v
NTT7611 ID14478 Diffuse Large B-Cell Lymphoma 22.04.2021 00:00 Awaiting ADF
NT28236 23455 Diffuse Large B-Cell Lymphoma 30.03.2021 00:00 Awaiting ADF
NT32751 ID56678 Diffuse Large B-Cell Lymphoma 30.032021 00:00 Awaiting ADF

Note: All dates, except Date of Birth, in the List Views will appear in your local date format (eg, DD/MM/YYYY), and are chronologically sortable.
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Filtering and Search Options

2. These are the available list view filtering options

Apart from the list view filtering options, you can also filter using the Novartis Batch ID or Patient Name.

3. In the Search field, enter the Novartis Batch ID or Patient Name to filter the list view

!, NOVARTIS

Active ADF v | ¥

LIST VIEWS
v Active ADF (Pinned list)
ADF Pending Approval

All ADF

Approved ADF

Cancelled Order
Recently Viewed

Rejected ADF

Q 0 Gabriele Fruehauf

Q

Search this list... I @ = Y
Planned Cryopreserved Apheresis Actual Cryopreserved
Indication / Clinical Trial v PickUp v | Apheresis Pickup v | Status v
Diffuse Large B-Cell Lymphoma 22.04.2021 00:00 Awaiting ADF
Diffuse Large B-Cell Lymphoma 30.03.2021 00:00 Awaiting ADF
30.03.2021 00:00 Awaiting ADF

Diffuse Large B-Cell Lymphoma

Note: All dates, except Date of Birth, in the List Views will appear in your local date format (eg, DD/MM/YYYY), and are chronologically sortable.
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Filtered View/Search Results

4.

U NOVARTIS Collection & Cryopreservation
Approved ADF v »#
3 items » Sorted by Patient  Filtered by All collection & cryopreservations - Statu

Patient 1 v Date of Birth v Novartis BatchID

s » Updated a few seconds ago

Hospiltal Patient

V' | ID/Protocol Subjectid VY

NT13852 19008
NTT7407 17789
NT15197 1D9876

Indication / Clinical Trial

Diffuse Large B-Cell Lymphoma
Diffuse Large B-Cell Lymphoma

Diffuse Large B-Cell Lymphoma

Planned Cryopreserved
Apheresis Pick Up

26.03.2021 00:00

26.03.2021 00:00

29.04.202112:00

Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA

Doc. Version: 5.0

Classification: Business Use Only

In the filtered list view, click the Novartis Batch ID in a record to open the relevant ADF

Search this list...

Actual Cryopreserved
Apheresis Pick up

Q ) Gabriele Fruehauf
g~ || Ev|C|Y
v Status v

ADF Approved

ADF Approved

ADF Approved

Note: All dates, except Date of Birth, in the List Views will appear in your local date format (e.g. DD/MM/YYYY), and are chronologically sortable.
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View ADF

5. Review the patient details in the header section of the ADF

6. Scroll to review the information in the different sections of the ADF

Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA

Doc. Version: 5.0

Classification: Business Use Only

Patient Name ADF APPROVED
Marie Plank
Dateof Birth Indication / Clinical Trial Hospital Patient 1D Patient Welght (ka) Novartis BatchID
11 Apr 1988 Diffuse Large B-Cell Lymphoma IDS876 45 NT15197
Back to Patient List
Go to Shipment Details
@ Verify Patient Details
Summary and Submission il
@ Product Order Summary
Product Order Summary
& Required Collection Details
Site and Scheduling Information
@ Recommended Collection Details Ordering Hospital Name Prescriber
University Hospital Bremen Marc Schmidt
Apheresis Collection Center Apheresis Pick Up Location
& Required Cryopreservation Details Cell Lab Bremen-X Cell Lab Bremen-X
Musterstrasse 1, Building A 62 Musterstrasse 1, Building A 62
28001 BREMEN 28001 BREMEN
GERMANY GERMANY
& Recommended Cryopreservation Details
Planned Cryopreserved Apheresis Pick Up Manufacturing Plant
©  Summaryand Submit 26 Jan 2022 13:00 CET PharmOps Plant Stein
Schaffhauserstrasse 101
43322 Stein, Aargau
Switzerland
Infectious Disease Testing [ ear |
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Printing an Approved ADF

Access the approved ADF.

1. In the ADF Summary View, click Print ADF. (Please follow institutional guidelines related to saving and printing
patient information)

Patient Name

Marie Plank

Dateof Birth
11 Apr 1988

Back to Patient List

Go to Shipment Details

65 Business Use Only

ADF APPROVED
Indication / Clinical Trial Hospital Patient ID Patlent Welght ( kg ) Novartis BatchID
Diffuse Large B-Cell Lymphoma 1D9876 45 NT15197
- & Print ADF
ADF Summary View
Product Order Summary o
Site and Scheduling Information
Ordering Hospllal Name Prescriber
University Hospital Bremen
Marc Schmidt
Apheresks Collection Center Apheresks Pick Up Location

Cell Lab Bremen-X
Musterstrasse 1, Budding A 62
28001 BREMEN

GEBMANY

KR2304110595

Cell Lab Bremen-X
Musterstrasse 1, Bullding A 62
28001 BREMEN

GERMANY

U/ NOVARTIS
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Printing an Approved ADF (continued)

The ADF opens in a new browser tab. Depending on the browser you use, the available options may be different.

0

=2 | A

2. Click the Printer icon to print the ADF
3. Click the Save icon to download a PDF copy of the ADF e
=

s D T = 1 I - SR -

O
wn

(I NOVARTIS | Reimagining Medicine
Apheresis Data Form (ADF)

Product Request Summary for Novartis Batch ID: NT15197

Hospital Patient ID: |ID9876 Indication: [KYMRIAH - DLECL EU

Prescriber: Marc Schmidt

U NOVARTIS | Reimagining Medicine
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Printing an Approved ADF (continued)

The footer of the document will display the version of the ADF. Confirm that the correct version is saved/printed for your

center records.

In case there is a change to the ADF, and a new version is issued, you will be notified via email. In this case, ensure that
you retrieve and save the latest version and archive or delete any prior version(s) you may have printed or saved.

67 Business Use Only

Infectious Disease Testing

. Do results conform to
Item Requirement requirement?
Hepatitis B (HBV) oy [V Yes
Hepatitis C (HCV) No Infection |7 Yes
HIV No Infection |7 Yes
Any additional required autologous donor eligibility and/or
infectious disease testing has been completed in compliance Additional Tests ¥
with institutional and local Health Authority requirements, and is |Completed |7 e
determined to acceptable.
Determination of the patient's HBV, HCV, and HIV status was
completed within 30 calendar days prior to collection or any date |Completed Within v
after collection. Note: Superseded by stricter local regulatory 30 days |7 =
requirement if applies.

Note: the bottom of every page will display the
Novartis Batch ID-ADF-Version Number

KR2304110595
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How to Edit an Approved ADF

In the ADF List View, search for the approved ADF you would like to edit.

Note: The edited ADF must be resubmitted and reapproved before manufacturing begins.
1. Click the Novartis Batch ID to open the ADF

fr NOVARTIS Collection & Cryopreservation

Q) AoF submittertPHI

Approved ADF v #

50+ items « Sorted by Planned Cryopreserved Ap

heresis Pick Fi by All collection & cryopreservations - Status « Updated 3 minutes ago Serih this fist . = c Y
Pationt Date of Brth ' | MowartisBatchiD :]‘:f:.':;.“';‘;mn v | indication Clinioal Trisl M“'dc'xl':"'d $ "”““c:m"" W | Status

Gragory G Grande o7 Jul 1 ymphom PM ADF Ar

Pz HPID fi hoblas Ik A ed

DPa4. 132404, Ac cmia (ALL| 25/ ADF Approved

PP 123458 Az ik 4
P54 123456 A cuker PM M ADF Ap
HEE FFFE6 ¥ yrphaem 3 =] Ap

Diz4 I uko PM 1/1e 1 W Apr 1
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2. Scroll through the ADF to the section that requires editing

Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA

Doc. Version: 5.0

Classification: Business Use Only

How to Edit an Approved ADF (continued)

Verify that the patient details in the header section are correct.

(l NOVARTIS Collection & Cryopreservation Q C ADF SubmitteriPHI
Patient Name ADF APPROVED
Gregory G Grande
Date of Birth Indication / Clinical Trial Hospital Patient ID Patient Weight (kg ) Novartis BatchID
07 Jul 1997 Large B-Cell Lymphoma GGGT777 i MPPS067

Back to Patient List

Go to Shipment Details

@ Verify Patient Details
o] & Print ADF
Summary and Submission
% Product Order Summary
Product Order Summary
@ Required Collection Details
Site and Scheduling Information
% Recommended Collection Details Ordering Hospltal Kame Prescriber

@

Required Cryopreservation Details

Recommended Cryopreservation Details

l Summary and Submit

70 Business Use Only

University Hospital Bremen

Apheresis Collection Center

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Planned Cryopreserved Apheresls Pick Up
26 Jan 2022 13:00 CET

Infectious Disease Testing

Marc Schmidt

Apheresis Pick Up Location
Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Manufacturing Plant
PharmOps Plant Stein
Schaffhauserstrasse 101
43322 Stein, Aargau
Switzerland

=

KR2304110595
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How to Edit an Approved ADF (continued)

3. Click the Edit button

71

Business Use Only

Required Collection Details

[ Edit ‘

Apheresis Collection Center

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Apheresis System Used

Fenwal Amicus @

Collection and Cryopreservation Comments

Required Collection Details

Collection Apheresis Volume of b\qod
ID processed (litres)

1. APH0987 14.8

Apheresis Pick Up Location

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Other

End of Apheresis Collection ~ End of Apheresis Collection
Date Time @

22 Apr 2021 11:00

Time Zone @

CET

U NOVARTIS | Reimagining Medicine
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How to Edit an Approved ADF (continued)

A pop-up window will appear, confirming that you wish to edit the approved ADF.
4. Click OK to proceed

Are you sure you want to edit this ADF? This ADF is in Approved status. This action will
require re-submission and re-approval of this ADF.

Note: After clicking OK, the

ADF status will change to
ADF PENDING SUBMISSION.
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How to Edit an Approved ADF (continued)

5. After clicking OK, the ADF status will change to ADF PENDING SUBMISSION
6. Make the required edit
7. Click Next to proceed with the ADF re-submission

U, NOVARTIS Collection & Cryopreservation Q (@ AoFsumierer
Patient Name ADF PENDING SUBMISSION
Gregory G Grande
DateotBith Indication  Ciical Tral
07 Jul 1997 Large B-Cell Lymphoma GGG777 7 MPP9067

Back to Patient List

Required Collection Details

@ Verify Patient Details

& oD By ~Apheresis CollctionCenter Apheresis ckUpLocation
Cell Lab Bremen-X Cell Lab Bremen-X
Musterstrasse 1, Building A 62 Musterstrasse 1, Building A 62
28001 BREMEN 28001 BREMEN
Required Collection Details GERMANY CERMIANY
Recommended Collection Details fharock Sycton ead P
Fenwal Amicus v

Collectionand Cryopreservation Comments @
Required Cryopreservation Details

Recommen ded Cryopreservation Details
Apheresis Collections

Summary and Submit Volmeot @
blood Endof Apheresis
Endof Apherosis CollectionDate  couecyien 71l

Collection ~ ApheresisID® TimaZone ©

1

APHO987 a8 &  22Apr2021 @ oo CET
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How to Edit an Approved ADF (continued)

A pop-up window will appear.

8. Confirm the changes by providing details in the Reason for data update text field
9. Click Save Changes to proceed with the ADF re-submission

Confirm Changes

Please confirm your request to amend collection and cryopreservation details and please
provide some comments on why this update is necessary.

Reasonfordataupdate &

Volume of blood processed was previously incorrect. e
Y
o o
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How to Edit an Approved ADF (continued)

10.Click Next in each subsequent screen to navigate through further sections of the ADF

th NOVARTIS Gollecion & Cyopreservaion Q@ orswmiterr

ADF PENDING SUBMISSION

Patent Name.
Gregory G Grande

Dateotaut [ —— Hosptalpatientid Paten Welgh (k3) Novarts BatchiD
07 Jul 1997 Large B-Cell Lymphoma GGGT77 I MPP9067

Back to Patient List

Recommended Collection Details

% Verty Patint Dotals

[ Produet Order Sumnary + Callection-Preapheresis Peripheral Blood Testing for Apheresis ID: APH0987

P Dl oot D Complote Blood Count (CBC) with Difforontial

DatoOrTestng Tme® TimeZone®
Recommendad CollecionDetils & | Phasosolectdate A
s @ cer
Homoglobin gia) Platoots(x10°0/L)
Required Cryopreservation Detals X000

Absolute Counts

Reconmended Cropreservaton et oot 0 o
P ——— Q@ cer
Summary s St
——— AasoluoLymphocyisCout/)
oo oo

Fiow Cytomotry
bacortng = N
& | Possosoctae @ cer
AbsauCDLymehoeyiaCoomt U1t)
0

Additional Information

CoectionandCryopreservation Comments ©

Additional Documentation

156 upload fles up to 5 MB i the following format: doc, docx, . pdf,xis, xlsx.,csv. ppL, P, 09, bed. pna.

Document Name. Document Type' Uploaded Dato Uploaded By

=0
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How to Edit an Approved ADF (continued)

1 1.IR tr)foli:naI Summary and Submission screen, scroll through and review the sections of
the

Note: This is a scrollable
form that displays all the

details entered in the ADF.

Back to Patient List
. .
Go to Shipment Details Summary and Submission
Verify Patient Details
Product Order Summary
Product Order Summary
Site and Scheduling Information
Ordering Hospital Name Prescriber
Required Collection Details University Hospital Bremen .
Marc Schmidt
Apheresis Collection Center Apheresis Pick Up Location
Recommended Collection Details Cell Lab Bremen-X Cell Lab Bremen-X
Musterstrasse 1, Building A 62 Musterstrasse 1, Building A 62
28001 BREMEN 28001 BREMEN
) ) ) GERMANY GERMANY
Required Cryopreservation Details
Planned Cryopreserved Apheresis Pick Up ManufacturingPlant
26 Jan 2022 13:00 CET FharmOps FlantSicin
Schaffhauserstrasse 101
Recommended Cryopreservation Details 43322 Stein, Aargau
Switzerland

Summary and Submit
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How to Edit an Approved ADF (continued)

12. After reviewing the form, scroll to the bottom and click Submit

Note: This is a scrollable
form that displays all the

details entered in the ADF.

ADF Submission and Approval

Collection Detalls Completed by Collection Detalls Completed Date/Time
Andreas Krueger 18 Jan 2022 15:00 CET

ADF Submitted By ADF Submitted Date/Time

ADF Approved By ADF Approved Date/Time

@
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How to Edit an Approved ADF (continued)

A Submit for Approval prompt will be displayed.

13.Check the box to confirm that the information entered is complete and accurate
14.Click Submit to submit the edited ADF and begin the re-approval process

Submit for Approval

| confirm that the information entered is
complete and accurate

ADF SubmitteriPHI
26 Jan 2022 08:18

@

Note: The 2-person process for submission and approval
remains the same. Only an authorized approver (other
than the individual who edited the ADF) can approve the

resubmitted ADF. After approval, a new version of the ADF
will be created and users will be notified.

78 Business Use Only

U) NOVARTIS | Reimagining Medicine

KR2304110595



Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA

Doc. Version: 5.0

Classification: Business Use Only

How to Edit an Approved ADF (continued)

A confirmation message will be displayed and the status updated to ADF PENDING APPROVAL.

(' NOVARTIS Collection & Cryopreservation Q

DF SubmitteriPHI
Patient Name ADF PENDING APPROVAL
Gregory G Grande

Date of Birth Indication / Clinical Trial Hospital Patient ID Patlent Welght { kg ) Novartls BatchID

07 Jul 1997 Large B-Cell Lymphoma GGG777 77 MPP9067

Back to Patient List

Go to Shipment Details

Verify Patient Details E

Collection and Cryopreservation Submitted

&, Product Order Summary
Thank you, the Apk is Data Form h: beensubmitted

Required Collection Details Back to Patient List

Recommended Collection Details

& Required Cryopreservation Details

Recommended Cryopreservation Details

& Summary and Submit
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How to Edit an Approved ADF (continued)

You will receive an email notification stating that ADF approval is required.
1. Click the link in the email to access the CellChain™ PRO login page

Note: Only a second apheresis or cell processing user (who is different from the first user who submitted the ADF) can
verify and approve (or reject) the ADF.

Sandbox: KYMRIAH Action: ADF approval required for Novartis Batch ID MPP9067 / Hospital Patient ID GGG777 from University Hospital Bremen w
From: KYMRIAH Status <kymniah ststus@novartis.com> ¥ a 04/26/2021 (20 hours ago) ¥7
To: user@email.com

AL BRI IR N

U, NOVARTIS

Dear Daniela Dresner,

The Apheresis Data Form (ADF) for Novartis Batch ID MPP9067 / Hospital Patient ID GGG777 for a patient of
prescriber Marc Schmidt at University Hospital Bremen has been submitted for approval by Andreas Krueger.

Please verify and approve the ADF by clickin our ordering platform with your unique login
credentials.

The pick up of the cryopreserved apheresis material is planned for 26 Jan 2022 1:00 CET.

Please contact the Customer Service team at the email or phone number below should you have any
questions.

My KYMRIAH

Novartis Pharma AG
Phone: +800 100 10 100
my.kymriah@novartis.com
www.novartis.com

Cc: user@email.com
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How to Edit an Approved ADF (continued)

Verify that the patient data in the header section are accurate.

2. Enter the DIN or Apheresis ID associated with the collection. If there were multiple collections, enter the DIN
or Apheresis ID for any collection

3. Click Enter

U NOY ARTIS Collection & Cryopreservation Q @ ADF Approver/Submi...
Patient Name ADF PENDING APPROVAL
Gregory G Grande
Date of Birth Indiication/ Clinical Trial Hospital Patient D Patient
Q7 Jul 1997 Large B-Cell Lymphoma GGG777 77 MPP90&7

Back to Patient List

Summary and Approval

®, Verify Patient Details

#  Product Order Summary
|

¥, Required Collection Details

ADF Approver/Submitter1PH|
083 Feb 2022 17:01 EST

€

&, Recommended Collection Details

& Required Cryopreservation Details

& Recommended Cryopreservation Details

©  Summaryand Submit
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How to Edit an Approved ADF (continued)

Review all details in the different sections of the ADF and scroll to the bottom of the page.
4. If the information in the ADF is accurate, click Approve to proceed

Note: If information is inaccurate, click Reject and follow the rejection process flow

ADF Submission and Approval

Collection Detalls Completed by Collection Detalls Completed Date/Time
ADF SubmitteriPHI 18 Jan 2022 15:00 CET

ADF Submitted By ADF Submitted Date/Time

ADF Submitter{PHI 26 Jan 2022 08:18 CET

ADF ApprovedBy ADF Approved Date/Time
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How to Edit an Approved ADF (continued)

A pop-up window will appear.

5. Check the box to confirm that the information in the ADF is complete and accurate

6. Click Approve to approve the edited ADF

Approve Apheresis Data Form

(]

| confirm that the information entered is
complete and accurate

83 Business Use Only
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How to Edit an Approved ADF (continued)

A confirmation message will be displayed and the status updated to ADF APPROVED.

(' NOVARTIS Collection & Cryopreservation Q DF Approver/Submi...
Patient Name ADF APPROVED
Gregory G Grande
Date of Birth Indication / Clinical Trial Hospital Patient ID Patlent Welght (kg ) Novartis Batch ID
07 Jul 1997 Large B-Cell Lymphoma GGG777 77 MPP3067

Back to Patient List

Go to Shipment Details

Collection and Cryopreservation Approved

Thank you, the Apheresis Data Form has now been submitted and approved

Back to Patient List
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How to Edit an Approved ADF (continued)

In case there is a change to the ADF, and a new version is issued, you will be notified via email. In this case, ensure that
you retrieve and save the latest version and archive or delete any prior version(s) you may have printed or saved.

Sandbox: KYMRIAH Update: New ADF version available for Novartis Batch ID MPP9067 / Hospital Patient ID GGG777 w

om: KYMRIAH Status <kymriah. status@novartis.com> ¥ & 04/26/2021 (20 hours ago) ¥

user@email.com

U, NOVARTIS

Dear Andreas Krueger,

The Apheresis Data Form (ADF) has changed for Novartis Batch ID MPP9067 / Hospital Patient ID
GGG777 for patient in the care of prescriber Marc Schmidt at University Hospital Bremen.

Please note that ADF version 2 is the current one and any previous version is obsolete.

Please archive/delete previous versions and save current version according to institutional SOPs.

Please contact Customer Service team at the email or phone number below should you have any questions.

My KYMRIAH

Novartis Pharma AG
Phone: +800 100 10 100
my.kymriah@novartis.com
www.novartis.com

Cc: user@email.com
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How to Edit an Approved ADF (continued)

If a new version of the ADF is issued, the updated version number will be visible in the bottom right corner of the
document: Novartis Batch ID-ADF-Version Number.

() NOVARTIS | woim ﬁ
Apheresis Data Form (ADF)

Product Request Summary for Novartis Batch ID: MPP9067

Hospital Patient ID: GGG777 |Indication: |KYMRIAH - DLBCL
Prescriber: Marc Schmidt
[Patiant Identity Confirmed By: ADF Submitter1PHI
Apnorests | Cell Lab Bremen-X ’;;::’I:“L'::J’L‘ Cell Lab Bremen-X
Conter: Musterstrasse 1, Building A 62 i ncation: Musterstrasse 1, Building A 62
i 28001 BREMEN : 28001 BREMEN
GERMANY GERMANY
[Patient Weight: 77.00 kg

IReplacemeant Order Statement: |N/A

ISBT 128 Status: v ISBT 128 [~ Non-ISBT 128 | Exempt from Aph Label Shipment

Manufacturing Plant: To be determined M P Pg 06 7 _A D F VO 2

Required Collection Details for Novartis Batch ID: MPP9067

Infectious Disease Testing

Do results conform to

Lo

ttam E requirement?
N No Active

Hepatitis B (HBV) tectioh [7 Yes

[Hepatitis C (HCV) No Infection Yes

lany additional required autologous donor eligibility andfor
infectious disease testing has been completed in compliance |Additional Tests
with institutional and local Health Authority requirements, and is [Completed

[determined to acceptable.

[Determination of the patient's HBV, HCV., and HIV status was
jcompleted within 30 ealendar days prior to collection or any date |(Completed Within
after collection. Note: Superseded by stricter local regulatory 30 days

requirement if applies.

[v

m NG Infection |5 Yes
v
v
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View an Apheresis Shipment

Log in to CellChain™. By default, the Active ADF list view will be displayed.
1. Click Apheresis Shipments

{’ NOVARTIS Collection & Cryopreservation Apheresis Shipments Finished Product Shipments Q Markus Lang

Active ADF v ¥

. o . y o . o Searcl s list... - i

3 items » Sorted by Patient - Filtered by All collection & cryopreservations - Status » Updated a few seconds ago Search this list & == ¢ Y

Hospital Patient Planned Cryopreserved Apheresis Actual Cryopreserved

Patient 1 v Date of Birth N NovartisBatchID v ID/Protocol SubjectiD N Indication / Clinical Trial v PickUp (g Apheresis Pickup v Status L
NTT7611 Diffuse Large B-Cell Lymphoma 22.04.2021 00:00 Awaiting ADF
NT28236 Diffuse Large B-Cell Lymphoma 30.03.2021 00:00 Awaiting ADF
NT32751 Diffuse Large B-Cell Lymphoma 30.03.2021 00-:00 Awaiting ADF
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View an Apheresis Shipment (continued)

The Apheresis Shipments list view is displayed. By default, this list displays all Active Apheresis Shipments. You can use
the available filtering options to filter the list view per your requirements.

2. Click a Shipment ID

Note: In a list view, you can

| TIQ Collection & Cryopreservation Apheresis Shipments 4
b NOVARTIS ShinnsntsnsntaiN <carch for a particular order Q) varius Lang

using the Novartis Batch ID or
Patient Name.

Active Apheresis Shipments v #

6 items + Sorted by Planned Cryopreserved Apheresis Pick Up - Filtered by All shipments - Status, Record Type, Actual Apheresis Received Date/Time + Updated a few seconds _
ago Search this list... o o Y
:'::e";:l‘;"g‘z‘x:"""" [ :;“;;m « | Shipmentip « | Patient | DateofBirth « | NovartisBatchiD v :;‘;;‘:‘;";CP;";:;’“”D v | status R
26.03.2021 00:00 AP00004993 NTT7407 Apheresis Pick Up Planned
26.03.2021 00:00 AP00005387 NT13852 Apheresis Pick Up Planned
30.03.2021 00:00 AP000053, NT28236 Apheresis Pick Up Planned
30.03.2021 00:00 AP000O! NT32751 Apheresis Pick Up Planned
22.04.2021 00:00 AP00007172 NTT7611 Apheresis Pick Up Planned
29.04.202112:00 AP00007485 NT15197 Apheresis Pick Up Planned
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1. Review the Shipment Information

Title: How to Manage an ADF and Report Packaging and Shipment
Doc. No.: CLLCHN_TM_491_LTA

Doc. Version: 5.0
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Review Shipment Information

Review and confirm the patient details in the CellChain™ header section of the ADF.

Patient Name

Marie Plank

Date of Birth Indication / Clinical Trial Hospital Patient ID
11 Apr 1988 Diffuse Large B-Cell Lymphoma ID9876

Prescriber Ordering Hospital
Marc Schmidt University Hospital Bremen

Novartis BatchID
NT15197

APHERESIS PICK UP PLANNED

Back to Shipment List

Shipment Information

Apheresis Shipment Details

& Print ADF

n Status

Apheresis Pick Up Planned

Apheresis Collection Center

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Planned Charged Dewar Arrival Date/Time
29 Apr 2021 08:11 CET

Apheresis Pick Up Location

Cell Lab Bremen-X
Musterstrasse 1, Building A 62
28001 BREMEN

GERMANY

Planned Cryopreserved Apheresis Pick Up
29 Apr 202112:00 CET

View Order Summary
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Enter Details

2. Select the Actual Dewar Packaging Date and Time. This is the time the apheresis material was loaded into the dewar
3. Select the Actual Cryopreserved Apheresis Pickup Date and Time

4. In the Cryobag/Batch Information section, enter the Number of Sentinel Vials Shipped

5

Check the box to confirm that all the listed cryobags and sentinel vials have been packed for this shipment

Actual Dewar Packaging Date Time @ Time Zone @
@  29Apr2021 X (Lz\4 11:00 CET

Actual Cryopreserved Apheresis Pick Up Time @ Time Zone @
@  29Apr2021 X ( gz‘: 12:00 CET

Number of Sentinel Vials Shipped
4

v Please select to confirm that all of the cryobags listed below and sentinel vials have been packed for this shipment.

o Cryobag/Batch Information

Cryobag # Apheresis ID Cryobag ID
L APH5B56TETS D02
2. APH13132424 IDO1
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Review Dewar Tracking Information

6. Review the Dewar Tracking Information. If the Dewar Tracking Link is not working, please contact the
Novartis Customer Service Center

2. APH13132424 IDO1

o Dewar Tracking Information
B ' Note: You can click this link to check the shipment status
WaE= on the courier's website. This link will take you to an

alternate external website. The link and website may vary,

S S depending on which dry vapor shipper/courier is used for
https://www.cryoport.com/ th 5 t
Manufacturing Plant € shipment.
PharmOps Plant Stein

Schaffhauserstrasse 101
43322 Stein, Aargau
Switzerland
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Review Dewar Tracking Information

6. Review the Dewar Tracking Information. If the Dewar Tracking Link is not working, please contact the
Novartis Customer Service Center

2. APH13132424 IDO1
o Dewar Tracking Information
Wt Note: You can click this link to check the shipment status
WB12354 on the courier’'s website. This link will take you to an
alternate external website. The link and website may vary,
e et lokd o depending on which dry vapor shipper/courier is used for
I—https://evms.savsu.com/ev0|s/qwcklook/xxxxxxxxx] .
the shipment.
Manufacturing Plant
PharmOps Plant Stein

Schaffhauserstrasse 101
43322 Stein, Aargau
Switzerland
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Upload Additional Documents

7. Upload relevant documents in the Additional Documentation section and select the Document Type
8. Click Save Documents to ensure the document is uploaded successfully

9. Click Save

Additional Documentation

Please upload files up to 5 MB in the following format: doc, docx, txt, pdf, xls, xIsx, csv, ppt, pptx, jpg, jpeg, png.

2, Upload Files Or drop files

A\ Select the Document Type for each uploaded file, then click the Save Documents button to submit the documents.

Document Name Document Type* Uploaded Date Uploaded By

o L. Do Not X-Ray.pdf Do NOT X-Ray Document v X
o

U NOVARTIS | Reimagining Medicine
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View Confirmation

10.The Apheresis Shipment Details are saved. The status is updated to Apheresis Picked Up

Patient Name 0 APHERESIS PICKED UP
Marie Plank

Date of Birth Indication / Clinical Trial Hospltal Patlent ID Prescriber Ordering Hospltal Novartiis Batch ID

11 Apr 1988 Diffuse Large B-Cell Lymphoma 1D9876 Marc Schmidt University Hospital Bremen NT15197

L Apheresis Shipment Details Saved X

Apheresis Shipment Details

Back to Shipment List

& Print ADF
Shipment Information
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Microsoft Login Slide Option
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Access to Clinical Trial and Historical Orders in

CellChain™ Classic

1. Click the User icon to view additional options

2. Click CellChain™ Classic to view clinical trial or historical orders placed in CellChain™ Classic. The orders will open in a new

tab in your browser

3. When you see the CellChain™ Classic login screen, click the CellChain Single Sign On button to log in using the Microsoft

service.

U, NOVARTIS

Recently Viewed v %

Patient v

U) NOVARTIS

Collection & Cryopreservation

2 items « Updated a few seconds ago

97 Business Use Only

Apheresis Shipments

Hospiltal Patlent

v ID/Protocol Subjectid

KR2304110595

Finished Product Shipments

U NOVARTIS | Reimagining Medicine

f:n’ Gabriele Fruehauf o
e CellChain™ Classic

Resource Portal

Search this list
Contact Support
Planned Cryopreserved Ac
Apheresis Pick Up v ap LogOut




Title: How to M ADF and Report Packagi d Shi t
SFDC SSO Login Slide Option B L LR A 5 on oo s Stonen
Classification: Business Use Only

Access to Clinical Trial and Historical Orders in
CellChain™ Classic

1. Click the User icon to view additional options

2. Click CellChain™ Classic to view clinical trial or historical orders placed in CellChain™ Classic. The orders will open in a new
tab in your browser

3. [When you see the CellChain™ Classic login screen, click the | have a CellChain™ PRO login button and sign in with your
CellChain™ PRO credentials]

| 5 2
(' NOVARTIS Collection & Cryopreservation Apheresis Shipments Finished Product Shipments Q o O N OVARTIS
—
Recently Viewed v ¥

Resource Portal

Searcl s lis
2 items » Updated a few seconds ago Search this list @
Contact Support
Hospital Patlent Planned Cryopreserved Ac
Patlent v Date of Birth v Novartis BatchID v ID/ProtocolSubjectin ADF Submitted Date/Time v Apheresis PickUp v ap LogOut

Log In to Sandbox

—

&
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Navigating from CellChain™ Classic to CellChain™ PRO

CellChain

View Appointments Patient Search Home Reports
Jpen Plant Appointment

Create New Appointment

oday

Sunday

Plant

Plant Appointment Status:

To navigate from CellChain™

Appointment Type:
T « » [[) November, 2020

Monday

Tuesday

Wednesday

!, NOVARTIS

Dashboard

—o Classic to CellChain™ PRO,
you can click this link
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Key Terms

Terms Description

ADE The Apheresis Data Form (ADF) collects information about the patient, the apheresis collection, apheresis material
testing, and the cryopreservation procedure

CellChain™ The Novartis online system used to manage the CAR-T cell ordering process and coordinate manufacturing and
logistics. Also referred to as CellChain Application, Novartis Online Portal

Center/Site An institution where a Commercial Indication treatment or Clinical Trial treatment is provided

DIN The Donation Identification Number (DIN) is a unique identification number assigned by the ISBT 128 labeling process
for each collection event

Novartis Batch ID A unique system-generated identifier for each order
The Product Order (previously Product Request Form [PRF]) is submitted by a certified prescriber or authorized

Product Order L
individual at the treatment center
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Apheresis Shipment Process Flow

After the ADF is completed, the apheresis material is picked up from the cell processing laboratory and
shipped to the Novartis manufacturing facility. The process flow for ISBT 128-compliant centers is shown

below.

Note: ISBT 128-compliant centers may use their own labels, per their own SOPs.

ISBT 128-Compliant Centers

Cryobag label is
printed at the center.
Apheresis material is

cryopreserved. —
Dewar is delivered to
the Apheresis Pickup

Location

SOPs, standard operating procedures.
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Apheresis Shipment Process Flow:
Non-ISBT 128 Centers

Novartis hangtags may be required for centers using non-ISBT 128 labeling. It may be possible for Novartis to review an
institutional non-ISBT 128 label to determine if the requirement to use a Novartis hangtag label may be waived.

If a waiver is approved, follow the shipment process for ISBT 128-compliant centers. If a waiver is not approved, Novartis
will ship the hangtag labels to the pickup location after the ADF has been submitted and approved.

Cell Processin Novartis ualit
Non-ISBT 128 Centers 9 ! Q y
Laboratory User Manufacturing Assurance
Cryobag is labeled .
with an institutional NotI?fI;r:::\Itlion
non-ISBT 128 label. Apheresis
Apheresis material is Planned Pickup material is
cryopreserved. . picked up
Hangtag labels and . gﬁmflg;jgiiﬁ;r; ’ by the . . .
dewar are delivered aynd not for courier
to the Apheresis Commercial
Pickup Location

D

Note: For hangtag labels to be created and shipped,

Activity occurs in CellChain™

Activity occurs outside of CellChain™

the ADF must be submitted and approved.
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