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September 25, 2023

IU Health (“IU Health”)

340 West 10th Street

Suite 6100

Indianapolis, IN 46202

Attention: Sr. Vice President and General Counsel

University Hospital and Riley Hospital for Children (“Treatment Center”)

IU Health Blood and Bone Marrow Stem Cell Transplant and Immune Cell Therapy Program
550 N. University Blvd. UH 5630

Indianapolis, IN 46202

Attention: Kirsten Ervin, MSN, RN, Manager and Quality Specialist

Email Address: kervin@iuhealth.org

RE: Notice of Modification of Schedule D: Receipt and Storage Manual — CARVYKTI® Commercial
Supply Agreement

Dear IU Health and Treatment Center:

Reference is made to the CARVYKTI® Commercial Supply Agreement between Janssen Biotech, Inc.
(the “Company”) and IU Health dated March 1, 2022, as amended, supplemented, or modified from time
to time (the “Agreement”). All defined terms used but not defined herein have the meaning given those
terms in the Agreement.

Pursuant to Section 2.4 (Amendment) of the Agreement, IU Health and the Treatment Center are hereby
notified that Schedule D: Receipt and Storage Manual is hereby deleted in its entirety and replaced with
the attached Schedule D: Receipt and Storage Manual effective as of October 31, 2023.

Please contact me at the email address below with any questions you may have regarding this
correspondence.

Sincerely,

Janssen Biotech, Inc.

/‘fabwn o{\ba,amm

Name: Kerrin Duperron
Title: Associate Director, SCG Offer Development
Email: kduperro@its.jnj.com

By:

This document contains confidential and proprietary trade secrets of the Company and its affiliates.
Its contents may not be disclosed by an authorized recipient without the Company’s prior written consent.
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SCHEDULE D: RECEIPT AND STORAGE MANUAL
Effective October 31, 2023
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This manual provides requirements to support supply chaln standardswithin the
CARVYKTI* commerclal manufacturing precess related to recelpt and storage of the
manufactured product.®

The requirements In this manual are Intended to be Incorporated Into each treatment
center's operating procedures.

Contents

Receipt and Handling of CARVYKTI* 4
Shipment Types

Shipment of CARVYKTI® From the
Manufacturing Facility to the Treatment Center

Unpacking the Shipment

Receiving the DV10 Liquid Mitrogen Shipper
Unpacking CARVYKTI®

Returning the DW10 Liguid Mitrogen Shipper

Storage of CARVYKTI® 12
Storing CARVY KTI®
Storage Temperature Monitoring Requirements

Temperature Out-Of-Range (TOR) Events 14
What To Do
Quarantining
Damaged Product
Lost Product

*please note that the term recelpt as used In this manual s specific to the requirements
sat forth Im this manual and shall NOT apply to any reference or use of the term recelpt
In any decument or agreement outside of this manual that Is related to CARVYKTI®.

& 2023 Jarssan Biotach, Inc.
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This document contains confidential and proprietary trade secrets of the Company and its affiliates.
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Receipt and Storage Manual

Receipt and Storage M anual

Abbreviations

AWEB Air Wayhill

CoC Chain of Custody

Col Chain of Identity

DIN/SEC-DIS Donation Identification Number/Single European
Code/Apheresis ID

LN2 Liquid Nitrogen

WBC White Blood Cell

FPE Personal Protective Equipment

PQC Product Quality Complaint

TOR Temperature Out-of-Range

Definition of Terms

CoC/Col Portal The Chain of Custody {CoC)/Chain of Identity (Col)
management portal is used to track the handoffs
throughout the CARVYKTI® order fulfillment
process.

& 2023 Janssan Biotech, Inc.
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Shipment Types

There are two types of shipments related to the recelpt and handling of CARVYKTI®:
1. CARVYKTI?* from the manufacturing facility to the treatment center.

2. Empty DV10 Liquid Nitrogen Shipper back to Janssen’s courier for recharge
or reuse,

Shipment of CARVYKTI® From the Manufacturing
Facility to the Treatment Center
1. Shipment initlation: Janssen will initiate pickup of the product by its

designated authorized courier once it is released from manufacturing
quality and a delivery date is selected.

2. Shipment confirmation: The courier will then issue an automated shipment
confirmation to the treatment center via ermnail.

+ The confirmation will reference the patient number for shipment
tracking.

« The confirmation will also reference the AWE for the shipment.

« A print-out of the sarme AWE is provided in the shipper kit pouch
inside the DW10 Liquid Mitrogen Shipper.

3. Shipment notification: Before delivery, the courier will send one notification

to the treatment center.

« On the day of delivery, this notification will be received when the
shipment is within a 5-mile (8-kilometer) radius of the treatment
center.

« If there are any delays in shipment, the courier will email or directly
call the designated treatment center contact.

4. Raceipt of DV10 Liquid Nitrogan Shipper: The product will arrive at
the treatment center inside the DV10 Liquid Nitrogen Shipper betwaen
9 to 11 a.m. local time, or as designated by the treatment center.

5 Pickup of empty DV10 Liquid Nitrogen Shipper: Janssen will coordinate
with the courier to pickup the DV10 Liquid Nitrogen Shipper from the
treatment center for return to Janssen the afterncon of receipt at 2 p.m.
local time, or as designated by the treatment center.

& 2023 Jarssan Biotach, Inc.

(&

A

If a situation falls outside
of these scenarlos, contact
your deslgnated Janssen
representative for further
Instructions.

If the empty DV10 Liquid
Mitrogen Shipperwill not ba
ready for plckup at 2 p.m. local
time or the agreed upon time,
contact your designated
Janssen representative.

JAANSSEM BIOTECH, INC. CONFIDENTIAL 4
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Receipt and Handling of CARVYIKTE Receipt and Storage Manusl

Unpacking the Shipment

Before unpacking the 0VI0 Liquid Mitrogen shipper, make sure the following items are Follow treatment center
readlly avallable as they are not provided by Janssen: /l\ requirements for PPEwhen
handling any cryopreserved

»  Cryogloves product and equipment.

« Safety glasses

«  Wire cutter or heavy-duty scissors

confirm the following materials are Included Inside the outer shipper case:

« Labeled consignee kit pouch, which will be needed when the empty shipper
is picked up for retum to the courier. The consignee kit pouch is inside the
outer shipper case and includes:

+ 1 zip tie for use on the outer shipper case

+ AWB for return of empty DV10 Liquid Nitrogen Shipper

Important—Contact your designated Janssen representative If:
«  The DV10 Liquid Nitrogen Shipper case is not secured or not intact.
«  The zip tie is missing from the outer case.

+  The patient identifier listed on the AWB does not match the
intended patient.

«  The DV10 Liquid Nitrogen Shipper’'s EVO-IS ID (last 4 digits listed on the
AWE) does not match the DV10 Liquid Nitrogen Shipper or if the Seal # on
the red tamper evident seal does not match the Seal # listed on the AWB.

« Any contents are missing from the consignee kit pouch.

© 2023 Janssan Biotech, inc. JANSSEN BIOTECH, INC. CONFIDENTIAL 5

This document contains confidential and proprietary trade secrets of the Company and its affiliates.
Its contents may not be disclosed by an authorized recipient without the Company’s prior written consent.

Page 6 of 18



Receipt and Handling of CARVYKTH

R=ceipt and Storage Manus!

Receiving the DV10 Liquid Nitrogen Shipper

«  Takethe AWE and the packing insert from inside the clear packing
envelope on outer case of the DV10 Liquid Nitrogen Shipper case.

€ 2023 Jarssan Biotach, Inc.

Using your own heawy-duty scissors or wire
cutters, cut and discard the zip ie securing the
zippers. These heawy-duty scissors or wire
cutters are MOt incuded in the shipment.

Urzip and lift open the shipper cas= lid.

Inside the outer shipper caseis a pouch.
Werify that it contains the consignee kit pouch.

The consignes kit pouch includes materials for
returning the shipper: one zip tie for the cuter
shipper case and the air waybill to return the

empty shipper.

Take the packing insert and corfirmwith the
Col record in the CoCfCol Portal. Scan or enter
the packing insert to confirm the product is
comectly associated with the Col record inthe
CoC/Col Portal.

A

you will also be prompted to
answer additional questions
regarding checks of shipment
Integrity. Include comments as
necessary.

JANSSEN BIOTECH, IMC. CONFIDENTIAL L
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Receipt and Handling of CARVYKTH

R=ceipt and Stovsge M anus!

& 2023 Jarssan Biotach, Inc.

Inthe CoCfCol Portal, confirm the EYO-I15 ID
number (last 4 digits on the AWE) matches the
EVO-15 ID number on the DVIO Liquid Mitrogen
Shipper lid.

Confirm the Tamper S2al number on the VIO
Liquid Mitrogen Shipper lid matches the number
onthe AWE.

Press and release the light indicator on the CV10
Liquid Mitrogen Shipper lid and wait five seconds
or scan the QR code on the DWV10 Liquid Mitrogen
Shipper lid.

Scanning the QR codewill directyou to aweb page

that displays the last reported payload temperature

with the last recorded temperature reading.

A steady white light or green check mark
received from the web page of the QR code,
indicates the temparature is within range and
WO Can continu e,

If the light indicator shows a flashing white light,
or a red check mark from the web page of the QR
code, a Temperature Out-of-Range, or TOR, has
occurred. Indicate thiswhen responding to CoC
or Col receipt questions in the CoCfCol Portal.

AAMNSSEM BIOTECH, INC. CONFIDENTIAL
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Receipt and Handling of CARVYKTH Receiptand Stovage Manus!

If Temperature Out-of-Range is noted,
complete the TOR form located in Janssen’s File
Sharing Tool (MBCX) after the product is
removed from the shipper and email itto
DL-JanssenCAR-T Vein-toNein_US@itsjnj.com.

| fthere was no temperature excursion, continue
preparing to remove the product from the

shipper.

JAAMSSEM BIOTECH, IMC. CONFIDENTIAL
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Receipt and Handling of CARVYKTH R=ceiptand Stovage Manus!

Unpacking CARVYKTI®

Itis recommended to have two personnel work tegether during the unpacking process.
Make sure all necessary PPE Is on or In place before unpacking and thatyou are following
your local PPE processes and procedures before unpacking. Additionally, the product
must be placed In an LM2 Freezer Immediately following unpacking from the shipper and
verification of CoC/Col.

Make sure all necessary PPE s
& on or In place before unpacking.
Also make sure the Drug Product
recelpt Checklist for Treatment
center form Is avallable for

; ; reference and completion.
Use heawy-duty scissors or wire cutters, not

included in the shipment, cut the tamper 0 confirm product cassette

evidentszal on the lid. Remove the lid and lift was not exposed to amblent

the cassette rack out. temperature greater than
3 minutes. It Is critical to
pack the cassette into the
LnzZ freazer quickly to avold
thawing of the product.

Cut and discard the tamper evident seal on the

cassette rack and remove the cryogenic

containment pouch containing

CARVYETI? from the rack slots.

Cut open the pouch and remove the cassette.

Before placing the cassette into local LN2

Freezer, confimm the patient numbser matches

on the cassette labsl, the AWE, and in the

Coc/Col Portal.

© 2023 Jarssan Biotach, Inc. JAMESEM BIOTECH, INC. CONFIDEMTIAL L]
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Receipt and Handling of CARVYKTH

Receiptand Stovage Manus!

& 2023 Jarmsan Biotach, Inc.

When the cassette containing the product bag is
rermoved from the LM2 Freszer, and is in the frozen
state, the product bag is brttle.

Open the cassette and ensure the CARVYETI®
product is positioned with the ports at the top.

There are three (3} ports on the bag as shown to
the left; which must be intact upon receipt.

It is very important to handle the cassette and
productwith care to avoid damage.

Place the cassette with CARVYKTI® into the LN2
Freszer and do not separate the cassette from
the product unitil prepanng for infusion.

Remove the shipper lid and then place the
empty cassette rack back into the shipper.
Finally, close the lid.

Complete the Shipment and Product Receipt
Checklists under the Finished Product Delivery
stepwithin the CoCfCol Portal.

A

If there are any Issues with
cassette or the product, please
contact your designated
Janssen representative
Immediately and report a PQC.

JAMSSEN BIOTECH, IMC. CONFIDENTIAL 0
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Receipt and Handling of CARVYKTH

Receiptand Stovage Manus!

Returning the DV10 Liquid Nitrogen Shipper

After completion of the entire Finished Product Recelpt process, prepare the empty
CAV10 Liquid Nitregen Shipper for shipment:

Gather the unusad zip tie and the new AWE
from the consignee kit pouch for the DWV10
Liquid Mitregen Shipper.

Secure the inner shipper case with the zip
tie and then secure the cuter shipper case
with buckles.

Place the AWE into the clear packing envelope
for courier pickup. The DVI0 Liquid Mitrogen
Shipper is now ready for pickup.

€ 2023 Jarssan Biotach, Inc.

©

Janssen will coordinate with the
courler to plck up the empty
OV10 Liquid Nitrogen Shipper
from the treatment center at
the agreed upon plckup time.
contact your deslgnated Janssen
representative iImmediately

if there are any constraints for
getting this shipment ready for
the agreed upon plckup time.

JAMSSEN BIOTECH, IMC. CONFIDEMTIAL n
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Storing CARVYKTI®

The product must be stored according to the conditions on the label, In a secure
location with limited access. During storage, the product must not be separated from
the cassette. The packaging Is designed to protect the product from breakage and
damage and should not be separated.

What are storage temperature
monitoring requirements?

1. Temperature conditions during on-site storage of CARVYKTI* must be
monitored and recorded (e.g., temperature logs or data, charts or graphs
from temperature monitoring equipment or devices).

2. The use of a temperature menitoring device is required for the storage of all
products. All documentation and data of the storage temperature must be
retained in accordance with your local records retention policy, and
applicable legal and regulatory requirements.

3. Temperature monitoring equipment must be calibrated in accordance with
the manufacturer’s recommendations.

« When the temperature monitoring device is equipped with audible
and visible alarms to attract immediate attention in the event of a TOR
occurrence, the proper functioning of these alarms must also be
periodically tested and documented.

4. The output of the temperature monitoring device must be verified and

recorded on a termperature log or temperature alarm log daily, during
treatment center warking days.

« It is not necessary to check the temperature monitoring equipment
on weekends and holidays. If a TOR event occurs during the weekend
or holiday, Janssen should be notified immediately.

5 Temperature logs must identify or link to the temperature monitoring device
and, ifapplicable, the LN2 Freezer.

+ Links can be through the serial number or other unique identifier.

© 2023 Jarssan Biotech, Inc.

AN

at less than or equal to-120°C,
vapor phase of LM2.

JAMESEM BIOTECH, IMC. CONFIDENTIAL
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Storage of CARVYKTI® Receipt and Storage M anus!

6. CARVYKTI® must be kept frozen at less than or equal to -120°C, vapor
phase of LN2 Temperature monitoring device with audible and/or visible
alarms:

+ The audible and/or visible alarm will alert the cell processing
laboratory staff of a TOR situation and the procedure for reporting a
TOR must be followed.

+ Even when the system has not alarmed, the temperature records
generated by the system should be periodically reviewed to verify all
temperature measurements were within range.

& 2023 Janssan Biotach, Inc. JAMNSSEN BIOTECH, INC. CONFIDEMTIAL ]
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What To Do

Immediately upon discovery of a TOR reading(s), via the flashing white light on the
w10 Liquid Mitrogen shipper lid, or Red check mark from the QR code, take the

following steps:

Quarantine the affected product and affiliated supplies. Itis important not to
usa supplies that have experienced a temperature excursion (See Quarantining
sub-section).

1. Remowve the product from the DV10 Liquid Mitrogen Shipper and place the
product in the LMN2 Freezer following the instructions provided in the
Packaging and Shipment of White Blood Cell Apheresis Collection Manual.

2. Immediately contact your designated Janssen representative of the TOR
occurrence and discuss the potential impact. Provide them with the last 4
digits of the EVO-IS # and patient number.

3. Complete the Temperature Out-0f-Range (TOR) Report Form immediately.
Instructions are provided on the form for completion and submission to
Janssen.

4. Janssen will complete the bottormn of the TOR Report Form and indicate
whether the product is acceptable for use or not.

Fora DV10 Liquid Mitrogen Shipper TOR event, there is no need to attach
the temperature reports to the TOR Report Form. The Janssen Vein-to-Vein
Teamn will extract the data from the EVO-IS shipper readout.

5. For Storage TORs, which may occur while the product is in storage on-site,
contact Janssen at 1-800-526-7736 if in the United States. For all other
regions, please contact your local Janssen representative.

& 2023 Jarssan Biotach, Inc.
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Temperature Out-Of-Range (TOR) Events

Receipt and Storage Manual

Quarantining

If a concern Is found by the treatment center upon recelpt and it Is necessary to
quarantine the product (e.q., damaged, TOR, product guality complaint), please
follow the steps below:

1. Immediately contact your designated Janssen representative.

2. Physically separate the product being quarantined. Follow local quarantine
procedures for maintaining product segregation.

3. While in quarantine, the product must be stored and handled according to
the manufacturing requirements (e.g., LM2 freezer) and procedures.

This will prevent further deterioration or damage to the product while the
viability of the product is being assessed.

4. Once quarantined, the product must remain separated until further
notification is received from Janssen.

5. If the product was quarantined due to a TOR, the completed TOR Form
will indicate if the product is acceptable for use or not.

&. Ifthe product has been quarantined due to product quality complaint,
provide the details and a photograph of the product and/or packaging to
the appropriate Janssen representative.

7. After an assessment, Janssen will review outcome and next steps.

If Indicated that the product Is acceptable for use, follow your local
procedures to moving product into available inventory.

If Indicated that the product Is not acceptable:
+ Identify the product as ‘ready to destroy”.

+ Contact your Janssen representative to discuss the Credit and
Replacement Policy.

Damaged or Lost Product

Ifthe product s damaged while stored at the treatment center, follow the Instructions
for Quarantining. Contact your designated Janssen representative to review
Instructlons for next steps.

Loss of product Is considered a critical situation by regulatory authorities. If the product
Is lost while stored at the treatment center, as soon as loss Is confirmed, Immed lateby:

«  Contact your designated Janssen representative within 24 hours.
+« Conduct an investigation as per your local procedures.

+ Inthe United States, Contact Janssen at 1-800-526-7736. All other
regions, please contact your local Janssen representative.

& 2023 Janssan Biotech, Inc.
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Reporting a Product Quality Complaint

If there Is damage to the product or cassette at Recelpt and Storage or at Thaw and
Infuslon of Final Product, call 1-B00-526-7736 to report the complaint and also Inform
your Janssen representative within 24 hours.

In both Instances, you will need to provide the following Infermation:

Order Mumber

Lot/Batch Mumber

Expiry Date

Patient's Initials

DIN

MRMN

Short Description of the PQC Event

& 2023 Jarssan Bictach, Inc.
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Receipt and Storage Manual Version 4

For questions related to the information in
this manual, contact your designated Janssen
representative.

This document contains confidential and proprietary trade secrets of the Company and its affiliates.
Its contents may not be disclosed by an authorized recipient without the Company’s prior written consent.
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