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LEUKAPHERESIS
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• Study coordinator will contact Premier Research as soon 
as subject is identified/screened to secure a 
manufacturing and leukapheresis slot. CTL will also be 
notified.

• Manufacturing slots are available on set days and times, 
with no wiggle room.
• Subject leukapheresis must align with a set manufacturing slot 

that is assigned.

• We will work with CTL to schedule this around the 
manufacturing slot.

CBR-sCAR461-3001 CTL Review 04.08.2025



LEUKAPHERESIS
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• Study staff will use form 
F-CL-20.00-2 to request 
leukapheresis for patients.
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LEUKAPHERESIS
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• Study specific labels will 
be provided to the site at 
time of activation.

• Will require the following 
information to be recorded 
by CTL.
• Do not record PHI.
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LEUKAPHERESIS
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• During leukapheresis, will 
also need to fill out the 
Leukapheresis Checklist.

• Provide original copy to 
study coordinator.

CBR-sCAR461-3001 CTL Review 04.08.2025



LEUKAPHERESIS
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• Upon completion of 
leukapheresis, the Form A-
01 Leukapheresis Chain of 
Custody Form must be 
completed by CTL.

• Email a completed copy to 
sCAR461.Clinical@premier
-research.com 
• Provide original copy to 

study coordinator.
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LEUKAPHERESIS

8

• After leukapheresis, product should be packaged and 
shipped immediately in the Temperature Controlled C3 
Shipper at 2-8C. 
• Shipper may arrive the day before or day of leukapheresis.

• Product should be shipped by 2pm on day of leukapheresis.

• Product can be held at room temp for up to 4 hours from 
end of collection in case of delay. 
• If delay occurs, please notify the Premier Research Logistics 

Manager.

• MUST be picked up from the site by the courier on the same day 
it was collected.
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LEUKAPHERESIS
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• During screening, the Premier Research Logistics 
Manager will coordinate and schedule the pick-up of 
leukapheresis product by a specialty courier (Cryoport) for 
the same day as the procedure.
• Should be arranged at least 5 business days in advance when 

feasible.

• Courier will arrive with Temperature Controlled C3 
shipper, Safepak XL, and a SmartPak II Condition 
Monitoring System for temperature tracking in transit.
• CTL staff will be asked to sign TWO copies of the airway bill for 

the delivery of the shipper to the site.
• Email the Premier Research Logistics Manager to request a copy 

be provided via email if you wish.
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CLBR001 RECEIPT + STORAGE
• First two cohorts have CLBR001 dose of 140x10⁶ CAR-T cells

• Will be provided to the site in a single bag for IV infusion.

• Starting after second cohort, may decide to proceed with one 
or both of following CLBR001 doses: 140x10⁶ CAR-T cells, 
420x10⁶ CAR-T cells.
• 420x10⁶ CAR-T cells will be provided to the site in multiple bags (3 

bags, each containing 140x10⁶ CAR-T cells) for IV infusion.

• Each infusion bag will be labeled with product & subject 
identifiers.

• Subjects will receive a single dose of CLBR001 on D-1.
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CLBR001 RECEIPT + STORAGE
• CLBR001 product will be manufactured by Minaris.

• Following release testing and release authorization, the 
CLBR001 product is shipped in a LN2 Dry Shipper to the 
site.
• Typically occurs within 21-28 days after leukapheresis product 

was received by Minaris.

• After receipt at site, store in vapor phase of LN2 cryotank 
in a secure, limited-access location.

• Each infusion bag will have a label containing the study 
number, as well as subject’s study identification.
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CLBR001 RECEIPT + STORAGE
• When frozen, the CLBR001 product is slightly opaque. When 

thawed, it is slightly turbid.

• Product must remain frozen until subject is ready for 
treatment.

• If, for any reason, the subject will not be given their CLBR001 
product, do not discard or thaw. 
• The sponsor will contact the site to initiate the return process for any 

unused CLBR001 product.

• Anything thawed + infused should be discarded per site SOP.

• Anything thawed + partially infused (stopped or interrupted for 
any reason): please contact sponsor immediately. Testing or 
collection of the bag may be needed.
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CLBR001 RECEIPT 
+ STORAGE
• CLBR001 product will 

arrive with completed 
Form VV-QUAL-03050 
Authorization for 
Shipment of Final Product 
and Form VV-QUAL-02814 
QA Release for Final 
Product to Client.
• Provide these forms to the 

study coordinator.

• Form VV-QUAL-02814 
requires treating 
investigator signature.
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CLBR001 RECEIPT 
+ STORAGE
• Upon receipt of the CLBR001 

product, CTL will inspect the 
shipper to ensure no visible 
damage. 

• Document receipt of product 
by completing Parts 1 & 2 of 
Form A-02: CLBR001 Drug 
Product Chain of Custody 
Form.
• Email copy to 

sCAR461.Clinical@premier-
research.com after Parts 1 & 2 
completed.

• Part 3 will be filled out later, 
before dosing.
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CLBR001 RECEIPT + STORAGE

• Transfer the CLBR001 product from the LN2 Dry Shipper 
within 1 business day of CLBR001 product arrival at site.
• Two independent reviewers must verify the information between 

Form A-02: CLBR001 Drug Product Chain of Custody Form and 
Form VV-QUAL-02814 QA Release for Final Product to Client.

• Confirm the information on the label on the cassette matches the 
Form VV-QUAL-02814 QA Release for Final Product to Client.
• Do not open the cassette or thaw until ready to infuse.

• Store the CLBR001 product in the vapor phase of LN2 
according to standard site practice.

• Complete steps 1-4 on page 1 of the CLBR001 Checklist.
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CLBR001 RECEIPT + STORAGE

• If not provided via email from Cryoport at time of delivery, 
please ensure a copy of the temperature summary during 
transport is obtained from Premier Research.
• Forward the summary or provide a copy to the study 

coordinator.

• Within 1-2 business days after transferring CLBR001 
product from LN2 Dry Shipper to LN2 vapor phase, 
prepare the LN2 Dry Shipper for return to vendor.
• See Appendix 8 in the Leukapheresis + CLBR001 Manual for 

instructions.
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CLBR001 THAWING + PREPARATION
• Thawing will occur immediately prior to scheduled infusion.

• Time between product thawing and COMPLETION of infusion should 
not exceed 2 hours.

• Follow site processes to authorize transfer of CLBR001 product 
to hospital unit.
• Complete Part 3 of Form A-02: CLBR001 Drug Product Chain of 

Custody Form after confirming study subject’s information matches 
the form.

• Please note that Part 3 must be done in the presence of the subject, with 2 
independent reviewers.

• Email a copy to sCAR461.Clinical@premier-research.com and provide original 
to study coordinator.

• Complete steps 5-11 on page 2 of the CLBR001 Checklist. Give the 
CLBR001 Checklist to the nursing staff with CLBR001 product.
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CLBR001 THAWING + PREPARATION

• Thaw the CLBR001 product, with extreme care, in a 37.1C 
water bath near patient’s bedside.
• Thawing takes 2-5 minutes depending on bag size.

• Massage to increase thaw rate if necessary.

• After thawed, remove the bag from the water bath and invert 5 
times to gently mix.

• If multiple bags are involved, remove, thaw, and infuse one bag 
at a time.
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CLBR001 THAWING
+ PREPARATION

• Document the process on 
Appendix 11: CLBR001 
Final Product Thawing and 
Infusion Documentation.
• Provide copy to study 

coordinator.

CBR-sCAR461-3001 CTL Review 04.08.2025

19



CLBR001 THAWING + PREPARATION

• Post-thaw, remove the CLBR001 drug product bag from 
steriZip overpouch. 

• If any tears or holes, document observations, take pictures 
of damage, and report immediately to Premier Research 
via sCAR461.Clinical@premier-research.com and the 
study coordinator at IU.
• Study coordinator at IU will complete a CLBR001 Incident Report 

Form.

• Do NOT administer the drug product until clearance is 
received from the sponsor/Premier Research.
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CLBR001 ACCOUNTABILITY
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• Maintain CLBR001 
Accountability Log for 
entire trial. 
• Ensure it is readily 

available for 
monitoring.

• Scan via email to study 
coordinator when 
requested.
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QUESTIONS?

Dave
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