
Based on CTPPM V6.0, 25-FEB-2025

Region: NA-North America

Material Version: 6.0



Summary of changes from v5.0 to v6.0

General 
updates

Module 1

Module 2



Summary of changes from v5.0 to v6.0

Module 3

Module 4 

Module 5



Summary of changes from v5.0 to v6.0

Module 6

Module 7 

Module 8



▪

▪

▪

▪

▪

▪

▪

▪

▪

▪

CTPPM v6.0CTPPM v5.0
CoC/CoI Form 
Number

Form Description Form Name

TV-eFRM-10456
Apheresis Chain of Custody/Chain of 

Identity Form
NA_APH-TRN

TV-eFRM-10455
Site Shipment Form for Chain of 

Custody/Chain of Identity 
NA_SHIP_APH

TV-eFRM-10449 IP Shipment Receipt Checklist or Site NA_REC

CoC/CoI Form 
Number

Form Description Form Name

TV-eFRM-10456
Apheresis Chain of Custody/Chain of 

Identity Form
APH-TRN

TV-eFRM-10455
Site Shipment Form for Chain of 

Custody/Chain of Identity 
SHIP_APH

TV-eFRM-10449 IP Shipment Receipt Checklist or Site REC
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Role/delegated task* in this study (as applicable)
Focused sections/slides required for your 
role/delegated task

Site staff delegated to Tasks:
• Manage Slot Reservation Process

Module 1: Pre-Collection

Site staff delegated to Tasks: 
• Manage Apheresis and Cell Collection

Module 2: Apheresis and Cell Management                               
Module 3: Cell Transfer (if applicable)

Site staff delegated to Tasks: 
• Packaging, labelling and/or Shipping of Apheresis Product

Module 5: Packaging and Shipment

Site staff delegated to Tasks: 
• Manage Cell Therapy Investigational Product Receipt, Storage, 

Temperature Monitoring, Return, On-Site IP Destruction

Module 6: Receipt and Storage of IP
Module 7: Return and On-Site IP Destruction

Site staff delegated to Tasks: 
• Manage Chain of Custody/Chain of Identity

Module 8: COC/COI Maps and Forms

Site staff delegated to Tasks: 
• Manage the On-Site Cryopreservation

Module 4: Cryopreservation Procedure

Other Support Staff or Study Specific Tasks As assigned by PI

All site staff should complete the relevant CTPPM training needed in order to effectively carry out their role in the study. 
Please see table below to determine which modules/slides are required for your role/delegated task and should be the 
primary focus of your CTPPM training.

.
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Chain of Custody (COC)
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Subject Slot Management - Study Coordinator

•

•

•

-

-

-

-

•



•

•





❑

❑



•

•

NOTE: Accent marks are not allowed. (e.g., Ř, Í, Á, Š)



IRT Transactions
▪ On the day of Apheresis collection - the following information must be entered on 

the IRT system as soon as the information is available (preferably in the morning):
▪ Subject’s full name
▪ DIN or SEC-DIS or Apheresis ID (to match the collection label)

Note that accent marks are not allowed (e.g., Ř, Í, Á, Š)

▪ Patient’s weight 
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Example of Sponsor 
Apheresis Label

Example of Site 
Apheresis bag label 

Expiry: 32hrs from end of 
collection 

Storage temperature 2-80C



•

•

•

•

Labels containing study specific identifiers should be used in conjunction 
with clinical site generated labels.

20

Resupply lead time = 3 weeks
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▪

▪

Sites should complete the following information on the 
Shipper label:
▪

▪

▪

Sponsor Apheresis Label: Shipper Label:

▪

▪



Cell Collection
•

•

•

•

•

•

•

•

•

•



•

mailto:Central.Scheduling@ITS.JNJ.com
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▪
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Please refer to the batch record for details on the onsite cryopreservation process  
The following labels will accompany the apheresis material to the cell lab:

• One (1) sponsor apheresis label attached to the apheresis material bag
• One (1) site apheresis bag label affixed to the apheresis bag

The labels below will be created by the cell lab using the sponsor-approved label templates

Example of Cryo Bag and Cassette Label Example of Shipper & Batch Record Label
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2. 3.

1.
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•
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USA

✓

✓

✓

•

•

•

•

CANADA

✓

✓

•

•

•

•



•

•

•

Unique Identifier for apheresis collection as applicable to your region/country/site. 
NOTE: Accent marks are not allowed. (e.g., Ř, Í, Á, Š)



(
•

•

•

•

•
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IMPORTANT: Notify your CSOM Central.Scheduling@ITS.JNJ.com & copy your SM if there are 
any delays in packing as this will impact delivery to the CPC



(
•

•

•

•

IMPORTANT: Notify your CSOM Central.Scheduling@ITS.JNJ.com & copy your SM if 
there are any delays in packing as this will impact delivery to the CPC
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Refer to the IP Label, CTPPM and IPPI for comprehensive information.
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▪ Prior to receipt of IP the site will need to inform CSOM/SM on 
the dates for lymphodepletion.

▪ The site coordinator shares IRT notification containing IP 
information with Cell Lab

▪ CAR-T Final Release Documentation will accompany the IP
▪ A shipper label will accompany the product, keep this label in 

the subject’s chart to be used if IP return to manufacturing  is 
needed.

▪ Alert your CSOM/SM to any issue with delivery of the IP

▪ A link to the IP shipping temperature report is provided via 
email by the courier
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IP
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➢

➢
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•

•

o

o
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Review the LN2 Shipper Temperature Report
❑ Print the LN2 shipper temperature report using the link provided by the courier and file on patient’s chart.

❑ The temperature must be within range as per IP label specifications.

• Each graph should contain 2 temperature spikes as shown below

• An additional spike indicates a potential temperature excursion

❑ If temperature is out of range, first quarantine the IP product in on-site LN2 storage and notify J&J via 
Central.Scheduling@ITS.JNJ.com and copy the SM. Refer to Section 6.7 Problems and Special Situation for further instructions.
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mailto:Central.Scheduling@ITS.JNJ.com
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mailto:CENTRAL.SCHEDULING@its.jnj.com
mailto:CENTRAL.SCHEDULING@its.jnj.com
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❑
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mailto:CENTRAL.SCHEDULING@its.jnj.com
mailto:CENTRAL.SCHEDULING@its.jnj.com
mailto:Temperature@its.jnj.com
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                               INVESTIGATIONAL PRODUCT DESTRUCTION 
QUESTIONNAIRE FOR CELL THERAPY PRODUCTS 

 
 

     
Study No.:        

Investigator 
Name: 

      

Site 
Identification: 

       Country:       

     
 

This form is only for review and approval of the on-site destruction of Cell Therapy Products.  Any on-
site destruction of Non-Cell Therapy Investigational Products must be reviewed and approved by 
completing TV-FRM-07759: Investigational Product Destruction Questionnaire. 

 

If Cell Therapy Product destruction is to be performed by the investigational site, this questionnaire must 
be completed to document that the site is authorized to destroy Janssen Cell Therapy Products. This 
form will be completed in consultation with the Cell Therapy Team at the site (as opposed to site 
pharmacy staff).  

Investigational Site Investigational Cell Therapy Product Destruction Policy and Procedures 

1. Does the site have an SOP for Cell Therapy Product destruction? 

 Yes                No 

2 Does the site have a process in place to ensure that destruction approval for each individual 
subject’s Cell Therapy product is obtained both internally and by the sponsor before starting the 
destruction process?  

 Yes  

 No, but the site agrees to implement the following approval process: _____________________ 

_____________________________________________________________________________ 

 No 

3 Does the site process require two site staff signatures to verify the identity of the Cell Therapy 
Product prior to destruction?  

 Yes                No 

4 
Does the site agree to document the destruction of Cell Therapy Product on the Janssen TV-FRM-
57192: CAR-T Investigational Product On-Site Destruction Form, and send to the sponsor? 

 Yes                No 

5 Is the Cell Therapy Product waiting for destruction, quarantined and kept in a restricted access 
area according to the site’s biohazard waste procedure? 

 Yes                No 

6 Is Cell Therapy waste (which is classed as biohazardous waste), separated from other waste 
streams? 

 Yes                No 



•
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2. 3.
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Current Effective 

Version as of 

01June2025

V 8.0

V 9.0

V 11.0

V 10.0

V 1.0



•

•

•

•



•

•

•

•



✓

•

•

•



✓

•

•



✓



•

o

➢

➢

➢ See Slides Module 8 for the COC/I Form References and Version Numbers

o

o

o

•

o

o

•

o



✓

✓

✓

✓

✓

✓

✓

✓



Modified CTPPM procedures apply as outlined in the following memorandums:

• EMN28/68284528MMY3005 - Module 7

• 68284528SMM2001 Memorandum dated 21-APR-2023 

NOTE: The above list is non-exhaustive as additional changes may be necessary prior to the next version 

update. The memorandums for your region/study can be found in your IP binder and on the study portal. 

Contact your SM for a current complete list of memorandums.



(only applicable for onsite cryo sites) 
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(only applicable for on-site cryo sites) 
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(only applicable for onsite cryo sites) 
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(only applicable for onsite cryo sites) 
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(only applicable for onsite cryo sites) 



(only applicable for onsite cryo sites) 



(only applicable for onsite cryo sites) 



(only applicable for onsite cryo sites) 
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