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SECTION 1: Summary of Kite Procedural Changes 

Revised Kite 
Document(s) 

Document # Document Title Rev. # 
Planned 
Effective Date 

Summary of 
Change(s) 

The revised SOP and/or WRK will be available directly in the Kite Konnect® Apheresis Collection Module on the 
Planned Effective Date.  If you have any questions, please reach out to your local Site Qualification 

representative. 
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SECTION 2: SPARC Ticket Information 

SPARC Ticket 
Reference 

Date SPARC Request 
Completed 
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Section 2 Completed 
By (Signature/Date) 
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Effective
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Doc. Status
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	Text1: N/A
	Section 2 Completed By Print Name: N/A
	Date SPARC Request Completed: N/A
	SPARC Ticket Reference: N/A
	Quality Approval Print Name: Tracey Hlucky
	Section 1 Completed By Print Name: Jessica Watts
	Summary of Changes: Kite is implementing enhancements to Kite Konnect® Apheresis Collection Module (ACM) on 15APR2023; see Kite MEMO-13265 for the full list of ACM changes. Kite ACM work instructions WRK-05070 version 8.0 changes are to align with the ACM enhancements only. Kite SOP-00309 version 15.0 changes are to align with both the ACM enhancements, as well as the below general SOP improvements.Changes to SOP-00309 version 15.0:  -  Updated SOP instructions related to the ACM enhancements outlined in MEMO-13265 enhancements.  -  Clarified unchanged ACM steps' verbiage and pictures to better reflect current state.  -  Rewording and section moves throughout SOP for ease of reading with multiple clarifications.  -  Updated sections 5 and 7. There are no changes in current requirements with these changes; just added verbiage to better capture current practices.  -  Clarified how to handle NanoCool™ engines with visible & nonvisible logos upon receipt.  -  Clarified NanoCool™ Kit expiration verification.  -  Emphasized ensuring alignment of the patient's identifiers between patient's medical record, institutional procedures and the information in Kite ACM.  -  Removed statement that the NanoCool™ kits didn't need to be kept bedside as it's not a requirement either way.   -  Removed whole blood processing statement “can be more or less based on the patient's weight” as this statement can be misleading.    -  Clarified `waybill' vs `BOL' references to align with use of multiple couriers.   -  Clarified handling of multi-bag collections.  -  Removed previous Attachment 3, Apheresis Collection Module Access Removal Form as it's use is no longer required. Please continue to reach out to your Kite Team directly should you have staff that leave and need ACM access removed.  
	Planned Effective DateRevised Kite Documents_2: 14APR2023
	Rev Revised Kite Documents_2: 8.0
	Document TitleRevised Kite Documents_2: Kite Konnect® Apheresis Collection Module User Guide and Work Instruction
	Document Revised Kite Documents_2: WRK-05070
	Planned Effective DateRevised Kite Documents: 14APR2023
	Rev Revised Kite Documents: 15.0
	Document TitleRevised Kite Documents: Commercial Apheresis Center Verification, Collection and Packaging - US
	Document Revised Kite Documents: SOP-00309


