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NK Cell Product Request and Shipping

1.1 [bookmark: 1.1_Key_Personnel_and_Contact_Informatio]Key Personnel and Contact Information

	Name
	Role
	Email
	Phone

	Lawrence Gazda
	BMR Director
	Lawrence.Gazda@nationwidechildrens.org
	614-355-4107

	Prithy Martis
	BMR Operations Manager
	Prithy.Martis@nationwidechildrens.org
	614-722-1441

	Shane Wellman
	BMR Business Manager
	Shane.Wellman@nationwidechildrens.org
	614-355-3598

	Biologics Manufacturing
	N/A
	Biologics_Manufacturing@nationwidechildrens.org
	N/A



1.2 [bookmark: 1.2_Scheduling_/_NK_Cell_Product_Request]Scheduling / NK Cell Product Request
· All requests for shipment of NK Cell Product must be submitted by the treating site to the Nationwide Children’s Hospital (NCH) Biologics Manufacturing Resource (BMR) at least two (2) weeks prior to the planned infusion date.
· The treating site will complete BMR-Form 203: Universal Donor TGF NK Cell Request Form, ensuring that the patient’s hospital label is affixed. The completed form must be submitted via email to:
· Prithy.Martis@nationwidechildrens.org
· Biologics_Manufacturing@nationwidechildrens.org 
· PNOC028@ucsf.edu
· Upon receipt of the completed request form, NCH BMR Management will review the request and confirm availability of TGF Universal Donor NK Cells. Confirmation of NK cell availability will be provided to the treating site within 48 hours.
· The NCH BMR will subsequently communicate the anticipated ship date for the requested NK cell product.

1.3 [bookmark: 1.3_Completion_of_Processing_and_Deliver]Processing and Product Release
· NK cell products will undergo all required manufacturing and release testing at NCH BMR.
· Shipment of product will occur only after completion of all required release testing.

1.4 NK Cell Product Shipment
· Each patient will receive one (1) shipment, consisting of three (3) cycles (a total of nine [9] bags of NK cells intended for nine [9] infusions).
· The NK Cell Product will be shipped via NCH BMR Courier or an approved 3rd party courier.
· Shipments will be scheduled by NCH BMR for arrival at the treating site 1-4 days prior to the planned infusion.
· All shipments will be scheduled for overnight delivery using a validated LN2 Dry Shipper.
· Once the NK cell shipment is prepared, NCH BMR will provide shipment tracking information to the receiving site. 



· Each shipment will include the following documentation: 
· BMR-Form 203: Universal Donor TGF NK Cell Request Form (copy)
· Completed by the receiving site, see Section 1.2. 
· BMR-Form 207: TGF-imprinted Universal Donor NK Cells Certificate of Analysis
· Completed by NCH BMR.
· BMR-Form 211: Cell Product Infusion Form
· Completed by NCH BMR prior to shipment.
· Receiving site must verify information and complete the final signature in the signature block.
· On page 2, the infusion team must complete all data fields in the infusion information section. Both signature fields must be completed by clinical staff.
· BMR-Form 234: Cell Packing List
· Packaging section completed by NCH BMR prior to shipment.
· Product receipt section completed by receiving site upon delivery.
· BMR-Form 235: Cell Product Receipt Checklist
· Completed by the receiving site. 
· All checklist items must be verified and checked.
· Two qualified members of the receiving site team must complete and sign the receipt checklist.
· BMR-Form 236: Product Chain of Custody
· Product information completed by NCH BMR.
· Product receipt and handoffs documented by the receiving site.

1.5 NK Cell Receipt, Verification, and Dry Shipper Return
· Upon receipt of the shipment, the receiving site is responsible for inspection and verification of the product. Two qualified members of the receiving site team must confirm:
· Identity of the recipient and the product
· Integrity and appearance of the product and transport container
· Accuracy and completeness of all information on the product label 
· Any discrepancies, damage, or concerns identified upon receipt must be reported immediately to NCH BMR prior to storage or infusion.
· The receiving site must complete all applicable sections of the following forms:
· BMR-Form 234: Cell Packing List
· BMR-Form 235: Cell Product Receipt Checklist
· BMR-Form 236: Product Chain of Custody
· Completed forms must be emailed to NCH BMR and PNOC028 promptly after receipt to:
· Prithy.Martis@nationwidechildrens.org
· Biologics_Manufacturing@nationwidechildrens.org 
· PNOC028@ucsf.edu
· The LN2 dry shipper must be returned to NCH BMR in accordance with the instructions provided on BMR-Form 235: Cell Product Receipt Checklist.

1.6 NK Cell Product Storage and Delivery for Infusion
· Following verification, the NK cell product must be transferred promptly to a liquid nitrogen (LN2) freezer, vapor phase ( -150 C), and stored until the time of infusion.
· Storage and handling must be performed by qualified personnel in accordance with the receiving site’s institutional SOPs.
· Product transfer to the infusion team must be documented using BMR-Form 236: Product Chain of Custody.

1.7 Infusion and Product Disposition
· Prior to infusion, the receiving site must review BMR-Form 211: Cell Product Infusion Form, confirm the accuracy of all information, and complete the final signature.
· Infusion details, including the date and time of infusion, and the identity of infusion team member(s) must be documented on the appropriate treatment site forms and in the electronic medical record, in accordance with institutional SOPs and protocol requirements.
· Any adverse events associated with the infusion must be documented and reported to the manufacturing site via email at Biologics_Manufacturing@nationwidechildrens.org, in accordance with protocol requirements. 
· No unused NK cell product is to be shipped back to NCH BMR. Any unused product must be disposed at the receiving site in accordance with institutional policies and procedures. Disposal must be documented per site requirements and institutional SOPs.
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