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PRIVATE 
Purpose
The distribution of the hematopoietic progenitor cell product for infusion is one of the final steps in the identification protocol.
Principle
To ensure the correct patient receives his/her own autologous product for infusion.

POLICY SCOPE

The scope of this policy applies to all Laboratory staff that prepares or performs testing on laboratory specimens at UnityPoint Methodist.

Specimen
The products are stored in vapor or liquid LN2 storage, and then transported in an insulated carrier on dry ice for infusion on the transplant unit.

Reagents
Not applicable.

Equipment/Supplies
Approximately 5 lbs. dry ice obtained from the Reference Laboratory

Insulated carrier provided by transplant unit

Cryogloves

Calibration

Not applicable.

Quality Control

Release Criteria: On transplant day, cell processing personnel checks information on canisters (patient name, medical record number, HPC #, date of collection and freezer bag #) and matches to the freezer summary sheet.CP:033 at front of patient’s file. Previous to the transplant date, the communicable disease testing results are reviewed for non-reactive results.. Bacterial cultures should be complete. Liquid nitrogen unit temperature records are reviewed to ensure <150º C storage.  Processing records are reviewed for completeness, accuracy, and adherence to Standard Operating Procedures. Document review on bottom of HPC Freezer Summary (CP:033) for Patient File and Record Review at front of patient file. Obtain exceptional release signature if any criteria is not met as stated on the summary and review form. Acceptable signatures are Medical Director, Lab Director, or designee.    
Procedure
1. Locate correct patient file.  Name of the patient and date of infusion are previously verified when transplant personnel notify the cell processing laboratory of the physician order for transplant. Review records as outlined under Quality Control of this procedure.

2. Using summary sheet (CP: 033) on inside front cover of the patient’s file, pull patient’s canisters from their frames, making sure all information matches the file as listed under Quality Control.  

3. Place canisters on top of the frames, dividing them between 2 storage units if necessary.

4. Cell Processing personnel will fill out a Hematopoietic Progenitor Cell Infusion Form (CP: 045) with the patient’s name, medical record (ID) #, room #, and bag #’s. If there are a large number of bags, only put the bag #’s on the form that are picked up at one time, in which case you will need to wait until Medical Staff arrive.  If there are too many canisters for one pickup, mark this form #1. A second Infusion Form is to be filled out with the remaining bag #’s when they are picked up. Mark the 2nd form as #2.

5. When medical staff personnel arrives to transport the product to the Transplant Unit for infusion, verify the patient name and medical record number on the infusion order  (CP: 044) they bring. Place dry ice in their cooler.  Give them the # of canisters they request, double -checking the patient’s name, medical record number, and integrity of each canister with them.

6. Cell Processing and Medical Staff personnel will initial and date the Date/Time/Distributed/Received columns on the freezer summary sheet and line on the Infusion Form. The Infusion Form accompanies the products to the transplant unit and is filled out by the transplant team, then placed on the patient’s chart.  The products are transported at < or = -80ºC. Canisters may be stored up to one hour and ten minutes in the dry ice cooler during the thawing and infusion procedure at this same temperature. The Circular of Information is online detailing the use of cellular therapy products for the infusionist, if requested.  See CP: 046.
7. When all the canisters have been picked up, erase the patient’s name from the freezer position inventory sheets. Initial the “infusion order received” line on the patient file checklist.

8.
On engraftment data sheet (CP: 047), record patient’s name and date of transplant.  Leave

     sheet on clipboard for daily tracking of the patient’s engraftment data. When patient

     is discharged, record on the sheet. The sheet goes in the patient’s file after being

      reviewed by the Cell Processing Director. If engraftment is not accomplished

      within four weeks, follow instructions on Engraftment Data form.

9. The freezing bags, canisters, and a copy of the completed infusion form indicating the endpoint for infusion of the product should be returned to the Cell Processing Laboratory after infusion. The bags are checked for the correct name and medical record # of the transplant patient.  They are then discarded into a red biohazard bag. The canisters are cleaned off with acetone to erase the writing. The infusion form is put in the patient file.
10. In the event of a transfusion reaction, the infusion nurse is to  phone the cell processing laboratory if the reaction is thought to be lab related. The infusion physician is present for the infusion so he is immediately aware of the situation. Documentation by nursing takes place on the infusion form and a copy returned to the Cell Processing Lab with the empty product bags. 
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Anticipated Resultstc  \l 1 "Anticipated Results"
Not applicable.

Calculations
Not applicable.

Objectives / Acceptable Endpoints

Not applicable.

Reporting Results
Not applicable.

Procedural Notes/Problem-Solving Tips
 For any problems that arise during the issuing or infusing of the products, see CP:009.
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