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	SUBJECT:
	STEM CELL STERILITY TESTING PROCEDURE 


I. Principle
Testing the sterility of bone marrow and stem cell product is an important part of the QA process in Cryobank.

II. Clinical Significance
Stem cell product which has been processed aseptically can then be given back to donors when needed. 
III. Policy Scope

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

IV. Specimen
BioSafety Level 2 – All specimens are processed within a biological safety cabinet.

Order # Culture Blood and Culture Blood – Fungus (both are ordered by Cryobank staff)

Stem cell specimens are processed by Cryobank and an aliquot is submitted to Microbiology for sterility testing.

V. Reagents
1. Myco/F Lytic

2. Alcohol pad


VI. Instrumentation/Equipment
Bactec FX
VII. Quality Control
Culture media is quality controlled by the manufacturer and by lot # or shipment when received in the laboratory.  The Bactec instrument is monitored and maintained daily to insure it is working properly. (see maintenance record)

VIII. Procedure
A. Receive specimen using Specimen Management and Enter a Result Comment with the source of HPC – Hematopoietic Progenitor Cell.

B. Alcohol off the top of a Myco/F lytic vial and transfer the HPC specimen PSC or Bone marrow to the vial in its entirety.

C. Label the vial with a barcoded specimen label. (You can use either culture label (fungus or routine) to label the blood culture vial).These labels are generally delivered with the HPC specimen.  If not, then reprint labels.

D. The Bactec instrument will test the vial using the 30 day protocol.

IX. Reporting Results
A. All reports generated are given to a technologist working in Cryobank.

B. If the first aliquot (initial specimen) turns positive, notify a technologist in Cryobank.  Cryobank will request culturing of an additional frozen aliquot of the HPC sample to confirm the positive result. Let the cryobank know what the organism name is, in case it is a true pathogen, such as E. coli, S. aureus, and the clinician calls wanting to transplant the stem cell collection.  
C. Do not report out the initial positive result into the patient’s chart. 
D. Identify the organism and put into the workup field of SunQuest. Maintain the culture as “no growth” in the report field of SunQuest and EPIC. 
E. If the second aliquot is negative, the culture should be finalized as negative. 

F. Negative cultures are finalized in 30 days.  Print a chart copy of the final report and deliver to a technologist in Cryobank.

G. If the second aliquot is positive, identify and report the organism. Call the clinician immediately with a critical value as you would with a positive blood culture. 

H. Notify cryobank with a verbal report immediately and a written report within one day. 

X. References
A. Murray, Patrick R., Editor in Chief, Manual of Clinical Microbiology 9th Edition. 2007.

B. Dr. Racsa phone conversation with Dr. Greg Gerstner, MD, director of stem cell collection and transplant at Illinois Cancer Care on November 8, 2018. He does not want to know the preliminary result, only if the culture is truly positive. 
UnityPoint Health Methodist Laboratory is a CAP accredited facility, as of 7/1/11 the responsibility of new and/or substantially revised policies and procedures will be restricted the Laboratory Director whose name appears on the CLIA certificate, whose signature appears below. The biennial review will be completed by the Administrative Director. 
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