(an /

GENETIC ASSAYS

B KV BK Virus DNA by PCR - Quantitative

GA Test Code 3700
Method Real-Time Polymerase Chain Reaction (PCR) — Viral Load Monitoring
Specimens Note: It is recommended that blood and urine be serially tested.

Whole Blood (ACD or EDTA): 5.0 mL (3.0 mL), ambient (4 days),
refrigerated (7 days).

Urine: 10.0 mL (5.0 mL), refrigerated (7 days).

Plasma (ACD, EDTA, or PPT): 3.0 mL (1.0 mL), separated/centrifuged within
6 hours, refrigerated or frozen (do not freeze in PPT). If storing longer than 24
hours, store frozen.

Serum: 2.0 mL (1.0 mL), refrigerated (7 days) or frozen.
CSF: 1.0 mL (0.2 mL), refrigerated (7 days) or frozen.
Bone Marrow: 3.0 mL (2.0 mL), refrigerated (7 days).

Causes for Rejection Quantity not sufficient (QNS) for analysis; time and/or temperature instructions
not followed; blood in heparin; plasma frozen in PPT.

Reference Range No BK Virus DNA Detected

Detection Range 500 to 1.0 x 10'° BKV DNA copies/mL

Turnaround Time Same or Next Day

CPT Code 87799

Description

BK virus (BKV) DNA quantification is based upon the real-time PCR amplification and detection of BKV
genomic DNA. A patient value of less than 500 BKV DNA copies/mL indicates that the patient’s viral
load is below the quantitative limit of this assay, and does not indicate that the patient is not infected with
BKV.

Real-time PCR detection for BK'V is a sensitive and specific method to diagnose viral nephropathy and
primary infection associated with respiratory illness in children. The detection and monitoring of BK'V,
common in children undergoing stem cell transplantation (SCT) and renal transplant patients, allows the
physician to appropriately treat the primary and reactivated infection.

Clinical studies support the parallel testing of urine and blood plasma by PCR to confirm the presence of
BKYV. Mild immune impairment can lead to increased virus replication and the presence of the virus in
urine. Testing of urine and blood from immunosuppressed patients alerts the physician to asymptomatic
reactivation of BKV. Thus, it is recommended that both blood and urine be serially tested. Blood and
urine viral loads tend to decrease after treatment by antiviral therapies. The viral load of urine is typically
4-6 log orders higher than the viral load of blood. The viral load from urine may be detected earlier than
the blood viral load and tends to take longer to decrease compared to the blood viral load.
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PCR is performed pursuant to a license agreement with Roche Molecular Systems, Inc.
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