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Phenotyping for resistance

TN1182

Overview

Phenotyping is a procedure which measures the
susceptibility of a patient’s virus to antiretroviral drugs in
vitro compared to a control virus. Phenotyping can be
used to test for resistance in a patient undergoing therapy
or on treatment-naive patients to select the optimal
therapeutic regime and avoid prescribing drugs to which
the patient’ s virus may be resistant.

Specialty's Phenoscript” gives a rapid (~8-15 day
turnaround time) assessment of an individual’s likelihood
to respond to any of fifteen FDA-approved drugs, based
on a comparison between the ability of a drug to inhibit the
replication of that individual’s virus compared to a control
virus. The difference in viral replication between the
patient’s virus and the reference virus in the presence of
drugs is expressed as aratio called the Patient Resistance
Index (PRI). The results of the testing are reported out as
an Estimated Contribution to Response (ECR) in an
easy-to-read, color-coded report, and describes the
likelihood of the patient responding to the drug as either
“Likely”, “Possible’ or “Unlikely”, based on an
assessment of the RI, compared to a cut-off value.

Phenoscript”  utilizes recombinant virus technology
reporting the degree of drug susceptibility of the patient’s

virus compared to a wild-type reference virus. In two
independent studies presented at the 5" International
Workshop on HIV Drug Resistance and Treatment
Strategies 2001, Phenoscript” showed good overall
corrdlation with both Virco's Antivi rogram? and
ViroLogic's PhenoSense.*? Since the Phenoscript” assay
is based on a single cycle of viral replication, there is no
risk that the virus population will change during the assay,
which can occur during the longer term viral replication
used by some other phenotypic assays. The Phenoscript”
assay Yields a virus population that is not affected by the
potential bias implicit in ligation and amplification of
pooled clones used by some other tests.

Specialty’s Phenoscript” assay has nine drugs with ECRs
based on clinica cut-offs, the most of any company
performing this test. The clinical cut-off represents the
correlation between actual patient virologic response and
phenotypic susceptibility to various drugs or the drug
susceptibility level at which a patient’s probability of
treatment failure with a particular drug significantly
increases. The use of clinical cut-offs provides a more
accurate estimation of the potential contribution of any one
drug to the response of a multiple-drug therapy.

Clinical Utility & Reimbursement

?? Assesses likelihood of response to drugs in treatment-naive or treatment-experienced patients

?? Helps optimize treatment regimes in patients with complex mutation patterns as determined by genotyping

?? Electronic interfacing capahility for rapid resulting and decreased turnaround time

?? Favorable reimbursement in most States (for details visit http://www.idsociety.org/HIV/CEN/resistance11700.htm)

Ordering Information & Specimen Requirements

Alternates:

OR

Test . . Turnaround
Code Test Name Specimen Requirements Time
7420 | HIV-1Phenoscript™ | Primary: 4 (2) mL Plasma EDTA; FROZEN. 8-15 days

4 (2) mL Plasma ACD; FROZEN.

4 (2) mL Plasma EDTA in PPT Tube; Ship FROZEN on dry ice.
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Methodoloagy

RT-PCR, Recombinant Culture

Related Tests

9874 HIV-1 RNA UltraQuant®

9878 HIV-1 RNA UltraQuant® Reflex to HIV-1 Phenoscript™

7480 HIV-1 GenotypR™ PLUS

9885 HIV-1 DNA DetectR™

5732 HIV-1 Proviral DNA Acchuant®

HIV Drug MonitR"'s (Therapeutic drug monitoring of most FDA-approved drugs; see directory for test codes)
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For complete information on thisor other related HIV tests, please visit our Web site at www.specialtylabs.com
and sign-up for our e-mail notification program or call Client Services at 800-421-4449.
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