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Report ed/

Procedur e Resul t Units Ref Interval Accession collected Received Ve?ified
EER HCV GenoSure NS3 and NS4A See Note f 20- 167- 900023 15-Jun- 20 15-Jun- 20 18- Jun- 20
08:23: 00 10:14:00 10:07:34

HCV GenoSure NS3 and NS4A See Conmment s f 20-167-900023 15-Jun-20 17-Jun-20 17-Jun-20
08:23:00 10:00:00 14:35: 59

HCV GenoSure NS3 and NS4A Interpretation See Comments f 20-167-900023 15-Jun-20 17-Jun-20 17-Jun- 20
08:23:00 10:00:00 14:35: 59

15-Jun-20 08: 23: 00 EER HCV GenoSure NS3 and NS4A:
Access ARUP Enhanced Report using the link bel ow

-Direct access:

Chart ID:

* Abnormal# = Corrected( = Critical,f = FootnoteH = High,L = Low, t = Interpretive Text@ = Reference Lab
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***Example Report***

Patient Age/Gender: 45 years Female

Printed: 18-Jun-20 10:11:42

15-Jun-20 08: 23:00 HCV GenoSure NS3 and NS4A:
HCV GenoSure(TM NS3/4A

Comment s: (BOK DETECTED. The (BOK pol ynor phi sm
significantly inpacts sustained virologic response in HCV
GT la infected patients that (a) are treated with
sinmeprevir in conbination with pegylated interferon and
ribavirin, or (b) have conpensated cirrhosis and are
treated with sineprevir plus sofosbuvir. In these clinical
settings, a reginmen that does not include sinmeprevir should
be consi der ed.

HCV Cenotype: la

Dr ug Br and/ Genot ypi c

Generic Nane Regi men Assessnent Comment s

Pl

Q ecaprevir Mavyr et None/ Undet er mi ned
GLE RAVs*: None

Grazoprevir Zepati er None/ Undet er mi ned
GZR RAVs*: None

Paritaprevir Vi ekira Pak None/ Undet er mi ned
PTV/r RAVs*: @QBOK

Si meprevir dysio Resi st ance Possi bl e
SW RAVs*: (BOK

Voxi | aprevir Vosevi None/ Undet er mi ned

VOX RAVs*: None
*RAVs = Resi stance Associated Variants detected
Summary of Al Variants Cbserved:

NS3 (Protease: aa 1-181, Helicase: aa 182-644)
@BOK, L1531, N174S, P264S, V329!, S332P, 1386V, S410A,
F418Y, 1586T

NS4A (Protease cofactor: aa 1-54)
129V, Q46R

I nportant Definitions

Resi st ance Possi bl e - Resistance Associated Variants (RAVs)
detected that (a) represent naturally-occurring

pol ynor phi sns or treatment-enmergent variants associ at ed
with reductions in sustained virol ogi c response (SVR)
rates, (b) energe during direct-acting antiviral

(DAA) -treatnent or rel apse, and/or (c) may confer
reductions in susceptibility based on in vitro data. Refer
to prescribing infornation for specific details regarding
the inpact of these variants on treatnent response in
defined patient popul ati ons and when admi nistered in

conbi nation with other antiviral agents.

None/ Undet ermi ned - None; no RAVs detected. Undeterm ned;
variants detected that have a subtle or uncertain inpact on
DAA-treat nent responses.

Al'l variants are reported relative to the HCV
genot ype/ subt ype specific reference H77.

Assessnent is based on a rul es-based al gorithm (version 6).

Nat ural | y- occurring pol ynor phi sns may i npact the energence

* Abnormal# = Corrected( = Critical,f = FootnoteH = High,L = Low, t = Interpretive Text@ = Reference Lab
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of resistance, leading to failure of DAA conbination
t her apy

Nat ural | y-occurring DAA resi stance-associ ated pol ynor phi sis
identified at baseline may inpact SVRif the treatnent

regi men, or adherence, is suboptimal. The inpact of these
pol ynor phi sns may vary in treatnent-naive and

treat ment - experi enced patients and with varying di sease
states (e.g. non-cirrhotic vs cirrhotic)

Reduced susceptibility to any one conponent of a

DAA- cont ai ni ng regi nen may be overconme by the activity of
the other conponents of the reginmen and/or |onger treatnent
duration

Treat ment emergent RAVS may persist for prol onged periods
of time and may inpact subsequent treatment regi mens

15-Jun- 20 08: 23: 00 HCV GenoSure NS3 and NS4A Interpretation:

For more information on interpreting this report, please
call Monogram Custonmer Service at 800-777-0177 between the
hours of 6:30amto 5:00pm Pacific Time Mnday through

Fri day.

This assay is performed using a next-generation sequenci ng
platformthat analyzes the specified non-structural coding
regions of HCV. Variants are reported at a sensitivity that
has been denonstrated to be equivalent to that of

Sanger/ popul ati on sequenci ng. Genotype assignnment is
determ ned fromthe sequence of the specified regions that
are derived using subtype specific nmethodol ogy, and shoul d
not be used to establish or confirmthe HCV genotype. HCV
genotype determinati on should only be done with an assay
intended for that purpose. This assay was validated by
testing sanples with viral |oads equal to or above 2000
UL and should be interpreted only on such speci mens.
This assay neets the standards for perfornance
characteristics and all other quality control and assurance
requi rements established by CLIA The results should not be
used as the sole criteria for patient managenent. This test
was devel oped and its performance characteristics

det erm ned by Monogram Bi osci ences. It has not been cleared
or approved by the FDA. This docunment contains private and
confidential health information protected by state and
federal law. |If you have received this document in error,

pl ease call 800-777-0177.

Perforned by Monogram Bi osci ences

Wei dong Huang, MD, Medical Director

345 Oyster Point Blvd, South San Francisco, CA 94080
Tel (800) 777-0177

* Abnormal# = Corrected( = Critical,f = FootnoteH = High,L = Low, t = Interpretive Text@ = Reference Lab
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