HIV DIAGNOSTIC SERVICE

GenoSure Archive®

HIV-1 DNA Next Generation
Sequencing Assay

Drug resistance is identified earlier in plasma HIV-1 virus,! but
persists longer in proviral HIV-1 DNA archived within infected
cells, especially in the absence of ongoing drug pressure.2

DHHS Guidelines3:
+ Drugresistance is cumulative

« All historical drug resistance must be taken into
consideration when changing regimens

+ Archived resistance data may provide additional guidance
when historical resistance information is limited or
unavailable

Genosure Archive

Identifies drug resistance mutations
‘ in proviral HIV-1 DNA

[' N Assigns susceptible/resistant/
Q} resistance possible calls to NRTIs,
\o NNRTIs, Pls, and INIs

Abbreviations: NRTI, nucleos(t)ide reverse transcriptase
inhibitor; NNRTI, non-nucleoside reverse transcriptase inhibitor;
Pl, protease inhibitor; INI, integrase inhibitor

@ labcorp

Genosure Archive provides drug resistance
information for management of patients with
virologic suppression or viremia

For patients with virologic suppression

Provides resistance information when viral
load is too low for standard resistance testing.

Demonstrated 85%-94% concordance with
historical drug resistance.**

Facilitates regimen change. In studies,
85%-98% of patients maintained virologic
suppression when Genosure Archive® was
used to guide therapy selection.®

For patients with viremia

Can be considered when conventional
HIV-1 plasma RNA drug resistance testing is
unsuccessful or unavailable.3

Demonstrated a greater ability to identify
drug resistance compared to standard
plasma virus testing.8

Can identify resistance that might otherwise
be missed.®Identified resistance in 20% of
patients with pan-sensitive plasma virus.8
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HIV-1 Next Generation DNA Sequencing Assay
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Patient Name DoB Patient ID/Medical Record #  Gender Monogram Acces
Date Collected Date Received Date Reported Mode Report Status
Referring Physician Reference Lab ID/Order #
Comments HIV-1 Subtype: C
Seneric  prand Assessment Drug Resistance Associated Mutations Detected
Abacavir Ziagen m D67DIN, K70R, M184MNV, T215T/Y
__ Didanosine  Videx m DB7DIN, M184M/V, T215T/Y
E Emtricitabine  Emtriva m D67DIN, K70R, M184MIV, T215T/Y
Z Lamivudine  Epivir T 570N KTOR Miseu, T215TIY
Stavudine  Zerit m D67DIN, K70R, T215T/Y
Tenofovir  Viread Resistance Possible 570N, K70R, T215TY
zidovudine  Revovir [ O°7OM KTOR. T215TY
Doravirine  Pifeltro Banstive K103KIR, E138G/S, E203E/K, Q207E
= Efavirenz Sustiva Sensitive K103K/R, E138G/S
% Evaviine  Imcence  Resistance Possible 135075 V7oV
Z Nevirapine  Viramune s."sm“ K103KIR, E138G/S, VA79V/1
Rilpivirine  Edurant K103KIR, E138G/S
Bictegravir  Bictegravir Sensitive None
5 Dolutegravir ~ Tivicay Sensitive None
= Elvitegravir  Viteka Sensitive None
Raltegravir  Isentress Sensitive None
Atazanavir  Reyataz /rt Sensitive L33L1, E35E/D, M36I
Darunavir  Prezista/ r+ Sensitive V82V
Fosamprenavir Lexiva / rt et E35EID
Indinavir Crixivan / Bt L33L1, M361
& Lopinavir Kaletra® Sensitive None
Neffinavir ~ Viracept Sensitive L33LI, E35E/D, M36I
Ritonavir Norvir Resistance Possible L33U. E35E/D, ve2vil
Saquinavir  Invirase /1t Sensitive E356/D
Tipranavir  Aptivus /1t Sensitive L33/, E35E/D, M361, L89M
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* Mixtures are indicated by amino acids separated by a slash. Deletions in the amino acid sequence are indicated by a * symbol.
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T V3T, E36A, TA0K, K43E, DETDIN, K70R, ASES, Q102K, K103KIR, K122E, D1235, E138G/S, A158AIS, C162C/S, K173ATT, D17TAE, V179Vl M184MY, T200A, E203E/K,
Q2UTE. T2HETY, GINGIE, V2ABHIQ, KGISKIR, G262GIR, A2T2F, T206TIA, ASBEATT. E291D, V252l ST, P321PIS, GIIIGIE, G4, G338D, G52, RIBSK, MISTR,

K358R, GISOAIT, T377M, K390KI"

IN V1L, 184IM, L101I, TH12V, V1131, mm G163E, K173KIR, G192A, V2011, K215N, T218L, V2341, D278DIA, S283G

PR 115V, L33L/I, E35E/D, M36I, R41K, G6BGIR, HE9K, VB2V, LBOM, 193L

Genmype Comments (clinical significance may vary)

drug the sensitizing effect

For more information on interpreting this report, please visit
hours of 6:30am to 5:00pm PT Monday through Friday.
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Specimen

Human Immunodeficiency Virus 1 (HIV-1)

GenoSure Archive® 551776

4 mL lavender-top (EDTA)
whole blood, frozen

Identifies mutations in archived proviral DNA associated
with resistance to NRTIs, NNRTIs, Pls, and INIs.

Human Immunodeficiency Virus 1 (HIV-1),
Quantitative, Real-time PCR (Graphical) With Reflex 550920
to HIV-1 GenoSure PRIme® or GenoSure Archive®

5mL plasmaand 4 mL
lavender-top (EDTA)
whole blood, frozen

Detect and measure HIV-1 in plasma with reflex to Geno-
Sure PRIme® if VL>500 ¢/mL or reflex to GenoSure Archive®
if VL<500 ¢/mL.

Human Immunodeficiency Virus 1 (HIV-1)
GenoSure Archive® Plus Trofile® DNA 552020

8 mL lavender-top (EDTA)
whole blood, frozen

Detect resistance by GenoSure Archive® and determine
HIV-1 coreceptor tropism in cell-associated proviral DNA for
eligibility for CCR5 antagonist therapy.
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