Onmumu3sayus cKpuHuHa2a BUY: om ksi1accu4eckoz20
UMMYHOGB/IOMa K 3Kcripecc mecmuposaHuro u NAAT

akenpecc-TecT - rapid tests at the point of contact (POC)
NAAT - nucleic acid amplification test (MonekynsipHO-reHETUYECKNIN TECT)

http://www.imperfectenjoyment.com/2011/07/hiv-test/
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OJIbXOBCKHMH Urops AnekceeBHY

KpacHosipckuii ¢punman ®I'bBY I'HI
Mun3zapasconpazsutus PO

TO GET A HIV TEST




lNopaxeHHocmb BUY-uHhekyueu pa3siudHbIX 803pPaCMHbLIX
epynn HacesnieHusi Poccuuckou ®edepayuu Ha 30.11.2010 a.

http://www.hivrussia.org/stat/2010.shtm
I
B 2010 r. - 58 633 BHOBb BbIsBreHHbIX BUY —nHdpunumpoBaHHbIX rpaxgaH PO

Obuee yncno poccnsaH nHguumposaHHbix BUY Ha 31 12. 2010 r. coctaBuno 589 581 uen
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Anzopumm e Poccuu

EXxerogHo BbinosiHAeTcA 6onee 25 MnH ckpuHHoBbLIX UPA 6onee 200 Teic UB
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Hacmoma obHapyxeHusi p24

Bcero o6cnepnoBaHo (abc.)

p24 aHTUreH noaTBepPXAeH

(ocTpas BUY nHdekuua)
(abc)

Hona nuy ¢ p24 aHTUreHom (B
%)

TecT ¢ p24 aHTUreHom BbigBngaeT 88% nuu ¢ octpon BUY, KoTopblie He BbISABAAKOTCA

dHTUTEIIbHbIMN TECTAMU

( Pandori MW, Hackett J Jr, Louie B, et al. Assessment of the ability of a fourth-generation immunoassay for
human immunodeficiency virus (HIV) antibody and p24 antigen to detect both acute and recent HIV infections
in a high-risk setting. J Clin Microbiol 2009,;47:2639-2642. )



Hedocmamku cyujecmeyrouje2o
asizopumma

1. AHTHATENBHBIN TECT HE BBISABIISIET OKOJIO 10% ciyuyaeB pannern BUY
MH(EKIUN

2. UMMyHHBIN OJIOT MEHEE YYBCTBUTEIIBHBIM Y€M CKPUHUHIOBBIC TECTHI

3. UIMMyHHBII OJIOT UMEET BHICOKHUM MPOIIEHT COMHUTEIBHBIX PE3YJBTaTOB

4. IlenTpann3oBaHHbIM aaropuT™M crpagact Hu3kon « 9OPEKTHIBHOU
HYYBCTBUTEJIbHOCTBIO»: MHOTHE TTAlIMEHTHI HE Y3HAKO O
pe3ynbTarax CBOMX aHaJIN30B

5. OTcyTCTBYET aHAIMTHYECKas cTaaus moarsepxkacaus BUY 2

6. CTOMMOCTB HE BCEI/Ia aJIcKBaTHA LEISIM TECTUPOBAHUS U SIUICUTYallUA




BAXXHO:

1. ITonoBuHa Bcex cirydaeB 3apaxxkenusa BUY npoucxoqut ot jmi,
HaXOAAIIMXCS HA MMEHHO Ha paHHeu craauu (12 Mec) mHpUIMpOBaHUS
(M.S. Cohen et al., 2005; M.J. Wawer et al., 2005; B.G. Brenner et al.,
2007; R.H. Remien et al., 2009)

2. CooOmienue o nonoxkuresbHoM BUY cTaryce 3HaUMTEIbHO CHUKAET
TaJIbHEMIIINM PUCK pacpOoOCTpaHeHUs HH(DEKIIUU

— [IpropuTeT BEICOKOYYBCTBUTEIBbHBIM NPSIMBbIM TecTaMm (NAAT)

3. B pekoMeHJ0BaHHBIN CPOK Ha IIOBTOPHOE O0CICA0OBAHUE TPUXOISAT
MeHee 16% mpunialmeHHbIX AUEHTOB

— [Ipuoputet skcnpecc- Tectam 1o mecty JieueHus (POC)
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2007 Conference
Summary

2010 HIV Diagnostics Conference

March 24-26, 2010 - Doubletree Hotel Universal Orlando

The third CDC-APHL HIY Diagnostics Conference will take place March 24 through 26,
2010 at the Doubletree Hotel Universal Studios in Orlando, Florida. The purpose of the
conference is to review developments and techniques for the diagnosis, monitoring,
clinical management, and surveillance of HIV infection. Attendees will include
laboratorians, program managers, clinicians and industry representatives, who develop,
provide, perform or evaluate HIV testing services.

Objective

The objectives of the 2010 HIV Diagnostics Conference are to review findings and data
regarding

alternative HIV testing algorithms described in "HIV Testing Algorithms: A Status Reponrt"
new serologic, molecular and point-of-care HIV testing technigques

methods for distinguishing recent from long-term HIV infection

clinical monitaoring, management and surveillance of HIV infection

practices for bridging lahoratory and point-of-care testing strategies including model quality
assurance practices in CLIA-waived testing programs.

0O 0000

Further details on specific topics for scientific sessions are outlined in the "Call for
Ahstracts"”.

Description

Every two years, CDC and APHL convene a forum for leading experts in the field of HIV
testing to review developments and applications of in vifro HIV diagnostics. The April 2009
document "HIY Testing Algorithms: A Status Report” describes proposed testing strategies
for the accurate diagnosis of HIV, incorporating a variety of technologies in addition to the
traditional enzyme immunoassay (EIA)AWestern blotfindirect immunofluorescence assay
confirmatory algorithm that has been the U.S. gold standard since 1989. Newer tests like
nucleic acid amplification, third generation enzyme EIA, and yet-to-be-approved fourth
generation EIAs can significantly shorten the traditional window period for detecting HIV
infection. These assays and alternative testing algorithms may improve diagnostic
accuracy, reduce testing costs, improve HIV-2 detection, and increase oppartunities for
HIV-infected persons to be identified promptly for the institution of appropriate care. The
Status Report identifies key data needs for validation of these alternative diagnostic




HIV Testing Algorithms: A Status Report
2010

http://www.aphl.org/aphlprograms/infectious/hiv/IDocuments/StatusReportFINAL.pdf

1 ~ Single Rapid Test for HIV 1 ~ HIV-1 Only Immunoassay, With
Screening Supplemental NAAT Option

2 ~ Two Rapid Tests Performed in 2 ~ HIV-1/ HIV-2 Immunoassay, With
Sequence on Blood Supplemental NAAT Option

3 ~ Two Rapid Tests Performed in 3 ~ Dual HIV-1/ HIV-2 Immunoassay
Sequence
4 ~ Acute HIV Infection Testing
4 ~ Three Rapid HIV Tests Performed
in Sequence on Blood 5 ~ HIV-2 Testing




Mo>xHO s1u eepumb 3Kcripecc-
mecmam?

Ora-Quick Uni-Gold OpHokpaTHbIn MDA

10% 99% 97% 98%

2% 95% 87% 91%

1% 91% 17% 83%

0,5% 83% 63% 1%

0,1% 90% 25% 33%
CneundunyHoCTb 99,9% 99,7% 99,8%

Branson B, www.cdc.gov/hiv/topics/testing/rapid/index.htm




IJKOHOMUYeCcKasi 3¢hhbeKmuUesHOCMb:
anudemuu

eJlusiHUe xapakmepa

=—$=—CTaHJaPTHbIA aNFrOPUTM
(MOA+UB)

== Mo a1} MLMpPOR aHHbINA

(MDA+UB +p24)

=& 'TeopeTMu.anroputT™
(UDA+p24+Ub)




Calculation of expenses of different
HIV algorithms using

HIV pos  99% Sp 99% Sens test cost

Total testing 100 000 B 3sfronerT
HIV prevalence 20% 20 000 . 0,7 S for ELISA 1

Recently incindence 1,5 S for ELISA 2

: 35S for WB
2,4 S for ELISA p24

1.RT parallel RT 1 RT 2 RT 3 (or ELISA 2) . 7 S for ELISA Specrrum
N tests 100 000 100 000 100 ? B ELiISA: p24Ag+AD detection

Total cost 1 300 000 300 000 300 600 300 S. =-_
] I L]
2. RT serial RT 1 RT2 RT3 (or ELISA 2) R
N tests 100 000 20 800 100 - | 1 ]
Total cost 2 300000 62 400 300 362 700 $ 237 600 $ Save
- / { [ | ]|

3ELISAserial  ELISA1 ELISA?2 WB 24 1N

N tests 100 000 20 800 19 800 200 G

Total cost 3 /70 000 31 200 693 000 480 794680 S -194 380 S Spend

Russia 1% 100 660 1 200 1 060 10
/0 6606 1 800 35 000 24 106 824 $

NEW  4ELISAserial S ELISA 1 ELISA Spectrum ]
N tests 100 000 21 000 B

Total cost 4 70 000 147 000 217000 $ 383 300 S Save




«Anzopumm «0osmKeH pabomamb» 6 sawlux
crieyughuvyeckux ycrioeusix U Osisl peweHus
sallux KOHKpemHbIx 3ada4y» Carol Major, 2004

Lless TecTupOBaHUS
YyBCTBUTENBHOCTDH TECT-CUCTEMBI
Creuu(uIHOCTh TECT-CUCTEMBI

[IporaHocTuyecKoe 3HaYEHUE TTOJI0KUTEIBLHOIO U
OTPULIATEIIFHOTO PE3YJILTATOB

[ IpyHIIUnEI MeTOAMKHY (M1X not match)

[IpeBanneHTHOCTD IIOIYJISALAN
Craaus >xnuaeMun
KnnHudeckas cutyanus
O0BeM npoOd




NEPCIIEKTUBbI ?

MIMMYHOOIOT yCTYIIUT MECTO 00JI€€ YyBCTBUTEILHBIM
1 MEHEE TPYAOEMKAM TECTAM

. O0cnemoBaHre PKCIPECC TECTAMM OYJIET MPOBOIUTCS
y4aCTKOBBIMU T€pareBTaMu

. MoOJIeKyISIpHO-TEHETUYECKAE TEXHOJIOTUA OYIyT
MCIIOJIb30BATHCS HA JTAIC IEPBUYHOIO CKPUHUHTA

. COOTHOIIEHHUE 3aTpaT Ha JUATHOCTUKY U IIOTEPH OT
HEBBISIBIICHHBIX CIIy4aeB OyJIE€T ONPEACIISTh BEKTOP
TEXHOJOTHYECKUX PEIICHUN




