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30 Years of HIV/AIDS:
Leadership and Lessons Lecture
The Evolution of HIV Testing:

Then, Now and Beyond
Friday, June 24, 2011
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“This lecture highlights the pivotal role of testing in HIV prevention and treatment.
Featured speakers include:

S. Michelle Owens, Ph.D.
Diagnostic & Incidence Team Lead
Division of HIVV/AIDS Prevention, CDC

Eliot P. Cowan, Ph.D.,

Chief of the Product Review Branch

Division of Emerging and Transfusion Transmitted Disease, FDA
Bernard Branson, MD

Associate Director of Laboratory Diagnostics

Division of HIVV/AIDS Prevention, CDC

Myron S. Cohen, MD
Associate Vice Chancellor,
University of North Carolina, Chapel Hill”
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S. Michelle Owens, Ph.D.

Diagnostic & Incidence Team Lead

Division of HIVV/AIDS Prevention, CDC
(£ B CDC L& by & 3048 A FAAR 3 A

Eliot P. Cowan, Ph.D.,

Chief of the Product Review Branch

Division of Emerging and Transfusion Transmitted Disease, FDA
Bernard Branson, MD

Associate Director of Laboratory Diagnostics

Division of HIVV/AIDS Prevention, CDC
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Myron S. Cohen, MD
Associate Vice Chancellor,
University of North Carolina, Chapel Hill”
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History of Transfusion Residual Risk
and Window Periods for HIV

Estimated
Technology  Year N ed Blood | of Scraening
Tests
1" gen EIA 1985-1987 1:38,461 to 1:68,000 -65 days
2™ gen EIA . 1987-1992 . 1:153,000t0 1:225,000 ’ 45-56 days
3 gen EIA . 1992-1993 I 1:450,000to 1:660,000 - 22-25 days
p24 Antigen ‘ 1996 ' 1:675,000 ' 16 days
NAT (minipool ) ‘ 2002 I 1:2,000,000 7 11 days
NAT (individual) ' 2002 . 1:3,100,000 . 7 days
R BRASH | mERAER & oHKsaE
— R B IR 1985-1987 | 1:38461 %] 1:68000 X T 65 X
— R BB 1987-1992 | 1:153000 %] 1: :225000 | 45-56 X
= KEgIx 1992-1993 | 1:450000 %] 1:660000 22-25 X
W REgEE (4 p24 4 | 1996 1:675000 16 X
RiE)
AERAR M (% AR A4k | 2002 1:2000000 11 £
)
HER AW (BEARAAS | 2002 1:3100000 7x
A)
AT

BOMERHREERRZALRE S &%#R%%%HRW“+z#ﬁ,
TR AL 65 REFARM, BEER=ZFAANTFTHZ—ESTANTLIZ—, BIK
%ﬁﬁAAzéﬁfAﬁ%o#k%kﬁseﬁw&ﬁim,+,ﬁﬁ+ﬂzf
=ZRE 25 R, AREEISTATHNZ—. WRE 16 REFASTETZ—
¥ —RANBBRANAEA LI A= -t 2 —

AFIL= 55, Thed TRA 28, EBARBEERAFRFILT 5
Z—WBREE, KAPBUFEENEZA A E 2 IR IEE— b7 b B G Fo gk
GAEET R, 12 A 96 FUORBHARURL 02 FHBRHAKRG KA, ~t+7
HZ—HEZILE T HZ— 0 RAERILR S BUTFE S KA LEBUR A8 F
KA EFHAELHIRRT R0 E o, X TENE X R BN TEH 2
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Perspective:

Residual risk of HIV infection by transfusion
when donor tested by individual NAT

AT, Bdo e LEAT AT, BAXEMAZA WA LGRS, FRk
F IR B H LN AHEE ALK, AERAEBRER T RGO MOHFRALT,
FHEIEO T AG L RFHAERE —NIAT TREFE. KEHLT LR
BBERZ
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Effectiveness of Donor Screening:
Closing the Window Period of HIV Infection

—~=~HIV RNA (plasma)

/ O\ HIV Antibody
/ ,'"\\Hlv p24 Ag
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/[ '
o "0 10 l » -0 ] k2l L] I ro »0 .0 100
From: M. Busch J* gen 2° gen 1" gen
ElA El1A ElA
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F—RHESH: HIVREE S 7 Xt~ 4 B R 953460 H 6% & RNA B e
MR, BT REBTERE TH, AW+ Rk 3 —A42 2 69 K-F,

XM ESA: HIVEEEF 14 X K30 A8 p24 503 34 8| 7T 40 K-F, 30
RETX BTN, KRBT, A2wW+ARAER,

FZH5WMEM: HIVELE F 21 X KIRp A FAREL S| TN K-FE, £ 35
AL B TNE, REEAN RFEYTHER (RETHRELZR A HEIFIETR, AK
RAREZR RN, REAASEIL) , £ 42 RTHFS Lk,

B AR H kbR =K 22K —K: F45K; —K: $ 65 K,

4, &AM 5% 5 & & (westblot) AR &4 % 0 B b ik

Sequence of Test Positivity Relative to WB
HIV Diagnostic Ass: ys Apploved by FDA

SCToCOoOnvericnr spoecimens - Posimive Cumulatuve

Frequenc?

I ! mi i Fin lilal

5% 77 £ EA AN AL

1. Beik M) 4w 8 35 OraQuick, £ 4% UniGold #9 % o 28 R b & 77 & & A4 M3 F —
EINSPS

2. ZARFUARM KT F 15 K
3. W ARFUARIR MK T F- 20 R
4. RNA # B8 MK 7T F 25 R

B dm e — AN AAE B v AR GUAR SR 3K A Tt At & & B & 7 & 5 R A E
Wik, FTHERE20RETRAIEAMEME, 20 RZAWEETRLSZBMA.
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4™ Generation Combo Ag/Ab Assay

- Detects p24
antigen and HIV
antibody

- Random access

- Time to result:
29 minutes

Abbott Architect - FDA-approved June 2010

AN A F AR AL, B R AT AR B 18] — A% Ay AN,
6. B F &M 54

Ry 280 (acute infection) HmF K= L4, AKRANTERYS T4 X B0
JR BRI T F B AP AR I T R TR B A

ENERARIAEG, BRNRE D THBIAN, nmndA8d0), LT
TR EGATH . BBt R AT R4, MBI 7T Ak A

FHELCRE AmFw BT TERIGRK, LI AN R &L B A 2R,
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ERERRIGTORN, AKAEF T R A AR & QIR AN,
PO Z K2 7 £, HARAE 21 RAFK 2] T A0 K-F,

WP 520K, RAERKEEELN, WHBALEEOELH)ELRZR. KEEMA,
ERBERLEEREMN 20 RN FLALE—IS EIREITH, BHIERRARSR
BT R & Ko

HIV & —# T E, THZARETFAGYKLE, RETHHBGER, S5
o HA 69 TN TR AR 95 1Rk KAE B B3 B IR S AR R S 69 A E B R AR A9 S T AN T 47 B
HRAGLER, FIALRESE T TR RELRAFNAN L. R,
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