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Disclaimers 



Background 

• 2003: Public Health – Seattle & King County starts 
pooled NAAT program targeted to MSM 
 

• 2005: first misclassified case of “acute infection” 
 OraQuick (fingerstick): non-reactive  
 HIV RNA:   > 1,000,000 copies 
  Vironostika:    reactive 
  Western Blot:   p24, p51, gp160 
 
• Pooling algorithm changed: 
 
        OraQuick (OF or FS)   →   EIA   →   pooled NAAT 



Background 

PHSKC Pooled HIV NAAT Program 



Rapid test comparison study: 

1. To compare ability of point-of-care HIV tests to 
detect early HIV infection in real time. 

2. To evaluate preferences of HIV-negative MSM for 
different HIV tests and specimen collection 
methods. 

 



Methods 

Eligibility 

HIV Neg MSM or Transgender 

 Read & Speak English 

 Not Tested in Last 3 Months 

   Seeking HIV Testing 



Methods: other key points 



Methods 

OraQuick  

Oral Fluids & Fingerstick 
UniGold 

Determine™* 

Ab + Ag Combo 

* Not Available for sale in the US 



 ELISA & RNA 

EIA       PHSKC: 3rd gen Genetic Systems HIV-1/HIV-2 Plus O EIA 
         PIC: 4th gen  Abbott ARCHITECT HIV Ag/Ab Combo assay 

NAAT   PHSKC: 27-specimen master pools (3x3x3 matrix) 
         Abbott RealTime HIV-1 RNA assay 



Methods 

Rapid 
Tests 

• Testing Information 
Provided 

Survey 

• Method Preference 

• Test Trust 

• ONE Test 

• Consent 

• Counseling 

Rapid 
Test 

Results 



Time 

Window Period 

Specimen 

Collection 



Results: 

Feb 2010 - Nov 2012,  n=2144 MSM 



Discordant rapid test results 



Discordant rapid test results 



HIV Testing:  

Trust VS. Specimen Collection Method 
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Specimen Collection Method  

OQ_OralFluids
OQ_FingerStick
UNIGOLD
DETERMINE*
ELISA
RNA
OQ_OF

= STD Clinic 

(n=267) 

= Gay City  

(n=223) 

* Not Available for sale in the US O’Neal, JAIDS, 2012 



If you could get only one HIV test 

today, which test would you get? 

O’Neal, JAIDS, 2012 

OQ Oral Fluids 

OQ Finger Stick 

DETERMINE™* 

UNIGOLD 

ELISA 

RNA 

* Not Available for sale in the US 

n=120 



Summary 

• MSM prefer less invasive specimen collection methods 

 

• MSM trust lab based testing more than rapid HIV testing 

 

• RNA testing was the most preferred single test 

 

Discussion 

• Important to provide the most preferred types of testing 

• Consider integrating RNA testing into rapid testing programs 

• Once FDA approved, 4th generation rapid testing may 

become a more preferable testing option 



Limitations 
• Testing information provided throughout testing session 

varied by location/counselor 

• Survey conducted after testing 

• Not all study participants surveyed (HIV+, time restrictions) 

• Findings may not be generalizable to populations with: 

lower HIV prevalence and incidence 

less frequent HIV testing 

• Tests are not independently read and may overestimate 

sensitivity.  (If one test is +, then others closely examined) 

 



Conclusions 
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Questions? 


