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HHIIVV  SSccrreeeenniinngg  aanndd  TTeessttiinngg  
 

INTRODUCTION 
It is estimated that 1 to 1.2 million people are living with 
HIV/AIDS in the United States.  As many as 25% of 
these people, or approximately 300,000, are unaware 
they have HIV infection.  It is important to identify these 
individuals because they may be unknowingly 
transmitting HIV.  Studies have shown that once 
individuals learn about their HIV infection, they 
substantially reduce their high-risk sexual behaviors.  
The transmission rate among those who do not know 
they are infected is 3.5 times higher than for people 
who know about their HIV infection. 
 
There are at least 56,300 new infections every year in 
the U.S., and this number has not changed for the last 
10 years. Many of these individuals have advanced 
disease at the time of their first positive HIV test. It is 
estimated that 50% of patients develop AIDS within one 
year of first testing positive for HIV.  Early recognition of 
HIV infection is important because antiretroviral therapy 
has been shown to improve morbidity and mortality. 
 
Traditionally, screening for HIV has been targeted to 
high-risk individuals and required separate, written 
consent (“opt-in” testing), along with pre- and post-test 
counseling, by trained personnel.  In the 1990’s, an 
“opt-out” approach was adopted for pregnant women, 
meaning HIV tests were performed as a routine 
component of prenatal care and did not require 
separate written consent or extensive pre-test 
counseling.  Subsequently, rates of screening increased 
and neonatal infections declined substantially.  Based 
on the success of opt-out HIV testing of pregnant 
women, and the need to decrease the number of new 
infections per year in the U.S., in September 2006 the 
Centers for Disease Control and Prevention (CDC) 
recommended routine HIV screening for all 
individuals between the ages of 13-64 years, in all 
health care settings, on an opt-out basis. 
 
 

SUMMARY OF CDC RECOMMENDATIONS 
CDC recommends that opt-out HIV screening be a part 
of routine clinical care in all health care settings, while 
also preserving the patient's option to decline HIV 
testing and ensuring a provider-patient relationship 
conducive to optimal care. 

Initial Screening for HIV Infection  
In all health care settings, screening for HIV infection 
should be performed routinely for: 

 All patients aged 13-64 years. Health care 
providers should initiate screening for HIV unless 
prevalence of undiagnosed HIV infection in their 
patients has been documented to be <0.1%(<1 per 
1,000 patients). In the absence of existing data for 
HIV prevalence, health care providers should 
initiate voluntary HIV screening until they establish 
that the diagnostic yield is <0.1%, at which point 
such screening is no longer warranted.  

 All patients initiating treatment for tuberculosis 
(TB). 

 All patients seeking treatment for sexually 
transmitted diseases (STDs), including all patients 
attending STD clinics.  An HIV test should be done 
during each visit for a new complaint, regardless of 
whether the patient is known or suspected of having 
specific risk factors. 

 All pregnant women. 

Repeat Screening  
Health care providers should perform repeat screening 
for: 

 All persons likely to be at high risk for HIV. High 
risk individuals should be tested annually and  
include injection drug users and their sex partners, 
persons who exchange sex for money or drugs, sex 
partners of HIV-infected persons, and men having 
sex with men (MSM) or heterosexual persons who 
themselves or whose sex partners have had more 
than one sex partner since their most recent HIV 
test.  

 Any patient and their prospective sex partner 
before initiating a new relationship.  

 A high risk pregnant patient who is in the third 
trimester.  

 Any person whose blood or potentially infectious 
body fluid is the source of an occupational 
exposure to a health care provider. 

Consent and Pretest Information  
Consent for HIV screening should be incorporated into 
the patient's general informed consent for medical care 
on the same basis as are other screening or diagnostic 
tests.  A separate consent form for HIV testing is NOT 
recommended.



HIV screening should be voluntary and undertaken only 
with the patient's knowledge and understanding that an 
HIV test is planned.  Before the test is performed, 
information explaining HIV infection and the meaning of 
a positive and negative test should be provided either 
orally or in writing in a language the patient can 
understand. Patients should be offered an opportunity 
to ask questions and decline testing.  If a patient 
declines an HIV test, this decision should be 
documented in the medical record.  

 
TYPES OF HIV DIAGNOSTIC TESTS 
There are two types of testing required: a screening test 
and a confirmatory test. 

Screening Tests: Conventional and Rapid 

Conventional Tests 

ELISA antibody test: looks for antibodies to HIV in the 
patient’s blood.  A patient’s serum is placed in contact 
with particles of HIV in the presence of an indicating 
substance.  If there are any HIV antibodies in the 
serum, they will bind to the HIV particles and cause the 
serum to change color.  If the ELISA test is positive, 
the laboratory automatically will perform a 
confirmatory test.  This test is considered the standard 
test for diagnosing infection with HIV. 
 
Rapid Tests 

Rapid tests are similar to the standard ELISA test in 
that they look for antibodies to HIV in the patient’s 
blood.  They are called “rapid” because the results are 
available within an hour or less.   If a rapid test is 
positive, it MUST be followed up with a confirmatory 
test. 

The six FDA-approved rapid HIV antibody screening 
tests currently on the market are listed below: 

All of the tests listed in the table detect HIV-1; all tests 
detect HIV-2 except Uni-Gold and Reveal G-3. The 
sensitivity and specificity for these tests is in the range 
of 98.4-100%. 

 
Confirmatory Tests 
Western blot (WB):  This is the most widely used 
confirmatory test.  It uses an electrophoretic technique 
that separates out specific HIV particles, or antigens.  
Rarely, the WB will be indeterminate if the patient was 
recently (i.e. within the last 3 months) exposed to HIV. 

Immunofluorescence antibody (IFA):  Infected HIV cells 
are fixed to a microscope slide.  Serum with HIV 
antibodies is added and allowed to react with the HIV.  
A fluorescent label will light up the slide if positive for 
HIV. 

 
Conventional Versus Rapid Testing 
Conventional HIV tests utilize the ELISA and WB or IFA 
to confirm a diagnosis of HIV infection.  These tests can 
take up to a week to complete, and many patients do 
not return to obtain the results.  Studies have shown 
that from 12-31% do not return to receive their results.  
 
With rapid HIV testing, patients can receive their results 
during the same visit. Preliminary studies have shown a 
higher return for their confirmatory test results when 
they get an initial positive rapid test result.   

 
How Should Rapid HIV Test Results Be 
Interpreted? 
A positive HIV rapid test usually means the patient most 
likely is HIV positive.  The positive predictive value of a 
single positive HIV rapid test, defined as the likelihood 
that a positive test means a person truly does have the 
disease, depends on the specificity of the test and the 
HIV prevalence in the community.  In other words, if the 
rapid HIV test result is positive, the likelihood that a 
patient is truly infected with HIV depends on how 
common HIV is in the community.  In a population with 
a high HIV prevalence, a positive rapid test result is 
likely to be a true positive, but in a population with a low 
HIV prevalence, that result may be a false positive. 
Therefore any positive rapid test MUST be followed with 
a confirmatory test. 

 
The negative predictive value of a negative rapid test, 
defined as the likelihood that a negative test means a 
person truly does not have the disease, is close to 
100%.  This means that a patient who receives a 
negative rapid HIV test result is almost assuredly 
not infected, barring recent exposures (risky sexual 
contact or needle-sharing with an infected person within 
3 months).  A patient with a history of recent HIV risk 
behaviors or possible exposures should have a repeat 

Test Name & Manufacturer Specimen(s) 
to be tested 

CLIA-waived 
specimens 

Time to 
complete

OraQuick ADVANCE HIV 1/2 
OraSure Technologies, Inc. 

www.orasure.com 

Whole blood, 
saliva, 

serum/plasma 

Whole blood 
and saliva 

25-30 
minutes 

Reveal G-3 HIV-1 
MedMira, Inc. 

www.medmira.com 
Serum/plasma None 

30-60 
minutes 

Uni-Gold Recombigen 
Trinity Biotech 

www.unigoldhiv.com 

Whole blood, 
serum/plasma 

Whole blood
10-15 

minutes 

MultiSpot HIV1/HIV2 
BioRad Laboratories 

www.biorad.com 
Serum/plasma None 

10-15 
minutes 

Clearview 1/2 Stat-Pak and 
Clearview Complete HIV 1/2 

Inverness Medical 
Professional Diagnostics 

www.invernessmedicalpd.com 

Whole blood, 
serum/plasma 

Whole blood, 
serum, 
plasma 

20 
minutes 
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FDA-Approved Rapid HIV Tests 

http://www.orasure.com/
http://www.medmira.com/
http://www.unigoldhiv.com/
http://www.biorad.com/
http://www.invernessmedicalpd.com/


rapid HIV test because it may take up to 3-6 months for 
HIV antibodies to be detectable after infection with HIV.  
Testing during this “window period” (see diagram, 
below) may result in a false negative test or 
indeterminate test result.  
 
 
 
 
 
 
 
 
 
DIAGNOSIS OF AN HIV POSITIVE 
INDIVIDUAL 
A positive ELISA or a positive rapid HIV antibody test 
followed by a positive confirmatory test means the 
patient has HIV. 

LEGAL ISSUES 
While the CDC has recommended universal testing for 
all persons aged 13-64, laws regarding HIV testing 
continue to vary from state to state.  Therefore, health 
care providers need to familiarize themselves with the 
current laws of their state and stay abreast of any 
changes which are likely to come about because of the 
new recommendations.  Areas where state laws may 
differ include verbal versus written consent, opt-out 
testing, and pre-test  and post-test counseling.  The 
National HIV/AIDS Clinicians’ Consultation Center 
(NCCC) provides a national State HIV Testing Laws 
Compendium, describing key HIV testing laws and 
policies for each state, online at:  

Window Period 

Antibodies Detected 

Infection 
(Today) 

Virus in Blood 

http://www.ucsf.edu/hivcntr/StateLaws/Index.html 
 
HIV Testing In California 
In California, the laws around written consent for HIV 
testing have changed to support routine testing.  The 
HIV/AIDS Testing Bill, Assembly Bill 682, took effect 
January 2008.  This legislation essentially supports the 
CDC recommendations in making HIV screening a 
routine part of medical care.  Specifically, it repeals the 
need for written informed consent to perform HIV 
testing.  It also states that a patient has the right to 
decline the test and if he/she does so, it should be 
noted in the medical chart.  There are still provisions in 
the law for maintaining and safeguarding patient 
confidentiality.  Anonymous testing is also still 
available in California.   

What Patients Should Be Told 

For all tests: 
 Knowing you have HIV infection can improve your 

prognosis with treatment. 

 Knowing you have HIV infection can help you 
take precautions from passing HIV to others.  

 Refusing an HIV test will not affect the care you 
receive.  

 
 Test results are kept confidential.  However, in 

certain states (including California), if a 
confirmatory test is positive, the law requires that 
the results be reported to the health department.  

 A negative test means you do not have HIV 
infection; however the test may not show recent 
infection within the past 3 months.   

DEFINITIONS 
CLIA-waived: simple laboratory examinations and 
procedures that are cleared by the Food and Drug 
Administration (FDA) for use outside of an approved 
laboratory.  
 

 A negative test in patients recently exposed to 
HIV should prompt repeat screening in 3-6 
months.  

 If the test is positive, there are medications that 
help people live long, health lives. 

For rapid tests: 
 Results from rapid HIV tests are available at the 

same visit, usually in less than 1 hour.  

 Results are very accurate – as accurate as the 
standard HIV test. 

 If the rapid test is positive, a confirmatory test  is 
always done to be sure the rapid test was 
accurate.  It is important that you come back for 
the results of the confirmatory test.  If the 
confirmatory test is negative, you do not have HIV 
infection unless you were recently exposed (i.e. 
within the past 3 months). 

Diagnostic testing:  performing an HIV diagnostic test 
based on the presence of clinical signs or symptoms. 
 
Health care settings: hospital emergency departments 
(EDs), urgent-care clinics, inpatient services, STD 
clinics or other venues offering clinical STD services, 
tuberculosis (TB) clinics, substance abuse treatment 
clinics, other public health clinics, community clinics, 
correctional health-care facilities, and primary care 
settings. 
 
HIV prevention counseling:  an interactive process to 
assess risk, recognize risky behaviors, and develop a 
plan to take steps that will reduce risks for acquiring (or 
transmitting) HIV infection. 
 
Indeterminate test results:  the Western Blot test is 
unclear and requires repeat testing with a new blood 
sample, usually several weeks later.  This may occur if 
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3-6 weeks (most people) 
W/in 3 months = >99% of 
people infected 
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the person is tested during the window period; has an 
auto-immune disorder; or has had multiple pregnancies. 
 
Informed consent:  a process of communication 
between patient and provider, through which the patient 
participates in choosing whether or not to undergo HIV 
testing.  Typically, it includes providing oral or written 
information about HIV, the risks and benefits of testing, 
the implications of HIV test results, how test results will 
be communicated, and the opportunity to ask questions. 
 
Negative predictive value:  the likelihood that a negative 
test means a person truly does not have the disease 
being tested 
 
Opt-in screening:  performing an HIV diagnostic test on 
patients only after risk is assessed, patient provides 
explicit consent (usually written), and pre- and post-test 
counseling is administered  
 
Opt-out screening:  performing an HIV diagnostic test 
after notifying the patient that the test will be done. An 
additional process for written consent or pre-test 
counseling is not required beyond what is usually 
performed for routine medical tests.  
 
Positive predictive value: the likelihood that a positive 
test means a person truly does have the disease being 
tested 
 
Prevalence:  the proportion of individuals in a 
population having a disease. 
 
Routine screening:  performing an HIV diagnostic test 
for all persons in a defined population  
 
Sensitivity:  the proportion of persons with the disease 
who are correctly identified by a screening test. 
 
Specificity:  the proportion of persons without a disease 
who are correctly identified by a test. 
 
Targeted testing:  performing an HIV diagnostic test on 
persons at higher risk, defined on the basis of 
behavioral, clinical, or demographic characteristics.  
Targeting testing has been the main strategy for HIV 
testing until now.   
 
Window period:  the time it takes for a person to be HIV 
antibody positive after having been exposed to the 
virus.  This usually occurs within 3 months of exposure.  
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References and Resources 
Reference: 

Centers for Disease Control and Prevention. Revised 
Recommendations for HIV Testing of Adults, 
Adolescents, and Pregnant Women in Health-Care 
Settings. MMWR 2006;55 (No. RR-14):1-17. Available 
online at: 
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5514a1.htm  
 
HIV Testing Information and Resources: 

AETC National Resource Center 
http://www.aids-etc.org/  
Clinician training and reference materials developed 
by the AETC network 

AIDSinfo 
http://aidsinfo.nih.gov 
Current, federally approved guidelines; health 
information for patients; resources for clinicians 

AIDS InfoNet 
http://www.aidsinfonet.org/  
HIV/AIDS testing and treatment information provided 
in the form of single-topic fact sheets 

CDC HIV Testing Topics 
http://www.cdc.gov/hiv/topics/testing/index.htm  
HIV testing information, fact sheets, tools and 
resources for health care providers 

CDC National HIV Testing Resources 
http://www.hivtest.org/  
Where to find testing sites, frequently asked questions, 
and basic HIV/AIDS information 

HIV Rapid Testing in Labor & Delivery Resources 
& References Manual 
http://www.sfaetc.ucsf.edu/RTLD/RTLDManual/index.html  
Sample policies, procedures and protocols 

HIV Testing in Emergency Departments:  
A Practical Guide 
http://edhivtestguide.org/  
Practical guide developed by Health Research and 
Educational Trust (HRET) 

State HIV Testing Laws Compendium 
http://www.ucsf.edu/hivcntr/StateLaws/Index.html  
Key HIV testing laws and policies listed by state 

 

National HIV Telephone Consultation Service 
(Warmline):  1-800-933-3413 

 

National Clinicians' Post-Exposure Prophylaxis Hotline 
(PEPline):  1-888-HIV-4911 

 

Perinatal HIV Hotline: 
1-888-448-8765 

http://www.nccc.ucsf.edu  

Contact your local Pacific AIDS 
Education and Training Center: 

http://familymedicine.medschool.
ucsf.edu/paetc/  

http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5514a1.htm
http://www.aids-etc.org/
http://aidsinfo.nih.gov/
http://www.aidsinfonet.org/
http://www.cdc.gov/hiv/topics/testing/index.htm
http://www.hivtest.org/
http://www.sfaetc.ucsf.edu/RTLD/RTLDManual/index.html
http://edhivtestguide.org/
http://www.ucsf.edu/hivcntr/StateLaws/Index.html
http://www.nccc.ucsf.edu/


CLIA-Waived HIV Rapid Tests1 
 
Test Price 

per 
device 

Sample CLIA Sensitivity Specificity Result 
Time/Window 
Period to 
Read Results 

Shelf 
Life 

$17.50 Oral fluid Waived 99.3% 99.8% Results: 20 
mins (must 
insert sample 
within 30 
mins) 
Window: 20-
40 mins 

6 
months 

OraQuick 
Advance 
HIV- 1/2 
(OraSure 
Technologies) 

$15.75 Whole blood 
(fingerstick or 
venipuncture) 

Waived 99.6% 100% Results: 20 
mins 
Window: 20-
40 mins 

6 
months 

Pros Longest window period for reading results. Internal control verifies addition of sample. 
Whole blood test has highest specificity of CLIA-waived rapid tests. 

Cons Shortest shelf life. Longest processing time. Oral fluid test has higher false positive rate if 
over sample. 

 
Uni-Gold 
Recombigen 
HIV (Trinity 
Biotech) 

$15.75 Whole blood 
(fingerstick or 
venipuncture) 

Waived 100% 99.7% Results: 10 
mins 
Window: 10-
12 mins 

12 
months 

Pros Most sensitive test; picks up HIV earliest after infection of all rapid tests. Shortest 
processing time. 

Cons Internal control does not verify addition of sample. Shortest window period. 
 
Clearview 
HIV 1/2 
STAT-PAK 
(Inverness) 

$17.50 Whole Blood 
(finger stick 
or 
venipuncture) 

Waived 99.7% 99.9% Results: 15 
mins 
Window: 15-
20 mins 

24 
months 

Pros Longest shelf life. Relatively short processing time. 
Cons Relatively high price per unit. 
 
Clearview 
COMPLETE 
HIV 1/2 
(Inverness) 

$18.50 Whole Blood 
(finger stick 
or 
venipuncture) 

Waived 99.7% 99.9% Results: 15 
mins  
Window: 15-
20 mins 

24 
months 

Pros Long shelf life. Relatively short processing time. 
Cons Relatively high price per unit. 
 
 
                                                 
1 Created by C. Parkins, East Bay AIDS Education Center. January 8, 2009. Based on CDC. “FDA-Approved Rapid HIV 
Antibody Screening Tests—Purchasing Details.” February 4. 2008; CDC. “FDA-Approved Rapid HIV Antibody Screening 
Tests.” February 4. 2008; Pacific AIDS Education and Training Center, “FDA-Approved Rapid HIV-Antibody Tests.” January 
2007. 
 



Price 
Per 

Device*

External 
Controls

# of 
Tests 
per 

Case

Catalog numbers Storage 
Temperature

Operating 
Temperature

Shelf life 
of Test** Shelf Life of 

Control**

Total 
Time 

Required 
to 

Conduct 
Test***

<5 minutes
(<10 min. 

for plasma)

+ 20 min 
wait time

<5 minutes

+ 10 min 
wait time

No add. 
wait time

3-5 
minutes

12 months

21 days (after 
opening)

12 months

1 month (after 
opening)

12 months

7 days (after 
reconstituting)

Window 
Period for 
Reading 

Results****

15-37°C 20-40 min

10-12 min

Result must 
be read 

immediately

15-27°C

Sold 
Separately 

($25)

15-27°C

6 months

12 months

12 months

Sold 
Separately
($26.25)

Included

25 or 
100

$17.50

20 

20 or 
60

$15.75

$8.00▪

2-27°C 
(tests)

2-8°C
(controls)

#1001-0079 (25 tests)
#1001-0078 (100 tests)
#1001-0077 (controls)

#1206506 (tests) 
#1206530 (controls)

2-27 °C
(tests)

2-8 °C 
(controls)

B1057-6 (20 test kits)
B1057-7 (60 test kits)

2-30°C
(tests)

2-8°C 
(controls)

$14.00

OraQuick 
ADVANCE 

Rapid HIV-1/2 
Antibody Test
www.orasure.com

Uni-Gold 
Recombigen 

HIV
www.unigoldhiv.com

Reveal G-3 
Rapid HIV-1 

Antibody Test
www.reveal-hiv.com

0

▪“Public health” price for public health  programs that are recipients of CDC  funds for expanded HIV testing
*Actual price may vary by purchasing agreements with manufacturers
** From date of manufacture, unless otherwise noted 
***First time listed is estimated time required to set up test. The second time is the required wait time before reading results.  Times listed exclude time 
needed to draw/obtain sample
****As measured from last step of testing process
Note: Trade names are for identification purposes only and do not imply endorsement. This information was compiled from package inserts and direct calls to 
manufacturers. .

FDA-Approved Rapid HIV Antibody Screening Tests – Purchasing Details
February 4, 20 8

Prepared by: Kali Stanger & Frances Margolin at HRET; Bernard Branson, Jill Clark, and Margaret Lampe at CDC



Price 
Per 

Device*

External 
Controls

# of 
Tests 
per 

Case

Catalog numbers Storage 
Temperature

Operating 
Temperature

Shelf life 
of Test** Shelf Life of 

Control**

Total 
Time 

Required 
to 

Conduct 
Test***

10-15 
minutes

No add. 
wait time

< 5 
minutes

Clearview
HIV 1/2

STAT-PAK
www.invernessmedi

calpd.com

$17.50

$8.00▪

Sold 
Separately
($50/set)

20 per 
kit

92110 (tests)    
92112(controls)

8-30°C or
46-86°F

18-30°C or
64-86°F

24 months 24 months

+ 15 min
wait time

+ 15 min 
wait time

15-20 minutes

< 5 
minutes

Clearview
COMPLETE HIV 

1/2
www.invernessmedi

calpd.com

$18.50

$9.00▪

Sold 
Separately
($50/set)

25 per 
kit

92111 (tests)
92112 (controls)

8-30°C or
46-86°F

18-30°C or
64-86°F

24 months 24 months 15-20 minutes

12 months

Window 
Period for 

Result 
Validity****

20-30°CIncluded Can be read 
immediately 

or anytime up 
to 24 hours

$25.00 12 months  
(@ 2-8 °C)

3 months   
(@ 20-30 

°C)

50 2-8 °C 
Or 

20-30 °C
(tests and 
controls)

#72269 (test kits)MultiSpot
HIV-1/HIV-2 
Rapid Test

www.biorad.com

0

FDA-Approved Rapid HIV Antibody Screening Tests – Purchasing Details
February 4, 20 8

Prepared by Jeanette Lyons & Frances Margolin at HRET: Margaret Lampe, Jill Clark, and Bernard Branson at CDC.

▪“Public health” price for public health  programs that are recipients of CDC  funds for expanded HIV testing
*Actual price may vary by purchasing agreements with manufacturers
** From date of manufacture, unless otherwise noted 
***First time listed is estimated time required to set up test. The second time is the required wait time before reading results.  Times listed exclude time 
needed to draw/obtain sample
****As measured from last step of testing process
Note: Trade names are for identification purposes only and do not imply endorsement. This information was compiled from package inserts and direct calls to 
manufacturers. .



FDA 
Approval
Received

Specimen 
Type

CLIA 
Category*

Sensitivity**
(95% CI)

Specificity**
(95% CI)

Manufacturer

Approved 
for 

HIV-2
Detection?

List 
Price 
Per

Device^

Oral fluid

Whole Blood 
(finger stick or 
venipuncture)

Waived
99.6%

(98.5-99.9)
100%

(99.7-100)

Plasma Moderate 
Complexity

99.6%
(98.9-99.8)

99.9%
(99.6-99.9)

Serum & 
Plasma

Moderate 
Complexity

100%
(99.5-100)

99.8%
(99.3-100)

Plasma Moderate 
Complexity

99.8%
(99.0-100)

98.6%
(98.4-98.8)

Nov 2002

Dec 2003

Apr 2003

Whole blood 
(fingerstick or 
venipuncture)

$17.50Yes

Serum

No $15.75

$8.00▪

No $14.00

External 
Controls

Waived
99.3%

(98.4-99.7)     
99.8%

(99.6-99.9)

OraSure Technologies, 
Inc.

www.orasure.com

Sold 
Separately 
($25 each)

Sold 
Separately 

($26.25 
each)

Included

Waived
100%

(99.5-100)
99.7%

(99.0-100)

Trinity Biotech
www.unigoldhiv.com

Moderate 
Complexity

99.8%
(99.2-100)

99.1%
(98.8-99.4)

MedMira, Inc.
www.medmira.com

Reveal G-3 
Rapid HIV-1 

Antibody Test

Uni-Gold 
Recombigen 

HIV

OraQuick 
ADVANCE 

Rapid HIV-1/2 
Antibody Test

t
m

▪“Public health” price for public health  programs that are recipients of CDC  funds for expanded HIV testing
* Clinical Laboratory Improvement Amendments: CLIA regulations identify three categories of tests: waived, moderate complexity, or high complexity
** Sensitivity is the probability hat the test result will be reactive if the specimen is a true positive; specificity if the probability that the test result will be 
nonreactive if the specimen is a true negative.  Data are from the FDA sum ary basis of approval, for HIV-1 only. For HIV-2 information, see package inserts.
^ Actual price may vary by purchasing agreements with manufacturers
Note: Trade names are for identification purposes only and do not imply endorsement. This information was compiled from package inserts and direct calls to 
manufacturers.

FDA-Approved Rapid HIV Antibody Screening Tests
February 4, 2008

Prepared by Kali Stanger & Frances Margolin at HRET; Margaret Lampe, Jill Clark, and Bernard Branson at CDC.



FDA 
Approval
Received

Specimen 
Type

CLIA 
Category*

Sensitivity**
(95% CI)

Specificity**
(95% CI)

Manufacturer

Approved 
for 

HIV-2
Detection?

List 
Price 
Per

Device^

Serum Moderate 
Complexity

100%
(99.94-100)

99.93%
(99.79-100)

BioRad Laboratories
www.biorad.com

Yes –
differentiates 
HIV-1 from 

HIV-2

$25.00 IncludedMultiSpot
HIV-1/HIV-2 
Rapid Test

Nov 2004

Plasma Moderate 
Complexity

100%
(99.94-100)

99.91%
(99.77-100)

Whole Blood 
(finger stick or 
venipuncture)

Waived
99.7%

(98.9-100)     
99.9%

(99.6-100)

Inverness Medical 
Professional 
Diagnostics

www.invernessmedical
pd.com

Yes $17.50

$8.00▪

Sold 
Separately
($50/set)

Clearview HIV 
1/2 STAT-PAK

May 2006

Serum & 
Plasma Non-waived

99.7%
(98.9-100)

99.9%
(99.6-100)

May 2006

Serum & 
Plasma Non-waived

99.7%
(98.9-100)

99.9%
(99.6-100)

Yes $18.50

$9.00▪

Whole Blood 
(finger stick or 
venipuncture)

External 
Controls

Waived
99.7%

(98.9-100)
99.90%

(99.6-100)

Inverness Medical 
Professional 
Diagnostics

www.invernessmedical
pd.com

Sold 
Separately
($50/set)

Clearview
COMPLETE 

HIV 1/2

t
m

FDA-Approved Rapid HIV Antibody Screening Tests
February 4, 2008

Prepared by Jeanette Lyons & Frances Margolin at HRET; Margaret Lampe, Jill Clark, and Bernard Branson at CDC.

▪“Public health” price for public health  programs that are recipients of CDC  funds for expanded HIV testing
* Clinical Laboratory Improvement Amendments: CLIA regulations identify three categories of tests: waived, moderate complexity, or high complexity
** Sensitivity is the probability hat the test result will be reactive if the specimen is a true positive; specificity if the probability that the test result will be 
nonreactive if the specimen is a true negative.  Data are from the FDA sum ary basis of approval, for HIV-1 only. For HIV-2 information, see package inserts.
^ Actual price may vary by purchasing agreements with manufacturers
Note: Trade names are for identification purposes only and do not imply endorsement. This information was compiled from package inserts and direct calls to 
manufacturers.



 

Approaches to Normalizing HIV Testing 
 
 
Make It Routine By Building It In 

• Normalizing HIV means that HIV services have to be viewed as routine by patients and 
staff 

• Make it standard to provide HIV education at all patient visits 
• Include an HIV testing message on all clinic forms – for both patients and staff 
• Offer an HIV test to every new patient 

 
 
Make It Easy For Patients To Be Tested 

• If you routinely draw blood for other purposes at patient visits, ask the patient if they also 
want to be tested for HIV 

• Couple it with other services that you provide when a patient has had risky, unprotected 
sex -- an STD test, STD treatment, an emergency contraception visit or a pregnancy test, 
for example.  

• Consider implementing rapid HIV testing, since many clients find it more acceptable than 
waiting for a result from a conventional test 

• Keep some rapid test slots open for patients who only want an HIV test 
• Consider having walk-in HIV testing hours.  

 
 
Remind Patients About Testing 

• Bombard them with Native specific written reminders about HIV  –  hang posters in 
exam rooms, bathrooms, waiting rooms and have pamphlets handy within easy reach.   

• Remind patients that counseling messages are not just for them, but for their partners, 
too.   

• Because a negative HIV test result very early in pregnancy may not mean a woman is 
definitely negative, remind pregnant women to get an HIV test later in their pregnancy, to 
allow for the possibility of seroconversion.  

• Teens are often more concerned about chlamydia and gonorrhea infection than HIV, so 
remind them that the same practices that expose them to these STDs also can expose 
them to HIV.   

 
 
 
 
 
 
 
 
 
 
 



 

Bring Staff Up To Speed 
• Address stigma by ensuring that staff is trained in HIV 101, understand treatment 

availability and that HIV/AIDS is a chronic disease with effective medical management, 
like diabetes. 

• Make sure staff at every level know why HIV testing is important 
• Ensure that all are staff in the same place in their HIV knowledge by providing regular 

update trainings 
• Be sure staff are comfortable talking with patients about HIV  
• Give clerks and front desk staff a resource guide about HIV 
• Increase your clinic’s flexibility to offer HIV services by cross-training all direct service 

staff to provide these services.  
• Staff time is always at a premium, so make sure staff  know how to counsel patients 

about preventing STDs, HIV and unwanted pregnancy in one seamless, time-efficient 
counseling session.  

• When possible, try to have clients consistently work with the same staff – a patient is 
more likely to return to receive a test result and counseling when she’s given an 
appointment with a staff person she already knows and trusts.   

• If feasible, use peer educators or CHRs to educate patients about HIV 
• Involve all staff in creating approaches and solutions relating to HIV services. 

 
Remind Staff About Testing 
 

• Develop a simple “tickler” system to prompt staff  to contact a patient who has not 
returned to receive her/his test result.  

• Share statistical data about your agency’s performance in delivering HIV services with all 
staff so they know how they’re doing 

• Use staff meetings as an opportunity to discuss barriers and successes related to HIV 
testing and other services. 

• Remind staff that one of the strengths of family planning is that most clients return over 
time, so if a patient doesn’t want to be tested today, they make take a test at their next 
visit.      

 
 
 
 



10 Suggestions for Increasing HIV Test Result Return Rates 
      

1. In the Prevention Counseling session, discuss the value of returning for test 

results with your client.  

2. Use the test consent form as a way of opening a discussion of returning for test 

results. 

3. Ask what the client’s fears are about taking an HIV test and address those fears 

before testing.  Some common fears:  testing positive and being stigmatized, 

bringing shame to the family, loss of relationships, partner violence, 

homelessness, parental issues, and thoughts of suicide.    

4. As part of your discussion about testing, discuss services that would be available 

to the client following a positive (and negative) result, and let her/him know how 

you would help her/him access those services.   

5. Frame the importance of returning within the client’s own situation (e.g., how a 

pregnant woman knowing her serostatus would affect the health of their child; 

potential impact of positive test result on a partner or child, etc.). 

6. Discuss the importance of returning in the context of starting up medical 

treatment if the test proves positive. 

7. Determine if childcare or transportation is an obstacle to a client returning to 

receive the result.  If so, develop a way to address this problem.  

8. Recognize that clients actively using drugs may need a special incentive to return 

9. Ask the client for permission to contact him/her if he/she does not return, and if 

so, discuss the best method for reaching him/her while maintaining 

confidentiality.   

10. Build on the trusting relationship you already have with a client by scheduling an 

appointment to meet with you personally, where possible, to receive the test 

result, and give him/her your card before she leaves.  


