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Kit Types Used By Participants, Continued 
 
 

 The following figure illustrates the usage of the kit types by type of testing site.  The methods for 
which there were seventeen or less results are included in the “other kit type” category. 
 
The predominate test kit used was OraQuick ADVANCE Rapid HIV 1/2 Ab Test.  The percent  
of sites using this kit, by type of facility, is as follows: 

• hospitals, 41.7%  
• health departments, 64.8%  
• outreach sites (family planning centers, CT sites, DUTCs, STD clinics, mobile 

units, correctional facilities, independent sites, and HMOs)*,  50.9%  
• CBOs*,  73.8%  
• blood banks,  46.2%  
• physician offices, 57.1%  

 
Note: Some testing sites used more than one type of testing kit. 
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*Abbreviations: 
 
 
 
 
 

CBO = community based organization 
DTC = drug treatment center 
STD = sexually transmitted disease clinic 
IND = independent  
CT Site = counseling and testing site 
 

CF = correctional facility 
MU = mobile unit 
HMO = health maintenance organization 
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Specimen Types Used By Participants 
 
 

 
Overview 

 
Participants were asked what type of specimens they normally use for HIV rapid tests. 

° The breakdown in specimen types reported is shown in Figure 5.   
° Testing sites could report using more than one specimen type.   

 
 
 

 
Figure 5: 
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          * Both “Other” specimen types were indicated as dried blood spots 
 
 

 The type of specimen(s) used in performing HIV rapid testing varied by the type of facility  
and the method of rapid testing (kit type).   
 
The number and percentage of reports indicating use of oral fluid (140/1085, 12.9%) was similar 
to the previous survey (142/1036, 13.7%).  
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Quality Control (QC) 
 
 

 
Overview 

 
Testing sites were asked if they used quality control (QC) samples, either positive or  
negative, when performing HIV rapid tests.  The frequency of use of quality control  
materials is shown in Figure 6.  

• 621 of the 622 facilities that returned responses answered the  
question regarding use of quality control samples (question #5). 

• Most of these facilities (94.7%, 588/621) indicated the use of QC samples  
for at least one of the kit types they use at their testing site. 

• Of the 1,566 responses indicating the source(s) from which the QC samples  
(positive and/or negative) were obtained, the sources identified were as follows: 
− controls obtained from the same manufacturer as the test kit (91.2%, 1428/1566),  

 33.3% (476/1428) were included in the test kit, and 
 66.7% (952/1428) were purchased from the kit manufacturer separately. 

− in-house controls (6.4%, 100/1566).   
− “Other” manufacturer (manufacturer not the same as for the test kit) controls  

(2.4%, 38/1566). 

Notes:  1. Testing sites could provide more than one answer.  
             2. Testing sites reporting the use of multiple kit types answered the question separately 

for each kit type. 
 
 

 
Figure 6: 
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 * The most frequent response was ‘after 25 tests’ (Range 10-250) 
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Confirmatory Testing 
 
 

Overview The types of confirmatory testing reported by laboratories varied (as shown in Figure 7).  
Note: Testing sites could answer by indicating more than one confirmatory test. 
 

• Most responses given (644/988; 65.2%) indicated that reactive (preliminary positive) 
specimens were sent to another facility. 
 

• In several cases, EIA was performed alone (29/988; 2.9%) or in combination  
with other testing (203/988; 20.5%). 
 

• Some responses given (140/988; 14.2%) indicated using a second rapid test for 
confirmatory testing.  Of these, 21/140 (15.0%) indicated using a second  
rapid test with no other type of confirmatory testing.   
 

Twenty-four respondents indicated that no confirmatory testing was required to confirm a 
positive result for the HIV rapid testing kit listed on at least one form.  Of these: 
 

• Eighteen sites did not indicate the use of confirmatory testing with any HIV rapid test kit; 
 
o eleven were U.S. facilities, with the purpose for using the specified kit being 

 HIV initial testing (e.g. for patients/clients, needlestick and/or source 
patient): six testing sites. 

 non-clinical testing (e.g. research, training, etc.) and/or determination of  
HIV-1 vs. HIV-2 reactivity: four testing sites. 

 used for confirmatory testing and determination of HIV-1 vs. HIV-2 
reactivity: one testing site. 
 

o seven were non-U.S. facilities, with the purpose for using the specified kit being 
 HIV initial testing: five testing sites. 
 non-clinical HIV testing: two testing sites. 

 
 

 
        Continued on next page 
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Confirmatory Testing, continued 
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Conclusions and Discussion 
 

Overall 
performance 

Overall accuracy in this shipment was 98.4%: 
 
• 98.3% for the positive samples; 

o 99.5% for Donor 13 (strong positive), 
o 97.4% for Donor 23 (weak positive), and 
o 97.8% for Donor 24 (weak positive). 

 
• 99.0% for the negative sample (Donor 27). 
 

 
 

 
Specimen 
types 

 
The number of testing sites reporting the use of oral fluid as one of their normal specimen types 
(140 responses) remained approximately the same as the previous survey (142 responses).  Of 
these, 138 were U.S. testing sites that tended to be health departments (37/138), community 
based organizations (CBO) (33/138), counseling and testing sites (28/138), or family planning 
centers (10/138).  
 
In this survey, 56 U.S. testing sites reported using serum and/or frozen plasma as specimen 
types for the OraQuick ADVANCE HIV-1/2 Antibody test kits.  It should be noted that: 
• The OraQuick test is not FDA approved for serum (fresh or frozen) or for frozen plasma 

specimens. 
 
Use of non-FDA approved specimen types for either of these test kits is considered a 
modification of the OraQuick testing procedure and makes these non-waived under the  
Clinical Laboratory Improvement Amendments (CLIA).  U.S. facilities should be aware of the 
CLIA regulations requiring the establishment of performance specifications when modifying an 
FDA-approved test (Sec. 493.1253).5   

 
 

Errors on 
positive 
samples 

The results from the current survey show a low number of errors on the positive challenge 
plasma samples (53/3152, 1.7%), lower than the previous two surveys (December 2007 
and June 2007), but similar to the June 2006 survey and other previous surveys.  The 
unusually high error rate in the June 2007 & December 2006 surveys has been previously 
discussed in their respective reports (http://wwwn.cdc.gov/mpep/hiv-1rt.aspx). 
 
A summary of error rates for the past five HIV Rapid Testing MPEP sample surveys is 
shown below:  
 

o 216/3043 (7.1%) for the June 2007 survey 
o 169/2184 (7.7%) for the December 2006 survey 
o 21/1489 (1.4%) for the June 2006 survey,  
o 4/1464 (0.3%) for the December 2005 survey,  and 
o 27/2414 (1.1%) for the June 2005 survey. 

 
The majority of the false-negative errors in the current survey (28/41; 68.3%) were reported 
for the weak Donor 23 samples in the performance evaluation panels. 
 
It should be emphasized that all donor material undergoes extensive validation testing prior 
to inclusion in an HIV Rapid Testing MPEP survey panel.   

 
Continued on next page 
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Conclusions and Discussion, Continued 
 
 

Confirmatory 
testing 

Some U.S. testing sites that use HIV rapid tests for HIV initial testing purposes (i.e. screening) 
continue to use confirmatory testing algorithms that do not include Western blot (WB) or 
indirect immunofluorescence assay (IFA) as recommended by the CDC.   
 
U.S. participants are reminded that: 

1) HIV rapid tests (RT) are screening tests and reactive results are considered to be 
“preliminary positives” that must be confirmed by either a WB or IFA test.1,3 

2) EIA tests for HIV are also considered to be screening, not confirmatory, tests. Some RT 
reactive specimens confirmed positive by WB or IFA produce negative results using EIAs. 

3) CDC Guidelines recommend that preliminary positive (reactive) HIV rapid tests be 
confirmed with WB or IFA, even if a subsequent EIA test is nonreactive.3 

 
 

 
Guidelines Testing sites are advised to follow appropriate guidelines with respect to performing HIV rapid 

tests and reporting results.1,2,3  Attention to recognized guidelines and good testing practices is 
crucial to patient safety and to the delivery of accurate test results.  
 
For example, the CDC has published quality assurance guidelines for testing using the 
OraQuick rapid test.1 These guidelines can be applied to other HIV rapid tests performed in U.S. 
sites.   
 
The guidelines:  
 
• stress that a testing site must have an adequate quality assurance (QA) program in place 

before offering rapid HIV testing, 
 

• provide recommendations for a comprehensive QA program,   
 

• include recommendations regarding test verification to ensure that the test kits work as 
expected in a given testing environment,  
 

• encourage participation in an external quality assessment program, such as the MPEP, and 
      address the logistics for providing confirmatory testing for preliminary positive (reactive)     
      results.1,3 

 
 
 

Continued on next page 
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Conclusions and Discussion, Continued 
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Topical Issues in HIV Rapid Testing 
 
 

Introduction The HIV Rapid Testing Model Performance Evaluation Program (HIV-RT MPEP) 
strives to be a resource for facilities using HIV rapid testing kits.  This section of the HIV-RT 
MPEP Report of Results, “Topical Issues in HIV Rapid Testing,” is intended to address that part 
of our mission.  We are including: 
 

° Frequently Asked Questions (FAQs) by HIV RT MPEP participants to share with 
all participants our responses to some recent queries,  

° CDC websites to provide participants with access to timely relevant material 
published online by the CDC, and 

° HIV Rapid Testing Resources as a link to long-term references. 
 

 
FAQs: 
December 
2007 survey 

 
This section provides answers to some of our participants’ frequently asked questions (FAQs). 
 
Q:  Will we be getting an individual report (or grade) from the MPEP? 
 
A: No.  The MPEP provides a “Donor Report” for our participants to self-grade. 

 
 
Highlights 
of previous 
FAQs 

 
Q:  (from U.S. testing sites) If we participate in your program, will we be satisfying the 
legal requirements for performing HIV rapid testing on client/patient samples? 
 
A: Not necessarily.  The MPEP is not part of any regulatory body; we maintain the confidentiality 
of our participants’ results.  You should check with your state department of health for specific 
information regarding legal approval for performing HIV rapid testing on clinical specimens 
 
Q: Can I use an expired kit to do my MPEP sample panel (or patients) if the device control 
(the control line/dot) within the testing device develops properly? 
 
A: No. 
The expiration dates set by the manufacturers reflect the ability of the test kits to produce a valid 
result for all samples over a specific time frame; while proper development of the device control 
must occur for a valid test, a valid test result also depends on the tester adhering to ALL of the 
manufacturer’s instructions–including using a non-expired test kit. 
 
Q: May we use as QC material the positive and/or negative MPEP samples left over     
    from the panels you send us? 
 
A: No, this is an inappropriate use of MPEP samples. 
Our samples are validated only for the purpose of performance evaluation (PE) in HIV rapid 
testing.  While we recognize that extra sample volume (i.e. not used to do the test for the survey 
shipment) in our panels has been, and will continue to be used effectively for training/practice 
purposes, the “left-over” sample material is not designed to be used in the very important role of  
Quality Control (QC) samples.  Appropriate QC material can be purchased from a number of 
commercial sources. 
 
For more information on proper specimen labeling and other good laboratory testing practices, 
please see Good Laboratory Practices for Waived Testing Sites, [MMWR 54(RR13):1-25] at: 
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5413a1.htm 

 
Continued on next page 
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Topical Issues in HIV Rapid Testing, Continued 
 
 

Highlights 
of previous 
FAQs 
(continued) 

Q: What types of specimens can be used in performing HIV rapid testing? 
A:  The type(s) of specimens (e.g. whole blood, serum, plasma, oral fluid, etc.) that are 
appropriate to use for HIV rapid testing depends on the test kit used.  Each manufacturer 
includes information regarding approved specimen type(s) in the package insert for their HIV 
rapid testing kit. 
 
Q: Can I read my HIV rapid test results as soon as the control line/spot appears? 
A: You need to wait the minimum time as specified in the directions given by the manufacturer 
(as found in the package insert) before reading the result for a client/patient.  Even if the within-
device control line/spot can be seen, positive specimens may need the full minimum time for the 
color to develop properly.  Please note that you should not read results after the specified 
maximum time limit. 
 
To view other FAQs in previous HIV RT MPEP reports, please visit our website at: 
http://wwwn.cdc.gov/mpep/hiv-1rt.aspx  

 
 

CDC  
websites 

Quick Facts: Rapid Testing 
http://www.cdc.gov/hiv/topics/testing/index.htm 
 
MMWR: Notice to Readers: Protocols for Confirmation of Reactive Rapid HIV Tests 
http://www.cdc.gov/mmwr/preview/mmwrhtml/mm5310a7.htm 
 
Quality Assurance Guidelines for Testing Using the OraQuick® Rapid HIV-1 Antibody Test  
http://www.cdc.gov/hiv/topics/testing/resources/guidelines/qa_guide.htm 
 
International Laboratory-related Resource and Activity Directory 
http://wwwn.cdc.gov/dls/default.aspx  
 
MMWR: Good Laboratory Practices for Waived Testing Sites  
http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5413a1.htm  

 
 

HIV 
rapid 
testing 
resources 

HIV Rapid Testing MPEP website:  http://wwwn.cdc.gov/mpep/hiv-1rt.aspx 
 
Model Performance Evaluation Program (MPEP) Home page:  http://wwwn.cdc.gov/mpep/ 
 
 Food and Drug Administration (FDA) Licensed / Approved HIV, HTLV and Hepatitis Tests 
 http://www.fda.gov/cber/products/testkits.htm 
 
The National Center for HIV, STD, and TB Prevention (NCHSTP)  
 Divisions of HIV/AIDS Prevention (DHAP) website:  http://www.cdc.gov/hiv/default.htm 
 
The National Center for HIV, STD, and TB Prevention (NCHSTP) Home page  
http://www.cdc.gov/nchhstp/ 
 
The World Health Organization:  http://www.who.int/en/ 

 


