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Since HIV testing was introduced, laboratory-based methods have undergone tremendous change. The routine use of
nucleic acid testing, the introduction of antigen/antibody combination tests, and the widespread implementation of
rapid testing methods, including the use of different specimen types, have changed the way HIV infection is diagnosed.
Although these tests may offer improved sensitivity, specificity, and turnaround times, clinicians and labogatorians need
to determine which tests to perform and how to best interpret the results.

There is increasing momentum to establish universal routine testing programs for HIV infection

Overview of Changes

This guideline replaces the previous edition of the approved guideljg
made in this edition, including:

| changes were

+ Reorganizing the text to follow the testing path of workflow

+ Expanding the scope to include testing recomme
with HIV type 1-positive infections

¥and for managing patients

+ Adding an HIV testing and interpretation

+ Revising the algorithms used to select

+ Updating:
— Information on curren

— Test principal figug

situations for
— QC information

BSupported by the CLSI consensus process and does not necessarily reflect the views
rganization.
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© Introduction

1.1 Scope

This guideline provides:
« Anoverview of the natural history and response to HIV infection
« Anin-depth review of initial and supplemental tests used for diagnosing HIV |
« Tests for monitoring and managing HIV type 1 (HIV-1) infections
-+ Recommendations for initiating an HIV QC program

This guideline also discusses special situations that commonly cause con
- Diagnosis of acute and recent HIV infection
« Testing for HIV-1, group 1, non-B subtype, and HIV type 2 (HIV-
- Initial and supplemental testing during pregnancy, labor, and delive
- Newborn testing
+ HIV-1 seroconversion or incomplete antibody (Ab
- Recipients of HIV vaccines or chimeric antj
- Viral suppressors (elite controllers [ECs
« Testing for pre- and postexposure
« Testing for CSF for HIV-associated ce
- Self-collection and self-tg

Also included are:
- Diagnostic testing i (0 as i Ci laboratorians in the stepwise use of HIV tests

prional testing

eagnosing HIV-1 and HIV-2 infections in both advanced diagnostic
re (POC) settings, including resource-limited environments. It does not:

egies for screening the blood supply or organ or tissue donation.

gnosing HIV from nonhuman material, environmental surfaces, or postmortem samples.
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© HIV Testing and Interpretation Process

Figure 4 shows the process flow chart for selecting HIV tests and interpreting results.

Need for HIV testing is
Subchapter 1.2.2 identified

An initial HIV test is
selected

Chapter 3, Subchapter 4.1

Initial HIV
Testing Process

H||Sv t’?e ;mtlalIt nitial HIV test
est resu *s are reported
reactive?

Chapters 5,6

: Yes

A

A supplemental HIV test
Chapter 3, Subchapter 4.1.1 )
ap ° - ap -

Supplemental HIV
Testing Process

If clinically
Vl/Results indicated, go to

"""" Reporting Process follow-up testing
process

he
st 1ental
HIV testresult
reactive?

“onreactive
.ental HIV test Chapter 5
2su,.s are interpreted

HIV RNA
Quantification Testing

Supp. | HIV test :
and HIV Genotypic Chapter 7

results « rpreted

Drug Resistance
Testing Process

Abbreviations: Odeficiency virus; RNA, ribonucleic acid.

2 Five basic symbols his process flow chart: oval (signifies the beginning or end of a process), arrow (connects process activities), box
(designates process activities), diamond (includes a question with alternative “Yes” and “No” responses), pentagon (signifies another process).

® Additional supplemental (confirmatory) testing may be needed depending on which algorithm is selected.

Figure 4. HIV Testing and Results Interpretation Process?
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HIV testing is needed for a baby. If the mother’s
HIV status is unknown, she should be tested
with one of the laboratory-based or rapid
testing algorithms
(see Chapter 5)

HIV-1 or HIV-1/-2 NAT is
performed on a specimen g
collected at birth

Is the baby
at high risk?

Is HIV ar HIV-1/-2 NAT is
nucleic acid [ 1 on a specimen
detected? +2-3 weeks

Is HIV HIV-1 or HIV-1/-2 NAT is Is HIV
nucleic acid performed on a specimen nucleic acid
reactive? collected as soon as ~cted?

possible

HIV-1 or HIV-1,
HIV nucl . performed on a

result is reported collected at 4-

y

HIV Reporting
Process

Hiv v-1/-2 NAT is Is the
perfor. -donaspecimen 3% baby at
collected at 8-10 weeks high risk?

Is HIV HIV-1 or HIV-1/-2 NAT is
nucleic acid No < performed on a specimen
detected? collected at 4-6 months

Is HIV
nucleic acid
detected?

HIV nucleic acid negative
result is reported

Abbreviations: HIV, human immunodeficiency virus; HIV-1, human immunodeficiency virus type 1; HIV-1/-2, human immunodeficiency virus types
1 and 2; NAT, nucleic acid test.

Figure 21. Algorithm VII: Testing in Babies With Known or Suspected Perinatal HIV Exposure
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