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Clinical and Laboratory Standards Institute guideline M53—Criteria for Laxg etery Testing and Diagnosis of Human
Immunodeficiency Virus Infection provides an extensive review of existinglavoratory methods commonly used to test
for HIV infection. The accurate diagnosis of HIV infection is eséential folimiting the spread of infection and for the
appropriate clinical management of persons infected with HI\, Numerous tests and strategies have been developed and
are used by laboratorians and clinicians to diagnose HIV infectioif. This guideline also offers recommendations for how to
best use and interpret these tests accurately and effectively to diagnose HIV infection.

Clinical and Laboratory Standards Institute (CLSI). Geitexia for Laboratory Testing and Diagnosis of Human
Immunodeficiency Virus Infection. 2nd ed. CLSI guidaline M53 (ISBN 978-1-68440-187-1 [Print]; ISBN 978-1-68440-188-8
[Electronic]). Clinical and Laboratory Standar{isnstitute, USA, 2023.

The Clinical and Lauwratory Standards Institute consensus process, which is the mechanism for moving a document through two
or more levels of raview by the health care community, is an ongoing process. Users should expect revised editions of any given
document. Because rapid changes in technology may affect the procedures, methods, and protocols in a standard or guideline,
users should replace outdated editions with the current editions of CLSI documents. Current editions are listed in the CLSI catalog
ananosted on our website at www.clsi.org.
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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 laboratorians 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 to limit the spread»f
infection and to identify individuals who may benefit from earlier initiation of antiviral therapy. The Centers for Discuse
Control and Prevention has issued recommendations for routine HIV screening of all patients in the heaith care setting.
Concurrent with these recommendations, laboratorians and clinicians have used several new tests anGitesting strategies
to diagnose HIV infection. Although an increased demand for these tests exists, adequate cons€asusizuic elines have not
been proposed to assist in the appropriate use and interpretation of these tests and testing strategies.

Overview of Changes

This guideline replaces the previous edition of the approved guideline, M53-A, publiskiad i, 201'1. Several changes were
made in this edition, including:

+ Reorganizing the text to follow the testing path of workflow

+ Expanding the scope to include testing recommendations for resoLircer iriited settings and for managing patients
with HIV type 1-positive infections

+ Adding an HIV testing and interpretation process flow chart
- Revising the algorithms used to select HIV testing proto ols and associated text
+ Deleting all references to HIV test “generations”
+ Updating:
— Information on currently available and Zi¢fericd HIV tests
— Test principal figures
— Information on molecular testing
— Recommended approaches fai HIV diagnostic testing
— Special situations for HIVitesting
— QC information

NOTE: The content"¢£ this guideline is supported by the CLSI consensus process and does not necessarily reflect the views
of any single individual or organization.
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