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CDC has determined that the updated recommendations for laboratory testing for HIV infection constitute scientific information
that will have a clear and substantial impact on important public policies and private sector decisions. The Information Quality

Act requires peer review of these draft recommendations by specialists in the field who were not involved in their development
to ensure the quality, objectivity, utility and integrity of information disseminated by Federal agencies. Thank you for agreeing

to serve as a peer reviewer.

These recommendations describe the types and sequence of assays that should be used to establish the laboratory diagnosis
of HIV infection. They are intended for use by laboratories authorized to conduct testing on serum or plasma specimens with
assays categorized as moderate or high complexity under the Clinical Laboratory Improvement Amendments of 1988 (CLIA).
In your review of the recommendations, we ask that you:

1. Provide an evaluation of the updated recommendations overall and their applicability for HIV diagnosis;

2. Evaluate the appropriateness of the methods used to develop these recommendations and the strength of the authors’
inferences;

3. Point out any omissions or oversights in the literature cited as the evidence base for these recommendations;

4. ldentify any biases, oversights, omissions, or inconsistencies in the interpretations, findings, and conclusions;

5. Provide advice on the reasonableness of judgments made from the scientific evidence;

6. Ensure that scientific uncertainties are clearly identified and characterized, that the potential implications of any
uncertainties for the proposed recommendations are clear, and

7. Assess whether the authors sufficiently acknowledge limitations in the evidence used to develop the recommendations and
any limitations of the recommendations themselves for the intended purpose of the accurate laboratory diagnosis of HIV
infection.

We would also welcome other comments, for example, on improving their usability or other suggestions about the use of
terminology, etc.

Thank you once again for your assistance with the review of these updated recommendations. We recognize and appreciate
the commitment of time and energy this this will involve. After receiving your comments, we will forward to all reviewers a
copy of CDC'’s responses to all the comments received.

We look forward to hearing from you.

With best regards,

ernard M. Branson, M.D.
Associate Director for Laboratory Diagnostics
Division of HIV/AIDS Prevention
National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention
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