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What’s New in the Document?

The following changes have been made since the February 2004 version of these guidelines.

General

e Tables of antiretroviral drugs are no longer included in these guidelines because they
rapidly become outdated. Clinicians should routinely review updated Department of
Health and Human Services (DHHS) guidelines (http://aidsinfo.nih.gov/guidelines).

® Guidelines for post-exposure prophylaxis will be compiled in a separate BOP clinical
practice guideline which covers management of exposures to HIV, hepatitis B, hepatitis C
and human bites.

Nomenclature

® Pneumocystis jiroveci (pronounced "yee row vet zee") is the correct name for what was
previously Pneumocystis carinii. “PCP” remains an appropriate abbreviation for
pneumocystis pneumonia.

Treatment

® Recommendations for HIV resistance testing have been updated, including a
recommendation for testing prior to initiating treatment and when evaluating treatment
failure.

® Preferred treatment regimens for antiretroviral-naive patients have changed (Appendix 8a
and Appendix 8b)

e Recommendations for drugs and drug combinations which should nof be administered have
been updated (Appendix 9).

e New recommendations for discontinuing regimens which contain an NNRTTI are included.

New Appendices

® A concise list of HIV diagnosis and treatment guidelines with associated hyperlinks is
provided in Appendix 1.

® A table showing “Correlation of Complications to CD4+ T Cell Count” is provided in
Appendix 3.
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1. Purpose and Overview

The BOP Clinical Practice Guidelines for the Management of HIV Infection provide guidance
on the screening, evaluation, and treatment of federal inmates with HIV infection, with a focus
on primary care. The BOP clinical practice guidelines are not intended to replace the more
extensive guidelines published by the United States Public Health Services (USPHS), the
Department of Health and Human Services (DHHS), the Centers for Disease Control and
Prevention (CDC), the Infectious Disease Society of America (IDSA) and the International
AIDS Society (IAS). See Appendix 1 (Guidelines Regarding Medical Care of HIV-Infected
Persons) for a list of these guidelines and the links for internet access. The DHHS
“Guidelines for the Use of Antiretroviral Agents in HIV-1 Infected Adults and Adolescents”
are updated regularly and should be consulted at: http://www.AIDSinfo.nih.gov at least every
six months.

2. Diagnosis and Reporting

Indications for Testing for HIV

Indications for HIV testing, which are described in detail in Appendix 2 (Criteria for Testing
Jor HIV Infection), are summarized in the table below. See also the important points that
follow the table.

Table 1. Summary of Criteria for HIV testing

For all inmates, regardless of sentencing or duration of stay:
signs or symptoms of acute HIV infection

signs or symptoms of HIV-related condition

pregnancy

recent HIV exposure

active tuberculosis

positive tuberculin skin test

or when otherwise clinically indicated

vV vV v vV v Vv VY

For sentenced (6 months or greater) inmates with the following risk factors:
injected illegal drugs and shared equipment

(for males) sex with another man

unprotected intercourse with more than one sex partner

history of gonorrhea or syphilis

from a high risk country (Sub-Saharan Africa or West Africa)

received blood products between 1977 and 1985

hemophilia

percutaneuous exposure to blood

or when inmate requests to be tested

vV vV v v vV VvV vV Vv VY

1 Table of Contents


http://www.AIDSInfo.nih.gov

Federal Bureau of Prisons Management of HIV
Clinical Practice Guidelines June 2006

* Many persons with HIV infection are asymptomatic and are unaware that they are
infected.

e HIV testing of sentenced inmates with HIV risk factors is mandatory per BOP policy
and federal law.

¢ BOP clinicians should have a very low threshold for testing inmates for HIV infection,
since diagnosed inmates will benefit from counseling and may be candidates for
life-prolonging antiretroviral therapy.

¢ Asymptomatic inmates with risk factors for HIV infection, but who are not tested
during transient periods of incarceration, should be referred for HIV testing in the
community.

Indications for Testing for HIV-2

Any asymptomatic, sentenced inmates who meet the criteria in the following table should also
be tested for HIV-2 infection through BOP reference laboratories.

Table 2. Criteria for Testing for HIV-2

» All inmates from West Africa where HIV-2 is endemic such as the countries of Benin, Liberia,
Mali, Niger, Nigeria, Senegal, Sierra Leone, Togo, Ghana, Burkina Faso, Gambia, and Cote
d'Ivoire

» Inmates who are or have been sex partners or needle-sharing partners of persons from West
Africa or any person known to have HIV-2 infection

» Inmates who have received transfusions in West Africa

HIV Prevention Counseling

All inmates tested for HIV infection should receive counseling from qualified health care
personnel in accordance with BOP policy, using the appropriate forms for HIV counseling and
documentation. Counseling should provide information on HIV transmission, methods for
preventing the spread of the virus while in prison and upon release to the community, the
importance of obtaining test results, how to get the test results, and the meaning of the HIV
test results. HIV prevention counseling should incorporate effective elements recommended
by the CDC that include, but are not limited to: using open-ended questioning; carefully
assessing personal risk, based on self-reported behaviors and the inmate's medical evaluation,;
clarifying critical misconceptions; emphasizing risk reduction behaviors; and using clear and
direct language when providing test results.
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Antibody Testing and Interpretation of Results

Only FDA-approved HIV tests should be used for diagnostic purposes. The diagnosis of HIV

infection is ordinarily determined by a positive EIA for HIV-1 antibodies that is confirmed by

immunoblot (Western blot) analysis. Results of HIV Western blots are generally interpreted as
outlined in Table 3 below. The standard EIA and Western blot assays are >99% specific and

sensitive for detecting HIV infection.

Table 3. Interpretation of Western Blot Results

Negative Nonreactive (no bands on Western blot)
Positive Reactivity to: gp41 + gp120/160 OR p24 + gp120/160
Indeterminant Presence of any band patterns not meeting criteria for a positive result

False negative, false positive, and indeterminant results are uncommon. Reasons for such
results are outlined in Table 4 below.

Table 4. Reasons for False Negative, False Positive, and Indeterminant HIV Test Results

Reasons for false negative results

Recent acute HIV
infection

During the "window" period (i.e., the time between new infection and the
development of HIV antibodies), HIV EIA tests may be negative. The time delay
from recent infection to positive serology averages several weeks. Nearly all
infected persons develop HIV antibodies within six months of infection.

Seroreversion Persons with documented HIV infection can lose HIV antibodies with late stage
disease (AIDS) or with immune reconstitution by effective antiretroviral therapy.

Agamma- Low antibodies

globulinemia

HIV O and Standard EIA may be falsely negative in persons infected with HIV O subtype or

HIV N HIV N subtype. O and N subtypes are extremely rare variants of HIV-1.

HIV-2 HIV-2 infection occurs primarily in West Africa. Standard HIV EIA tests are

falsely negative in 20-30% of persons infected with HIV-2. Specific antibody
tests for HIV-2 are available through the CDC via BOP reference laboratories.

Reasons for false positive results

Clerical error

Autoantibodies (extremely rare)
Investigational HIV vaccines

Reasons for indeterminant results

Recent infection

HIV antibodies differentially become detectable within weeks after infection,
which may result in an indeterminant Western Blot until that time.

Atypical HIV
strains

Infection with unusual strains of HIV such as HIV-2 infection, or HIV-1 subtypes
O or N, may not produce typical diagnostic bands on Western blot analysis.

Continued on next page
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Continued from previous page

Cross reactive Autoimmune diseases, certain malignancies, injection drug use, HIV vaccination,
antibodies and recent immunization may yield antibodies that are detectable on HIV Western
blot analysis.

Advanced HIV Loss of HIV antibodies because of AIDS itself may affect Western blot analysis.
infection

Adapted from: Bartlett JG, Gallant JE. Medical management of HIV infection. 2005-2006 ed. Baltimore:
Johns Hopkins University; 2005.

Inmates with indeterminant HIV test results should be referred to a physician for further
evaluation in accordance with the following guidelines:

¢ Physician interview for HIV infection risk factors, symptoms of HIV infection and AIDS,
and causes of indeterminant HIV test results;

¢ Physician evaluation of the inmate for conditions that may result in an indeterminant test
result, when clinically indicated based on the inmate's history and examination;

* Repeat HIV testing, e.g., in one, two, and six months.
(If the HIV test result remains indeterminant at six months, and the inmate has no risk
factors for HIV infection, the inmate should be reassured that HIV infection is extremely
unlikely. If HIV infection is suspected, despite indeterminant HIV test results, BOP
Medical Referral Center laboratory personnel should be consulted for further evaluation of
the test results. Viral detection methods may be used on an individual basis as an
adjunctive diagnostic tool, but should not supplant antibody testing.)

Acute HIV Infection

Acute HIV Infection is most rapidly diagnosed by detecting plasma HIV RNA in a person
before HIV antibodies have developed. Measurement of viremia, however, does not negate
the need for HIV antibody testing. Both false negative and false positive quantitative HIV
RNA tests can occur when evaluating a patient with suspected acute HIV infection. Acute
HIV infection is neither confirmed nor excluded as a diagnosis by measuring HIV antibodies
alone. Testing for acute HIV infection should be pursued for inmates with a suggestive clinical
presentation or a history of recent exposure to HIV.

Reporting

All inmates diagnosed with HIV infection should be reported to State health authorities in
accordance with State laws and regulations.
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3. Natural History of HIV Infection

Acute HIV infection leads to marked HIV viremia, with a rapid decline in CD4+ T cells that
is usually associated with significant symptomatology—most commonly fever, rash,
lymphadenopathy, and fatigue. Acute HIV infection is frequently unsuspected by the
evaluating clinician, since signs and symptoms are relatively nonspecific and may not be
reported by the patient. Less common manifestations of acute HIV infection include thrush,
mucocutaneous ulcerations of the mouth and esophagus, diarrhea, aseptic meningitis, facial
palsy, Guillain-Barre syndrome, and cognitive impairment.

The avid immune response following acute HIV infection is associated with HIV antibody
development, an increase in CD4+ T cells, and a reduction in HIV viremia with the
establishment of a viral load “set point.” Over time, the CD4+ T cell count gradually
declines in persons chronically infected with HIV, whereas HIV RNA levels gradually
increase.

In the absence of antiretroviral therapy, the average time from acute HIV infection to
symptomatic HIV infection or AIDS is 8 years. AIDS is associated with marked
immunosuppression with a CD4+ T cell count <200 cells/mm?, the development of
opportunistic infections, neurologic complications, certain malignancies, and wasting
syndrome. Appendix 3 lists complications associated with declining CD4+ T cell counts.

Antiretroviral therapy markedly prolongs life and prevents the development of AIDS.
Although antiretroviral therapy can suppress plasma HIV RNA to undetectable levels for
years, treatment is not curative since reservoirs of HIV persist, particularly in latent CD4+ T
cells. HIV-2 infection causes a cell-mediated immunodeficiency similar to HIV-1 infection;
however, CD4+ T cells decline more slowly.

4. Baseline Medical Evaluation

The baseline medical evaluation that is indicated for inmates diagnosed with HIV infection
ordinarily includes the following components, which are summarized in Appendix 4.

History and Physical Examination

Medical history: Obtain a comprehensive medical history, along with an assessment and
documentation of HIV risk factors. The history should include the date when HIV infection
was diagnosed and, when possible, the estimated date of infection (based on the history of
prior negative results, the history of symptoms of acute retroviral infection, or the inmate’s
recollection of high-risk activities).

Medication history: A thorough medication history is critical for patients with prior history

of antiretroviral therapy; it should include regimens prescribed, response to each regimen,
drug toxicities, adherence, and prior resistance test results. History of prior HIV-related
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complications should be ascertained, including opportunistic infections, malignancies, and
HIV-related symptoms. If possible, prior medical records should be obtained.

Complete physical examination: The examination should include a fundoscopic examination
for retinopathy, an oropharyngeal exam for thrush, a careful skin exam for dermatologic
conditions, an abdominal exam for hepatosplenomegaly, an assessment of neurologic deficits,
and a pelvic examination and PAP smear for women. The incidence of cervical pathology is
10 to 11-fold greater in HIV-infected women than in HIV-uninfected women.

PAP smears: Obtain PAP smears in accordance with the guidelines outlined in Table 5
below.

Table 5. PAP Smear Instructions

The cervix is scraped circumflexually with an Ayer spatula or a curved brush; a sample from the
posterior fornix or the “vaginal pool” may also be included. The endocervical sample is taken with
a saline-moistened cotton-tipped applicator or straight ectocervical brush that is rolled on a slide and
immediately fixed in ethyl ether plus 95% ethyl alcohol, or in 95% ethyl alcohol alone. The yield
is 7-fold higher with the brush specimen. Important points for obtaining an adequate sample are
below:

» Collect the PAP smear prior to the bimanual exam, to avoid contaminating the sample with lubricant.

» Obtain the PAP before testing for sexually transmitted diseases.

» If large amounts of vaginal discharge are present, carefully remove it with a large swab before
collecting the PAP smear.

» Obtain the ectocervical sample before obtaining the endocervical sample.

» Small amounts of blood will not interfere with cytologic sampling; defer PAP if bleeding is heavy.

» Collected material should be applied uniformly to the slide, without clumping, and should be fixed
immediately to avoid air-drying.

» If spray fixatives are used, the spray should be held at least 10 inches away from the slide to prevent
disruption of cells by the propellant.

»  When performing speculum examination, if an ulcerative or exophytic lesion is detected and is
suspicious for cancer, a referral for possible biopsy is warranted.

Note: New liquid-based collection and thin layer processing methods decrease the frequency of
inadequate smears and provide more sensitive and specific results.

Adapted from: Bartlett JG, Gallant JE. Medical management of HIV infection. 2005-2006 ed.
Baltimore: Johns Hopkins University; 2005.

PAP smear results should be interpreted in accordance with established guidelines (CDC.
MMWR 2002;51[RR-6]:57-59), as follows:

e Inmates with evidence of severe inflammation should be evaluated for infection and receive
a repeat PAP smear in three months.

¢ Inmates with PAP smears with cellular atypia or atypical squamous cells of uncertain
significance (ASCUS) should have follow-up PAP smears without colposcopy every six
months for two years, until three PAP smears in a row are negative. If atypia is noted a
second time, the inmate should be referred for colposcopy. HPV testing can also be
performed in patients with ASCUS to identify HPV types 16, 18, 31, 33, or 35 that
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predispose to cervical cancer and warrant colposcopy.

® Inmates with PAP smears with low-grade cervical intraepithelial neoplasia (CIN I) require
careful follow-up with repeat PAP smears every six months and referral for colposcopy if
any repeat PAP smear is abnormal.

¢ Inmates with high-grade cervical intraepithelial neoplasia (CIN II or III), also termed
carcinoma in situ, require colposcopy for potential biopsy, and follow-up monitoring.

¢ Inmates with invasive carcinoma require immediate referral to a specialist for evaluation
and treatment.

Immunologic Staging

CD4+ T cells: The measurement of CD4+ T cells is essential for immunologic staging of
inmates with HIV infection, and for therapeutic monitoring and initiation of prophylaxis for
opportunistic infections associated with HIV infection. A normal CD4+ T cell count ranges
from 800 to 1050 cells/mm®. The CD4+ T cell count may decline with concurrent illnesses,
major surgery, and particularly with corticosteroid administration. Splenectomy and
co-infection with human T-cell leukemia virus (HTLV-1) may increase CD4+ T cell counts.
CD4+ T cell counts are subject to significant variability; they can vary up to 30% on repeated
measures in the absence of a change in the patient's clinical condition. Diurnal and analytical
variations in measuring CD4+ T cells are common.

The following caveats may assist the clinician in determining the inmate's immune status or
interpreting the CD4+ T cell results:

* Any changes in the absolute number of CD4+ T cells should be reviewed to determine
if the percentage of CD4+ T cells has also comparatively changed; a decline in the
absolute WBC count that is not related to HIV infection is often reflected in a decline in
CD4+ T cells, while the percentage of CD4+ T cells remains nearly constant.

¢ The immune status of inmates with HIV infection who refuse CD4+ T cell assays can
be roughly assessed by the absolute lymphocyte count. A total lymphocyte count of
< 1,200 cells/mm’ strongly correlates with a CD4+ T cell count of <200 cells/mm’.

¢ Inmates with HIV infection and unexplained CD4+ T cell count elevations (poor
correlation with clinical history/stage of infection) may have HTLV-1 co-infection.
HTLV-1 is a retrovirus that increases the levels of CD4+ T cells and is the cause of adult
T-cell leukemia and tropical spastic paraparesis. HTLV-1 infection is associated with
injection drug use (with a roughly 10% co-infection rate) and foreign-birth history
(particularly high rates of co-infection occur in persons from Haiti and Brazil).

e CD8+ T-cell (“suppressor cell”’) counts are not helpful in predicting progression of
HIV infection.
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Quantitative Plasma HIV RNA (Viral Load): At the time of diagnosis, plasma HIV RNA
should be measured, using an FDA-approved method. Because of variability in test results and
potential for intercurrent illnesses, consideration should be given to obtaining two baseline
viral load determinations, drawn at least one week apart. In accordance with BOP policy, the
same laboratory using the same HIV RNA assay should be utilized to minimize test variability.
Measuring HIV viral burden within one month of an acute illness or immunization should be
avoided, due to the possibility of false elevations.

Note: The viral load correlates with the rate of CD4+ T cell decline, the risk of opportunistic
infections in persons with CD4+ T cell counts < 200 cells/mm’, and the risk of
transmitting HIV to others.

Laboratory and Diagnostic Studies

Laboratories studies should include the following:
¢ Complete blood count (CBC) with differential and platelet count;
* Serum chemistries, e.g., electrolytes, creatinine, and liver transaminases;

* Viral hepatitis serologies to screen for infections and immunity, including anti-HAV IgG
for hepatitis A viral infection, HBsAg and anti-HBc for hepatitis B viral infection, and
anti-HCV for hepatitis C viral infection;

® Sexually transmitted disease (STD) screening, including syphilis (an RPR or VDRL with
a confirmatory test [FTA] for positive results) and selective screening for other STDs based
on patient history;

® Toxoplasma gondii 1gG titers, which identify candidates for prophylaxis and are helpful
diagnostically for patients with central nervous system lesions (IgM titers are not clinically
useful);

¢ Fasting lipid profile and blood glucose prior to initiating antiretroviral therapy, since
certain antiretroviral medications can cause hyperlipidemia and hyperglycemia;

¢ Tuberculin skin test/symptom review for TB symptoms (anergy testing is not routinely
recommended due to poor standardization of testing antigens and the failure of anergy
testing to predict tuberculin skin test reactivity); and

® Chest radiograph, even if patient is asymptomatic, to evaluate for occult TB or other
diseases.

8 Table of Contents



Federal Bureau of Prisons Management of HIV
Clinical Practice Guidelines June 2006

Immunization Status

The immunization status should be assessed, with particular attention to the following:

® Viral hepatitis prevention: Inmates with HIV infection who have risk factors for HAV or
HBYV should receive vaccinations for hepatitis A and/or B. Specific risk factors are
outlined in the Clinical Practice Guidelines for Preventive Health Care and include history
of injection drug use and males with a history of sex with other males.

e Bacterial pneumonia: Inmates with HIV infection should receive a single IM dose of the
pneumococcal vaccine if not previously vaccinated. The duration of protection from
primary pneumococcal vaccination is unknown. One-time re-vaccination should be
considered for inmates who had a CD4+ T cell count <200 cells/mm?’ at the time of initial
vaccination, which has now increased to >200 cells/mm? with effective antiretroviral
therapy.

¢ Influenza: Influenza vaccine should be administered in late autumn and repeated annually.

Referrals and Treatment Plan

All inmates receiving a baseline evaluation for HIV infection should have a treatment plan that
is developed by the evaluating clinician and approved by a physician. Subspecialty referrals
should be initiated as medically necessary and should include:

e Referral for examination by a dentist, for all HIV-infected inmates; and

¢ Psychology referral, if clinically indicated (in addition to the mandatory referral made as
part of post-test counseling, in accordance with BOP policy).

5. Classification of HIV Infection

All inmates diagnosed with HIV infection should be classified in accordance with the CDC
classification system as outlined in Appendix 5. HIV risk factors and classification should be
documented appropriately. An inmate’s reclassification, and updated documentation of the
reclassification, are indicated only when the inmate progresses to a more advanced stage of
HIV infection, not during each evaluation or with clinical improvement.
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6. Periodic Medical Evaluations

Periodic medical evaluations of inmates with HIV infection should include obtaining the
patient’s history, a physical examination, immunological monitoring, and laboratory and
diagnostic studies—all briefly described below.

History and Physical Examination

The frequency of the clinician’s physical examinations of an inmate with HIV infection should
be based on the inmate's immune status and other relevant clinical factors, as determined by
the inmate's physician. Medically complex inmates and inmates with AIDS should be
followed closely by a physician. General guidelines regarding periodic medical evaluations are
provided in Appendix 4. Patient interviews and physical examinations should target the
diagnosis of complications of HIV infection, consistent with the inmate's stage of disease (see

Appendix 3).

Immunologic Monitoring

The inmate's immunologic status should be monitored by the measurement of CD4+ T cell
counts and plasma HIV RNA levels, using FDA-approved testing methods. General guidelines
for routine CD4+ T cell counts and HIV plasma RNA testing are provided in Appendix 4;
frequency of testing should be determined on an individual basis. The indications and
frequency of other laboratory monitoring depend on the inmate's antiretroviral treatment
regimen and prophylactic regimen for opportunistic infections. The measurement of p24
antigen, neopterin, and [32-microglobulin levels are not routinely indicated. These markers are
less reliable than plasma HIV RNA levels and do not add significant prognostic information
for the clinician.

Laboratory and Diagnostic Studies

The following additional studies should be considered during periodic evaluations of inmates
with HIV infection:

¢ Tuberculin skin tests (TST): Annual TSTs are indicated for all inmates with prior TST
measurements of <5 millimeters in duration. Inmates with HIV infection and a tuberculin
skin test of 5 millimeters or greater are candidates for treatment of latent TB infection,
presuming the evaluation for active TB disease is negative.

¢ Periodic chest radiographs: Periodic CXRs are required only for inmates with both HIV
and latent TB co-infection who do not complete treatment of latent TB infection. In these
cases, CXRs should be obtained semiannually, regardless of symptoms.

® Glucose-6-phosphate dehydrogenase (G-6-PD) testing: Baseline G-6-PD testing is not
routinely recommended for inmates with HIV infection. Prior to initiating a potentially
offending agent, G-6-PD testing should be initiated on a case-by-case basis (considering
both the patient’s risk for hemolytic anemia and potential for serious complications from
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anemia). G-6-PD deficient inmates are susceptible to hemolytic anemia when exposed to
oxidant drugs such as dapsone, primaquine, and, less commonly, sulfonamides. African
Americans, and persons from Mediterranean countries, India, and Southeast Asia are most
susceptible. Hemolysis is usually self-limited, involving only the older red blood cells. A
small subset of Mediterraneans have a genetic variant that causes severe hemolysis when
exposed to oxidant drugs. Affected patients present with severe fatigue, dyspnea, anemia,
high bilirubin and LDH, reticulocytosis, methemoglobinemia, and “bite cells” on
peripheral smear. During hemolysis, G-6-PD levels may be normal, despite an inherent
deficiency, as susceptible cells are destroyed. Testing may not detect G-6-PD deficiency
until 30 days after cessation of the offending drug.

e Serum lipid analysis: Inmates with cardiovascular risk factors or elevated baseline fasting
triglyceride levels or LDL cholesterol levels should have lipid parameters monitored
periodically while on antiretroviral therapy. The frequency of monitoring and the decision
to medically intervene should be made on an individual basis, depending on the inmate's
medical history and the severity of any lipid abnormalities. More aggressive monitoring
and treatment is indicated for inmates with multiple cardiovascular risk factors,
pre-existing heart disease, diabetes, and other relevant complicating conditions.

e Pap smears: Young women with HIV infection are at higher risk of cervical cancer than
women without HIV infection. A pelvic examination and PAP smear should be repeated at
six months, if normal at baseline, and then repeated annually thereafter in accordance with
guidelines outlined above in Section 4. Baseline Medical Evaluation.

7. Prophylaxis for Opportunistic Infections (OI’s)

Indications and Prophylaxis Regimens

Primary prophylaxis for opportunistic infections is indicated for inmates with HIV infection
and significant immunosuppression (reduction in CD4 + T cells) to prevent acute illnesses that
may require hospitalization. Prophylaxis should be prescribed in accordance with the most
recent USPHS recommendations. Specific recommendations for prophylaxis for Pneumocystis
jiroveci' pneumonia (PCP), Toxoplasma gondii-associated encephalitis, and disseminated
infection with Mycobacterium avium complex (MAC) are outlined in Appendix 6. Primary
prophylaxis for other opportunistic infections should be initiated in accordance with the
following:

Latent tuberculosis infection: Persons with HIV infection who are exposed to M.
tuberculosis have a high risk of developing active TB disease. Treatment of latent TB
infection is indicated for inmates with HIV infection who have tuberculin skin test results of 5
millimeters or greater. In addition, inmates who are close contacts of a contagious TB case
require treatment for latent TB, regardless of their tuberculin skin test measurement. The
preferred treatment regimen is as follows:

1 o . . .
Pneumocystis jiroveci (pronounced "yee row vet zee") is the correct name for what was previously
Pneumocystis carinii. “PCP” remains an appropriate abbreviation for pneumocystis pneumonia.
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® isoniazid (900 mg) twice weekly by mouth (separated by at least two days), administered
under direct observation for nine months (a total of 78 doses);

e pyridoxine (usually 50 mg per dose of isoniazid); and

® baseline liver transaminases tests with monthly assessments for clinical signs and symptoms
of hepatotoxicity. Regular monitoring is only required if inmate is at high risk for
hepatotoxicity (see Clinical Practice Guideline for Management of Tuberculosis).

Cytomegalovirus (CMV): Primary prophylaxis for CMV infection with oral gancyclovir is
not routinely indicated, despite severe immunosuppression (CD4+ T cell counts <50
cells/mm’) and positive CMV IgG titers. Although gancyclovir has efficacy as a prophylactic
agent, gancyclovir treatment does not increase survival, may promote CMV resistance, and
requires a significant pill burden for the patient. Gancyclovir prophylaxis should be
considered on an individual basis for inmates with unique indications. Acyclovir or
valacyclovir should not be prescribed for CMV prophylaxis.

Fungal infections: Primary prophylaxis for fungal infections is not routinely indicated for
patients with AIDS. Although primary prophylaxis with fluconazole for oral candidiasis is
effective, long term fluconazole use may promote candidal resistance, is not cost effective, and
is less clinically important, since oral candidiasis is usually readily treatable with short term
fluconazole therapy. Primary itraconazole prophylaxis for histoplasmosis (CD4+ T cell count
< 100 cells/mm®) may be considered for inmates with unique indications.

Discontinuation of OI Prophylaxis

Discontinuation of primary and secondary prophylaxis of OI’s should be considered on an
individual basis, using the following USPHS guidelines:

Pneumocystis jiroveci (PCP): Primary and secondary prophylaxis for PCP can be
discontinued for inmates whose CD4+ T cell count increases to >200 cells/mm? for at least
three months in response to highly active antiretroviral therapy (HAART). Primary or
secondary prophylaxis should be reintroduced if the CD4+ T cell count decreases to <200
cells/mm? or if PCP reoccurs at a higher CD4+ T cell count.

Toxoplasma gondii: Primary prophylaxis for toxoplasmosis encephalitis can be discontinued
for inmates whose CD4+ T cell count increases to >200 cells/mm® for at least three months in
response to HAART therapy. Secondary prophylaxis (chronic maintenance) for toxoplasmosis
can be discontinued on an individual basis for asymptomatic inmates whose CD4+ T cell count
has increased to >200 cells/mm’ for at least six months in response to HAART. Primary or
secondary prophylaxis should be reinitiated if the CD4+ T cell count decreases to <200
cells/mm’.

Mycobacterium avium complex (MAC): Primary prophylaxis for disseminated MAC disease
can be discontinued for inmates whose CD4+ T cell count increases to >100 cells/mm? for at
least three months. Secondary prophylaxis (chronic maintenance) for disseminated MAC
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disease can be discontinued on a case-by-case basis for asymptomatic inmates who have
successfully completed a twelve-month course of MAC treatment, and have a sustained
increase in their CD4+ T cell count, i.e., > 100 cells/mm?® for at least six months on a HAART
regimen.

Cytomegalovirus (CMV): Secondary prophylaxis (chronic maintenance) for CMV can be
discontinued for inmates with a history of CMV retinitis on an individual basis, in consultation
with the treating ophthalmologist, if the CD4+ T cell count increases to >100-150 cells/mm?
for at least six months in response to HAART. Factors to consider before discontinuing
secondary prophylaxis include inmate adherence to HAART, the location and extent of retinal
disease, and the vision in the contralateral eye. Close follow-up with an ophthalmologist is
indicated. Prophylaxis should be reinitiated if the CD4+ T cell count decreases to <50-100
cells/mm’.

Fungal infections: Guidelines for discontinuation of prophylaxis for fungal infections are
outlined below.

® Cryptococcosis: Secondary fluconazole prophylaxis (chronic maintenance) for
cryptococcosis can be discontinued on an individual basis for asymptomatic inmates whose
CD4+ T cell count increases to > 100-200 cells/mm’ for at least six months in response to
HAART. Reinitiate fluconazole if the CD4+ T cell count declines to <100-200
cells/mm’.

¢ Histoplasmosis: Inmates with prior histoplasmosis ordinarily require prolonged secondary
prophylaxis with oral itraconazole (200 mg twice daily). Consult an expert before
discontinuing maintenance therapy in case of sustained immunologic response to HAART.

® Coccidioidomycosis: Inmates with prior coccidioidomycosis ordinarily require lifelong
secondary prophylaxis with either oral fluconazole (400 mg daily) or oral itraconazole
(200-400 mg twice daily).

Treatment of Opportunistic Infections

Inmates diagnosed with OI’s related to HIV infection should be treated and maintained on
secondary prophylaxis based upon current USPHS guidelines (http://www.AIDSinfo.nih.gov).
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8. Treatment: Antiretroviral Therapy

The Decision to Initiate Antiretroviral Therapy:

Given that treatment is most effective with the initial regimen, the decision to initiate
antiretroviral therapy should be weighed very carefully, giving consideration to all of the
following: immunologic status, potential drug toxicities, length of anticipated
incarceration, motivation, and history of previous adherence to medical treatments.

Timing and Indications for Therapy

While complete eradication of HIV is not achievable with current medications, HAART can
suppress HIV to undetectable levels for sustained periods and thereby prolong life. The
optimal time for initiating antiretroviral therapy in asymptomatic patients without AIDS is
unknown. The DHHS guidelines recommend a conservativ