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Introduction to the Guide

Project Purpose and Background

This binder is designed as a referral guide to accompany the patient booklet, *““I Just Found
Out...Frequently Asked Questions About Your HIV Test in Northeastern Massachusetts,”
written for clients receiving a new HIV positive diagnosis in Northeastern Massachusetts.
The intent of this referral guide is twofold: to facilitate the provision of high quality referrals
to HIV positive clients; and to increase provider use of the rapid HIV test by providing
referral resources specific to Northeastern Massachusetts encompassing the North Shore and
Merrimack Valley “at the tip of [their] fingers.”

For the past several years JSI Research & Training Institute, Inc. has offered training and
technical assistance to reproductive health providers in New England through a CDC
cooperative agreement. The overall purpose of the project is to support the integration of
HIV prevention services into reproductive health clinical and community settings. Many
providers cite the fear of giving a positive HIV result, especially with a rapid HIV test, as a
barrier both to increased testing and to implementing rapid HIV testing where they otherwise
might want to. Many agencies and providers fear they would not know what to say or where
to refer their HIV positive clients and worry about the process disrupting clinic flow.

This resource was developed as a collaborative effort to address this barrier, coordinated by
JSI project staff and with representatives from a wide range of disciplines and organizations.
The materials were reviewed by specialists in HIV, HIV positive individuals, and a diverse
representation of Northeastern Massachusetts in order to ensure medical, technical, and
cultural appropriateness (See: Contributors/Review Team and Special Thanks sections).

The Frequently Asked Questions (FAQs) and Referral Guide can be used by anyone doing
HIV testing in Northeastern Massachusetts, though both products have been designed to
facilitate referrals particularly with the use of the rapid HIV test.

How to Use This Guide

The text from the companion “Frequently Asked Questions” patient booklet are included in
this referral guide in black “text boxes” with additional resources listed below them. These
pages, which contain relevant resources, can be reproduced and shared with clients to
provide tailored information. We hope that you will familiarize yourself with the wide range
of resources in this guide before you find yourself sitting face-to-face with an individual
receiving a positive HIV result. If you take the time to get to know this guide you should be
well-equipped to help a client with a reactive result through the initial delivery of results and
to facilitate their referral to the “next steps” of treatment and support. If this seems scary to
you, remember that you do not have to be an expert in HIV infection to deliver results. All
that is expected is that you provide results with a caring and non-judgmental approach, and
that you have the knowledge and understanding in order to lead the client to people who are
experts in treating and dealing with HIV and AIDS.



CDC HIV/AIDS Science Facts:

CDC Releases Revised HIV Testing
Recommendations in Healthcare Settings

Effective September 2006, CDC has revised its
recommendations for HIV testing in healthcare
settings. The Revised Recommendations for HIV
Testing of Adults, Adolescents, and Pregnant
Women in Healthcare Settings aim to make

HIV testing a routine part of medical care

in addition to expanding the gains made in
diagnosing HIV infection among pregnant women.
The Recommendations replace CDC’s 1993
Recommendations for HIV Testing Services for
Inpatients and Outpatients in Acute-Care Settings
and they update portions of CDC’s 2001 Revised
Guidelines for HIV Counseling, Testing, and
Referral and Revised Recommendations for HIV
Screening of Pregnant Women.

What is different about the new
Recommendations?

Key differences in the Recommendations for
patients in all healthcare settings are:

* HIV screening (another term for broad-
based testing) for patients ages 13 to 64 in all
healthcare settings after the patient is notified
that testing will be performed unless the patient
declines (opt-out screening).

« HIV testing of people at high risk for HIV
infection at least once a year.

» Screening should be incorporated into the
general consent for medical care; separate
written consent is not recommended
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* Prevention counseling should not be required
with HIV diagnostic testing or as part of HIV
screening programs in healthcare settings.

Additional key differences in the
Recommendations for pregnant women in
healthcare settings are:

¢ Including HIV screening in the routine panel
of prenatal screening tests for all pregnant
women, unless the patient declines (opt-out
screening).

* Repeat screening in the third trimester in
certain jurisdictions with elevated rates of HIV
infection among pregnant women.

The Recommendations emphasize the importance
of voluntary testing. Various constituencies

have expressed concern that eliminating the
recommendation for separate informed consent
for an HIV test could result in some patients
being tested for HIV without their knowledge.
Others have asserted that requiring separate,
written informed consent is a barrier that makes
HIV screening difficult to conduct in healthcare
settings, and that removing this requirement would
make widespread HIV screening feasible.

Concerns have also been expressed over the lack
of HIV prevention counseling in conjunction with
HIV testing. CDC continues to support prevention
counseling as an intervention to help people reduce
their risks for HIV, but recognizes it can become a
barrier to HIV testing in busy healthcare settings.

CENTERS FOR DISEASE"
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CDC still recommends that patients receive
information about HIV testing, HIV infection, and
the meaning of test results.

Why did CDC revise the
Recommendations?

There are several compelling reasons why CDC
has revised the Recommendations.

* An estimated one-fourth of the approximately
1 million persons in this country who are living
with HIV do not know they are infected. That’s
approximately 250,000 persons who could be
spreading HIV to their partners unknowingly.
As HIV screening becomes a more routine
aspect of medical care, more people will know
they are infected with HIV.

People living with HIV can receive effective
treatment, resulting in improved health

and extended life, if their HIV infection is
diagnosed earlier. Currently, many people learn
of their HIV infection only after they have
developed symptoms (in a large study of HIV-
infected persons, 65% reported they were first
tested for HIV because of illness).

Most people, after finding out they have HIV,
adopt behaviors that reduce HIV transmission.
Routine HIV testing may help protect the
partners of persons who are living with HIV
but do not know it. In theory, new sexually
transmitted HIV infections could be reduced
more than 30% per year if all HIV-infected
persons knew of their infection and adopted
changes in behavior similar to those of persons
already aware of their infection.

Routine HIV testing may reduce the stigma
associated with an HIV test offered based

on the healthcare provider’s perception (or
knowledge) of risk. When every person gets
offered an HIV test at some point in his or her
health care, it should take controversy and
judgment out of the test and make it a normal
part of taking care of oneself.
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Providers reported that requirements for pre-
test counseling and written informed consent

were not feasible in emergency rooms and
other busy healthcare settings.

For whom are the Recommendations
intended?

The Recommendations are intended for healthcare
providers in both the public and private sectors.
These include healthcare workers in hospital
emergency departments, inpatient services
(including labor and delivery), correctional health
care facilities, clinics including substance abuse
treatment, public health, community, pediatric and
adolescent, prenatal, and mental health, and other
primary care settings.

These Recommendations address HIV testing
in healthcare settings only. They do not change
existing CDC guidelines on HIV counseling,
testing, and referral for persons at high risk for
HIV who receive testing in nonclinical settings
(e.g., at community-based organizations.)

How did CDC develop the
Recommendations?

These Recommendations are the culmination

of a lengthy and deliberate process that began

in 1999 when the Institute of Medicine (IOM)
recommended adopting a national policy of
universal testing of pregnant women with patient
notification (opt-out screening), eliminating
requirements for extensive pretest counseling,
and eliminating requirements for explicit written
consent for HIV testing. Adoption of the IOM
recommendations led to increased prenatal
screening, and, combined with appropriate medical
care, contributed to a dramatic 95% decline in
perinatally acquired AIDS cases. CDC began
exploring the feasibility of adopting a similar
policy for the general public, which could bring
about reductions in sexually transmitted HIV.
Between 1999 and 2006, CDC involved healthcare
providers, representatives from professional
associations and community organizations,
researchers, public health officials, and persons
living with HIV to research and refine the
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Recommendations in order to expand HIV testing,
especially in high-volume, high-prevalence acute-
care settings. Through this process, CDC has tried
to involve persons most likely to be affected by
the Recommendations and ensure the resulting
Recommendations are ethical and fair and would
achieve their stated goals.

Conclusion

CDC believes that the adoption of voluntary,

HIV screening in healthcare settings will foster
the earlier detection of HIV infection, help
healthcare workers identify and counsel persons
with previously unrecognized HIV infection and
link them to clinical and prevention services, and
further reduce sexual and perinatal transmission of
HIV in the United States.

For more information . . .

CDC HIV/AIDS
http://www.cdc.gov/hiv
CDC HIV/AIDS resources

CDC-INFO
1-800-232-4636
Information about personal risk and where to
get an HIV test

CDC National HIV Testing Resources

http://www.hivtest.org
Location of HIV testing sites
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CDC National Prevention Information
Network (NPIN)
1-800-458-5231

http://www.cdcnpin.org
CDC resources, technical assistance, and
publications

AIDSinfo
1-800-448-0440
http://www.aidsinfo.nih.gov
Resources on HIV/AIDS treatment and
clinical trials
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Giving Results: A Brief Guide

Rapid HIV tests can be conducted with the “Single Session Counseling” model, during
which any risk assessment, behavioral counseling, or harm reduction plans are conducted
primarily before and/or during the time when the specimen is collected and tested. Then, the
plan is adjusted as need be if the result is reactive (also known as “preliminary positive”).
Results should ideally be given by the same person that conducts any pre-test counseling who
may be the same person conducting the test, or a primary healthcare provider when done in
the context of a healthcare visit.

Traditional HIV tests (non-rapid) may also contain risk assessment, behavioral counseling,
or harm reduction plans but will be conducted over two sessions. The main difference is that
you will know the result before the client returns a second time and can have any necessary
referrals prepared accordingly. As this test will be confirmed at the lab, you do not need to
re-test; you should simply refer the client on for care. The other difference is the possibility
of an indeterminate result, which means a result is inconclusive (could indicate a recent
infection or a test reaction to something other than HIV). For an indeterminate result, you
will advise the client to return for re-testing in 4 weeks.

Giving a Negative HIV Test Result

1. Share the result in simple language, making sure they understand.
A negative result can be given using language such as,

“Your HIV test today was negative, meaning that antibodies were not found in
your system today.”

2. Discuss the 90 day window period and, based on client risk, the need for subsequent
testing.

3. Reinforce the prevention plan and make referrals and follow-up as necessary.

Giving a Positive HIV Test Result

1. Share the result in simple language, making sure they understand.
For the rapid HIV test, you can use language such as,

“The initial test result is a preliminary positive, indicating that you are likely to be
infected with HIV.”



“This must be confirmed with another test to determine whether or not you have HIV
infection. We can take some blood today and send it to the lab for that confirmatory
test.”

With a traditional or Western Blot confirmatory test, you can use language such as,

“The HIV test result is positive; this means that HIV antibodies have been found in
your blood.”

Remember that your primary role at this moment is to attend to their emotional response.
It is important to stay with the client both physically and emotionally. Take cues from the
client as to what he/she needs from you, knowing that most clients see testing positive for
HIV as a crisis in their lives. Clients may be unable to hear or integrate much information
during this session.

Offer messages of hope and acknowledge the client’s feelings.

“Take your time, we have plenty of time to talk about the results.”

“How are you feeling about this?”

“What questions do you have?”

“This is hard news to hear. Let me tell you what we can do next.”

The priorities then will be to facilitate or arrange for confirmatory testing (if using a rapid
HIV test), assess need for referrals and support for the individual such as mental health
support and an HIV specialty care provider, and ensure that you have contact information
for follow-up and a plan regarding confirmatory test results. Any discussion of the
client’s post-test options such as case management, medical care, partner notification,
support systems, etc. should be guided by the client’s ability to attend to it.

Facilitate the blood draw for confirmatory test (with the rapid HIV test only).
**INDICATE ON LAB SLIP THAT THE RAPID HIV TEST WAS REACTIVE**
Give referrals — at a minimum to an HIV Treatment Center.

If you can, make the telephone calls to set up appointments for HIV medical care or other
services right there with the client. Most HIV specialty clinics have someone on-call to
speak to someone who is newly diagnosed if needed.

. Assess need for emotional support.

“It can be difficult dealing with the possibility that you’re infected with HIV. How are
you doing? Who can be supportive to you in dealing with this?”



Suicide — Every Counselor’s Fear

A common fear on the part of HIV counselors is that in the face of a positive HIV test,
their clients will become suicidal and they will not know how to deal with this or how to
help them. First, you should know that this reaction is extremely rare. Many people show
no emotion upon being given a positive result — it’s important to be careful not to put our
own emotions or preconceived ideas of how we think we would feel onto a client.

That said, any suicidal thoughts or ideas expressed by the client should be taken
seriously, and appropriate referrals and support given. If the client does express suicidal
thoughts or feelings you can ask, “Is this bothering you so much that you are thinking
about killing yourself?” Asking the suicide question is appropriate if the issue comes up.
It demonstrates that you are genuinely concerned about the person in distress. Offer to
assist in obtaining whatever help he or she would like. If that person is uncomfortable
talking to you, or a family member or doctor, tell them they can always call Samaritans
of Merrimack Valley at (866) 912-HOPE (912-4673), the National Suicide Prevention
Lifeline at (800) 273-TALK (273-8255), or the mental health resources and hotlines
listed in this guide under “Support Groups, Hotlines, and Mental Health.”

Prevention plan re: HIV transmission.

Remind the client of the importance of protecting oneself and others to avoid transmitting
the virus. Advise the client to adopt the behaviors discussed in the prevention plan (i.e. to
act as if he/she is HIV-infected) until a reactive rapid HIV test has been confirmed.

Confirm contact information and follow-up plan.
Help your client make a plan:

= Talk about the next few hours, week, two weeks.

= For instance, they may want to call in sick to work.

= Help them think about who they do and do not want to tell (for instance, they may not
want to tell their boss).

= Think about who they can go to for support.

Take a moment to yourself or to process with a co-worker.

As always, it’s important to maintain boundaries, confidentiality and be professional
while taking care of yourself. Remember, all that is expected is that you provide results
with a caring and non-judgmental approach, and that you have the knowledge and
understanding that will lead the client to people who are experts in treating and dealing
with HIV.



Giving a Non-reactive (Negative) Rapid HIV Test Result

Content

Message

Provide test result clearly and simply.

Your rapid HIV test result is negative.

Your rapid HIV test result came back
non-reactive.

Explain the meaning of a non-reactive
test result.

This means that HIV antibodies were
not found in your blood.

This means that the test did not
detect HIV antibodies in your blood.

Emphasize that the result is based on

exposure that occurred at least 3 months

prior to the test.

This means that you are not infected
with HIV, unless you have had a
possible exposure within the past 3
months.

This result is based on possible
exposure you had at least 3 months
ago.

Assess the client’'s emotional reaction to

the result.

How are you feeling about this result?

What questions do you have about
this result?

Adapted from the Centers for Disease Control and Prevention: Reporting Rapid HIV Test Results
Fundamentals of Waived Rapid HIV Testing and Prevention Counseling




Giving an Invalid Rapid HIV Test Result

Content

Message

Explain that the test must be repeated.

We need to repeat the process from
the beginning in order to provide you
with an accurate result.

| need to do another test.

Inform the client that the test could not
be interpreted.

There was a problem when running
your test and it cannot be interpreted.

The test is invalid and cannot be
interpreted because there was a
problem.

Tell the client the reason(s) why the test

could not be interpreted.

Most of the time the problems are
related to the process of collecting
the specimen or a faulty test kit.

Sometimes problems occur with the
test kits or blood collection process.

When this happens, our protocol is to
repeat the test.

Assure the client that quality control

measures are in place to make sure that

the test is conducted correctly.

We have some safeguards in place
that help us identify when we have
problems running the test.

Our system has detected that there
was a problem while running your
test.

We have measure in place to
determine when problems arise while
running the test.

Continue to assess the client’s emotional

reaction.

How are you feeling?

What questions do you have?

Adapted from the Centers for Disease Control and Prevention: Reporting Rapid HIV Test Results
Fundamentals of Waived Rapid HIV Testing and Prevention Counseling




Giving a Reactive (Preliminary Positive) Rapid HIV Test Result

Content

Message

Provide reactive result to this screening
test clearly and simply.

Your screening test result is a
preliminary positive.

| have your screening test result and it
IS reactive.

Explain the meaning of a reactive test
result.

This means that the test may have
detected HIV antibodies in your blood.

This is a strong indication that you
may have been infected with HIV.

Emphasize the need for confirmatory
testing.

This result needs to be confirmed with
an additional test.

Remember that we talked about the
other test that we’ll need to do today to
confirm the result.

Further testing is always needed to
confirm a preliminary positive
screening test result.

Assess the client’'s emotional reaction to
the result.

(Counselor: you should allow some
silent time for the client to absorb the
results.)

How are you feeling about this result?
What questions do you have about
this result?

Tell me your thoughts about what | just
said.

Advise client to take precautions to avoid
transmitting infection to others while
awaiting confirmatory testing.

It is important to protect yourself to
avoid the possibility of infecting
yourself or others.

While waiting for the confirmatory test
result, you need to take precautions to
avoid the possibility transmitting the
virus or acquiring any other infections.

A sample message for conveying this information could be: “Your screening test
result is reactive which means HIV antibodies may have been found in your blood.
This result needs to be confirmed with an additional test. While waiting for the
confirmatory test result, it is important to take precautions to avoid transmitting the

virus. How are you feeling about this result?”

Adapted from the Centers for Disease Control and Prevention: Reporting Rapid HIV Test Results
Fundamentals of Waived Rapid HIV Testing and Prevention Counseling

10



Giving an Indeterminate Western Blot HIV Test Result

Content

Message

Provide indeterminate result to this
screening test clearly and simply.

Your test result came back
indeterminate.

| have your test result and it is
indeterminate.

Explain the meaning of an indeterminate
test result.

An indeterminate test means that the
test could not determine whether you
are infected or not.

This is an indication that you may
have been infected with HIV very
recently, or that something else is
reacting with the test to make it look
like that; but we will have to repeat the
test to determine which one it is.

Emphasize the need for confirmatory
testing.

We will need to follow up with an
additional test in about 3 weeks.
Further testing will be needed to
determine if you are infected with HIV.
Since your risks are high, we'd
recommend that you see an HIV
specialist who may do some additional
testing.

Assess the client’'s emotional reaction to
the result.

(Counselor: you may allow some silent
time for the client to absorb the
results.)

How are you feeling about this result?
What questions do you have about
this result?

Tell me your thoughts about what | just
said.

Advise client to take precautions to avoid
transmitting infection to others while
awaiting confirmatory testing.

It is important to protect yourself to
avoid the possibility of infecting
yourself or others.

While waiting for the confirmatory test
result, you should take precautions to
avoid the possibility of transmitting the
virus or acquiring any other infections.

11



Giving a Positive Confirmatory Western Blot HIV Test Result

Content

Message

Provide positive result to this screening
test clearly and simply.

Your test result came back positive.

| have your HIV test result and it is
positive.

Explain the meaning of a positive test
result.

This means that the test detected HIV
antibodies in your blood.

This means that the test shows that
you have been infected with HIV.

Allow the client time to absorb the test
results.

(Counselor: you may allow some
silent time for the client to absorb the
news)

Had you expected it to come back this
way?

Take your time, we have plenty of time
to talk about the results and what is
next.

Assess the client’'s emotional reaction to
the result.

How are you feeling about this result?
What questions do you have about
this result?

Tell me what you are thinking.

Advise client to take precautions to avoid
transmitting infection to others.

Let’s talk about ways to protect
yourself.

How do you plan to prevent getting
any other infections?

How do you plan to prevent
transmitting HIV to others?

Emphasize the importance of getting
linked to specialty medical care.

Let’s talk about your medical care. Do
you have a doctor or a provider that
you would like to stay with, or would
you like me to make an appointment
with an HIV specialist?

You will need some more tests to
determine if you need medications
now or not.

They can answer your questions and
help you make decisions.

12



Giving Results: Confirmatory Testing

Where and how can | get confirmatory testing?

Anyone who has a preliminary positive rapid test must get another test to confirm the results. If you
have not yet had this second test, ask your doctor for a list of places that offer confirmatory testing,
or contact:

o AIDS Action Committee HIV/AIDS & STD Hotline
(800) 235-2331 / www.aac.org
M-Th 9am-8pm, F 9am-5pm.
Interpretation services available.

e Health Quarters
(800) 892-0234 / www.healthg.org

O 19 Broadway, Beverly, MA 01915
(978) 922-4490

O 215 Summer St., Haverhill, MA 01830
(978) 521-4444
Spanish spoken.

O 101 Amesbury St., Ste. 202, Lawrence, MA 01840
(978) 681-5258
Spanish spoken.

U 274 Main St., Reading, MA 01867
(781) 944-8325

Confirmatory Testing for the Rapid HIV Test

e All patients who have a reactive (preliminary positive) rapid HIV test must be given
another test to confirm that the person being tested is infected with HIV.

e A confirmatory test sample should be collected by you in the same visit after a patient has
received a reactive result with a rapid HIV test. If the patient opts to go elsewhere for
confirmatory testing, counsel on risk reduction and refer to another testing site.

e Confirmatory testing may be performed on either a whole blood or oral fluid specimen
that is sent to the lab.

e All rapid HIV test results must be followed up with a Western blot and/or
immunoflourescent assay (IFA) for confirmation.

e Indicate on the lab sheet that the specimen is from an individual who already
received a reactive rapid HIV test result.

e Most confirmatory test results will be positive, unless in a low prevalence setting.

13



If the confirmatory test is negative, however, repeat testing should be performed to rule
out specimen mix-up. If an oral specimen was used, repeat testing should be performed
with a blood specimen since the oral fluid test is slightly less sensitive than the blood test.
The CDC also recommends a sample be sent by the lab to the CDC for further testing for
HIV-2, and to re-test in 30-60 days.

If the confirmatory test is indeterminate, for blood specimens the person should be
advised to return for repeat testing in one month. For oral fluid specimens, the Western
blot or IFA test should be repeated using a blood specimen. Refer to an HIV specialist for
repeat testing.

Once a patient is confirmed positive, they should be connected to care. Several special
blood tests will be run, including an RNA test and CD4 count. This is essential so that the
patient and physician can know the extent of virus in their body (number of copies) and
how many T cells they have. Both numbers are needed by a physician to recommend
treatment.

14



Troubleshooting Guide For Confirmatory Testing

Problem

Potential Causes

Action

Confirmatory test
result does not agree
with rapid HIV test
result (i.e., RT result
is reactive;
confirmatory test is
negative or
indeterminate).

Specimen mix-up.
Testing during HIV
window period
(varying test
sensitivities).
Clients with
interfering medical
conditions.
Specimens with
interfering
substances.

Procedures should describe how to

handle discrepancies, as follows:

RT result is reactive,
confirmatory test is negative.
o Blood specimen — repeat

confirmatory testing with new

specimen to rule out mix-up.

o Oral fluid specimen — repeat
confirmatory testing using a
blood specimen.

RT is reactive, confirmatory test

Is indeterminate.

o Blood specimen — the client
should return for repeat
testing in one month.

o Oral fluid — repeat the
Western blot or
immunofluorescent assay
(IFA) test with a blood
specimen.

If the confirmatory testing

laboratory performed enzyme

immunoassay only, contact the
confirmatory testing lab and
request a Western blot or IFA
test on the same specimen, if it
is still available. If the specimen
is not available, recall the client
and collect a new specimen for
confirmatory testing.

RT = rapid HIV test

Fundamentals of Waived Rapid HIV Testing and Prevention Counseling
Adapted from the Centers for Disease Control and Prevention: Providing HIV Test Result

15
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Medical Health: Treatment Centers

I just learned that I am HIV positive. Do | have AIDS?

AIDS stands for Acquired Immune Deficiency Syndrome. AIDS is the most serious outcome of HIV
infection. Being HIV positive is not the same as having AIDS, but it means that you may develop
AIDS in the future. HIV attacks your immune system, gradually harming the way it functions. Your
immune system protects your body from harmful germs like viruses or bacteria. Over time, if your
immune system becomes seriously damaged by HIV, your body loses its ability to fight certain
infections and cancers. AIDS occurs once the immune system has been significantly damaged. You
will need to have more medical tests to determine how strong your immune system is and if you
have AIDS.

Am | going to die?

A positive HIV test is scary news, but it is not a death sentence. Many people live full lives with
HIV, and they are alive and well many years after getting infected. A positive HIV test result is an
important medical message. Finding out that you have HIV gives you the chance to get the medical
care you need, take control of your health, and slow or prevent some of the possible health effects of
HIV.

Where can | get the HIV care | need?

You should find a doctor who specializes in HIV treatment and see this doctor regularly for check-
ups of your immune system. Unless you already have an advanced form of HIV disease, this care is
mainly preventive—to keep the disease from getting worse. You do not need to stop seeing your
regular doctor— they can talk with your HIV doctor about the best ways to take care of your medical
needs.

Where to Find HIV Medical Care:

e Greater Lawrence Family Health Center
34 Haverhill St., Lawrence, MA 01841
(978) 686-0090 / www.glfhc.org
Spanish, French, Cambodian, Chezlk, Farsi, German, Gujarati, Hebrew, Indo, Italian,
Korean, Lebanese, Lingala, Punjabi, Russian, S-Swa, Taiwanese, and Urkra spoken.

e Lowell Community Health Center
585 Merrimack St., Lowell, MA 01854
(978) 937-9700 / www.Ichealth.org
Spanish, Portuguese, French, Haitian Creole, Khmer, Lao, Luganda, Swahili, and
Vietnamese spoken.

e Lynn Community Health Center
269 Union St., Lynn, MA 01901
(781) 581-3900 / www.Ichcnet.org
Spanish, French, Arabic, French Creole, Khmer, and Russian spoken.

17



In addition to the HIV medical care agencies and providers listed, you can also find a directory of
additional private providers in your area by searching on the American Academy of HIV
Medicine’s website at www.aahivm.org or the HIV Medicine Association’s website at

www.hivma.org.

More HIV medical care options:

e Lawrence Kidd, MD
50 Prospect St., Lawrence, MA 01841
(978) 682-3686
M, W-F 9am-4pm.
e Karen Mello, MD (Pentucket Medical at RiverWalk)
500 Merrimack St., Lawrence, MA 01843
(978) 557-8900
M-F 8:30am-5pm.
e Steven Keenholtz, MD (North Shore Primary Care)
140 Commonwealth Ave., Danvers, MA 01923
(978) 777-6544
M-F 9:30am-5pm.
e Peter Sheckman, MD (North Shore Medical Group)
496 Lynnfield St., Ste. 201, Lynn, MA 01904
(781) 593-3400
M-W 9:30am-5pm.
¢ Lucas Wolf, MD
302 Washington St., Gloucester, MA 01930
(978) 356-5524
M-Th 8am-2pm.
e Rajaa Nahra, MD
33 Bartlett St., Lowell, MA 01852
(978) 275-1913
Spanish and Khmer spoken. M-F 8:30am-4:30pm.

e David Sidebottom, MD (Saints Memorial Medical Center)
1 Hospital Dr., Lowell, MA 01852
(978) 458-1411

18



Medical Health: HIV Medications

Do | need to be on HIV medicines now?

You may or may not need to be on HIV medicines now. When to start taking HIV medicines
depends on your overall health, the amount of HIV virus in your blood (viral load), and how well
your immune system is working. You and your doctor will determine the best time to start taking the
medicines. Once you begin taking HIV medicines, you may need to continue taking them for the rest
of your life.

HIV/AIDS Basics

What is HIV?

The Human Immunodeficiency Virus (HIV) is the virus that leads to AIDS. HIV belongs to a
subset of retroviruses called lentiviruses (or slow viruses), which means that there is an
interval—sometimes years—between the initial infection and the onset of symptoms. Upon
entering the bloodstream HIV infects the CD4+T cells and begins to replicate rapidly.

Scientists believe that when the virus enters the body, HIV begins to disable the body's
immune system by using the body's aggressive immune responses to the virus to infect,
replicate and kill immune system cells. Gradual deterioration of immune function and
eventual destruction of lymphoid and immunologic organs is central to triggering the
immunosuppression that leads to AIDS.

What is AIDS?

Acquired Immunodeficiency Syndrome (AIDS) is the final stage of HIV infection. The
Centers for Disease Control establish the definition of AIDS, which occurs in HIV-infected
persons with fewer than 200 CD4+T cells and/or persons with HIV who develop certain
opportunistic infections. In 1992, the CDC redefined AIDS to include 26 CDC-defined AIDS
indicator illnesses and clinical conditions that affect persons with advanced HIV.

19



Treatment Basics

What is the treatment for HIV or AIDS?

=>» Antiretroviral medicines. Because HIV is a retrovirus, the drugs used to treat it are
called antiretroviral medicines. These powerful medicines control the virus and slow
progression of HIV infection, but they do not cure it. These medicines must be taken
exactly as the doctor prescribes.

= HAART. The current recommended treatment for HIV is a combination of three or
more medicines. This regimen of medicines is called highly active antiretroviral
therapy (HAART). How many pills someone will need to take and how often to take
them will depend on which medicines the doctor chooses. Remember, each HAART
regimen is tailored to each individual patient. There is no one best regimen. You can
read more about specific HAART regimens at
wwwe.aidsinfo.nih.gov/other/cbrochure/english/04_en.html. HAART may cause some
side effects. Patients and their doctors should discuss potential side effects so that
they will know if they occur. If they experience any side effects, even those that may
seem minor, they should talk about them with their doctor.

=>» Other medicines. The doctor may also prescribe other medicines, depending on your
CD4 cell count and medical needs. Side effects should always be discussed with a
doctor. Medicines and the way they are taken should never be changed without first
talking with a doctor. Medicines not taken the right way consistently may not be as
effective as they should be.

=>» Treating other infections. If a patient’s HIV infection gets worse and the CD4 cell
count falls below 200, they are more likely to get other infections. Their doctor may
prescribe medicines to prevent particular infections, such as PCP. The most important
thing a patient can do after they learn that they have HIV is to work closely with their
doctor. Because HIV and HIV-related illnesses vary from person to person, the doctor
will design a medical care plan specifically for that individual.



DAY

ONE:

AFTER YOU'VE

getting informed

and taking charge of your health

| wonder about
what | can do to
stay healthy.

A positive HIV antibody test is scary news but it’s not a
death sentence. As better therapies continue to be devel-
oped, it’s entirely possible to live out a normal lifespan after
testing positive. The key to living a long life with HIV is
availing yourself of health care and suitable therapies.

A positive result is an important medical message that
may help you save and extend your life. Whether you took
the test or not, sooner or later you would have learned of
your HIV status.

If you learn by testing, you have a chance to slow or
prevent some of the possible health outcomes. Even if you
didn’t get tested, HIV would present itself at some point
as an infection or damage to your immune system. And, if
you had waited for HIV disease to present itself, many of
your best medical options would already be lost.
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about your status
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I want to know
wmore about how HIV
can affect me.

| want to
learn wore about the
tests | need.

Most testing sites provide counseling to help people
handle the news. The real work, however, is up to you.
Given the right attitude and the right information, most
people can live for along, long time. Getting informed and
taking charge of your health will help you make the best
of your situation. This publication can help you with the
things you need to do:

» Develop a strategy to adapt to your new situation;

» Learn more about HIV and how it can affect you;

» Understand the medical tests you’ll use;

» Find ways to promote and maintain your health; and

» Learn how to use the services at Project Inform.

Reading this publication is a good first step. It’s a little long,
but it’s worth the time. It’s about saving your life.

HIV and your immune system: 2; Disease progression: 3; Checking on your immune health: 4—5; CD4+ cell count tests: 6; Viral load tests: 7;
Interventions against HIV: 8-10; When to start treatment: 11; Available treatments: 11; The bottom line: 12.

PROJECT INFORM 1375 MISSION STREET SAN FRANCISCO, CA 94103-2621 415-558-8669 FAX 415-558-0684 SUPPORT@PROJECTINFORM.ORG WWW.PROJECTINFORM.ORG




. PROJECT INFORM Q

. MAY 2008

DAY ONE

HIV and your immune system

HIV (human immunodeficiency virus) is the virus that
causes AIDS (Acquired Immune Deficiency Syndrome).
Being HIV-positive does not mean that you have AIDS,
but it does mean that you may develop AIDS. HIV attacks
your immune system, gradually impairing how it functions.

Your immune system helps keep your body healthy
by recognizing and attacking foreign substances, like
viruses or bacteria. Over time, if it becomes seriously
damaged or weakened by HIV, your body loses its ability
to fight certain infections and cancers. These are called
opportunistic infections (Ols).

AIDS is the most serious outcome of HIV infection. It
occurs once your immune system has been significantly
damaged. If you have certain Ols, it will lead to an AIDS

diagnosis. This is because the presence of these Ols in your

body points to a significantly damaged immune system.

An AIDS diagnosis will also be given if the counts of
your immune system cells (called CD4+ T cells or sim-
ply CD4s) fall below 200. These cells are the key play-
ers in your immune system. Their “normal” range in a
healthy HIV-negative person is 500-1,500 cells/mm3.

This gradual destruction of the immune system
doesn’t happen the same way in everyone, or even at the
same pace. In some, it may not happen at all. In a small
percentage of people, HIV destroys their immune sys-
tems very rapidly, in just a few years. But others remain
well for 10-15 years or longer. On average, without
using HIV therapy, most people remain well for about
ten years before facing their first serious symptoms.

: ber of thi L bout HIV infection:

Viral load tests measure
the amount of HIV in
the bloodstream. They
can generally predict
how quickly HIV will
damage the immune
system. In effect, these
tests predict the loss of
CD#4 cells: the higher the
number, the greater the
risk of damage to your
immune system. Using
effective treatments can
greatly reduce the level
of HIV and slow its rate

of disease progression.

TOLL-FREE NATIONAL HIV/AIDS TREATMENT HOTLINE 1-800-822-7422

CD4 cell count tests mea-
sure the level of CD4
cells, a certain type of
white blood cell. These
tests can measure the
decline of your immune
health. However, tak-
ing HIV therapy can
slow the decline of your
immune health. In fact,
many people who start
HIV therapy experience
a significant increase in
their CD4 counts.

LOCAL AND INTERNATIONAL 415-558-9051

For long periods, often
several years, the body
copes effectively with
HIV in many people. The
number and percentage of
CDA4 cells fall, but slowly.
During this period, most
people feel normal and
suffer no obvious ill
effects. Despite this, most
researchers believe that
damage is still being done
to the immune system.
Many scientists believe
that early intervention
during this time may
have the greatest impact,
though others remain
skeptical. They believe the
possible side effects from
early treatment might

outweigh its benefits.

Without treatment, the
body slowlylosesitsability
to fight infections. Some
infections, like Pneumo-
cystis jiroveci pneumonia
(sometimes called PCP),
become likely when CD4
counts fall below 300 or
200. Minor infections can
occur at counts above 300.
Other life-threatening
infections become more
likely when the count falls
below 100 or 50.

MONDAY-FRIDAY 10-4 PACIFIC TIME




Disease progression

HIV is a “spectrum” illness: all who are infected have the
same disease, but there are different stages to it. AIDS is
the name given only to the later most serious stage. In the
earlier and less serious stages, people are HIV-positive,
meaning they tested positive on an HIV antibody test
but they have no life-threatening symptoms of illness. If
left untreated, most people generally progress along the
spectrum toward AIDS.

HIV disease can progress slowly or quickly. Several
studies have researched the rate at which it progresses
when left untreated. Most conclude that about half of
HIV-infected people progress to AIDS if left untreated
within about ten years of infection. About three out of
four (75%) reach AIDS by the 15th year.

These studies conclude that HIV is a progressive dis-
ease that leads to symptomatic illness in most people
over time. Children born with HIV and people infected
through blood transfusion seem to get sick more quickly.

Studies suggest that when women have access to and

the spectrum of HIV

infection

seroconversion
(3-6 months*)

healthy HIV-positive
(1-10 years*)

seek regular care and monitoring, their progression rates
are similar to and perhaps even slower than men. Studies
that include people with hemophilia are inconclusive about
their rates of progression.

Why people progress at different rates is uncertain. It
may be due to differences in the strain of HIV a person
gets. Others believe it is influenced by genetic differences
in people, while others suspect that lifestyle factors make
a difference.

symptomatic HIV/AIDS

(after 8-12 years¥®)

possible minor symptoms
(3-10 years¥®)

* average times; actual times may vary greatly from person to person

what happens
without intervention*

—— At which point do you want to do something about your HIV~ —

Infection and partial recovery

Gradual, stepped CD4+ decline

Risk of serious infection or AIDS

* in roughly 85-90% of HIV-infected people
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DAY ONE

checking on your immune health

With most illnesses, we wait until a disease shows up before doing anything about it. “If it ain’t broke, don’t fix it” But
in HIV disease, the immune system starts to “break” immediately, not just when Ols show up. So keeping an eye on
the health of your immune system is critically important. Two common ways to do this are: (1) noticing when symp-

toms occur and (2) getting lab tests done. Each can appear to have advantages and disadvantages.

Noticing when symptoms occur Getting lab tests done

This approach waits for active infections and disease to This approach doesn’t wait for symptoms or disease to
occur. In HIV, this means watching out for such things occur. This means getting routine tests done to check
as thrush (yeast infections), PCP, Kaposi’s Sarcoma (KS) on the different parts of your immune system. These
lesions and so on. tests include the following:

) .
Il ADVANTAGES HIV antibody tests

It is easier to believe and take action when we are faced > CD4 cell counts
with an obvious illness. People who feel sick usually » viral load tests

want to treat the illness as soon as possible. .
P > basic blood tests

I DISADVANTAGES
HIV disease progresses even before symptoms appear.
By the time they do appear, treating the underlying
problem may be less effective because your body is left

Il ADVANTAGES

The laboratory signs of illness usually show up before
you actually feel sick. Using these various test results
help people and their doctors prevent serious infec-
tions before they occur. They also help them make
treatment decisions based on real numbers and not

with fewer defenses.

just guesses.

| get wy lab
~ fefs;ie‘l":fo;:;:v Even when Il DISADVANTAGES
i 39 : you're feeling well? Some people find it difficult to act on their test results,
f\\l)% y 9 since they often feel fine no matter what the lab num-
) \ C bers say. People who feel healthy may be less moti-
Ef/\’3 ) vated to start treatment. Test results vary, and they
\rﬁ §& | change for many reasons.
’ R C

TOLL-FREE NATIONAL HIV/AIDS TREATMENT HOTLINE 1-800-822-7422 LOCAL AND INTERNATIONAL 415-558-9051 MONDAY-FRIDAY 10-4 PACIFIC TIME




Because HIV infection can be a life-or-death matter, it is
critical to choose the second approach. Taking a preven-
tive approach makes it possible to:

» use treatments when they’re most effective,
» prevent the most serious infections, and

» slow the rate of disease progression and permanent
damage to your immune system.

Some people say they hesitate to act before they’re sick
because today’s treatments are not perfect, hoping to wait
for something better to come along. However, no one

knows when “perfect” treatments will become available. It
is well proven that today’s treatments can extend survival
time. Although we can’t predict the results for every person,
we do know what generally happens without treatment.
The purpose of preventive action is to slow the prog-
ress of HIV disease. This approach is the one that seems
to offer the clearest hope. Once infected, you have one
chance to manage your disease correctly. So consider your
options carefully and learn how to tell when a therapy
is or is not working for you. To learn more, read Project
Inform’s publicationS, Making Decisions About Therapy
and Blood Work: Two Common Tests to Use.

Project Inform treatment strategy for HIV disease

Have you tested positive for HIV? Yes or no?

444

Get physical exam(s)
Women: GYN and Pap

} Get key tests: CD4

cell count & viral load

} Get other blood tests
as needed

v

| Maximize your health support. Consider your treatment options. |

| Get CD4 cell and viral load tests done every three months. |

__EARLY STAGE DISEASE

CD4 cell counts: above 500
Viral load: below 5,000

Get tests done every three months.

Consider ways to support your
nutrition and immune system.

P

__MIDDLE STAGE DISEASE

CD4 cell counts: 200-500
Viral load: 5,000-100,000

Consider HIV therapy.

Consider ways to support your
nutrition and immune system.

_ADVANCED STAGE DISEASE

CD4 cell counts: below 200
Viral load: above 100,000

Get tests done every three months.

Consider ways to prevent
opportunistic infections.

© PROJECT INFORM 1375 MISSION STREET SAN FRANCISCO, CA 94103-2621
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common blood tests and what they tell you

CDA4 cell count tests

For many years, testing the number
of CD4 cells was the only lab measure
for the effects of HIV disease. Low
numbers of these cells (below 200)
accurately predict the risk of major
infections.

Doctors encourage people to start
HIV therapy when their CD4 counts
are 200-350. However, these are
arbitrary numbers used in studies of
HIV drugs. By itself, a CD4 count

doesn’t tell us enough about the state
of disease. It only shows that the
level of CD4 cells is below normal,
to varying degrees. Getting the full
picture of your HIV disease requires
monitoring your general health and
additional tests, especially the viral
load test and CD4 percentage.

It has become common to put
people with CD4 counts below 200
or 300 on preventive treatment for

PCP (often using Bactrim/Septra or
dapsone), along with all people who
have had an initial bout of PCP.
Regardless of CD4 count, yearly
checking for tuberculosis is becom-
ing increasingly important. Preven-
tion strategies for all of the common
OIs are described in Project Inform’s
publications, Opportunistic Infections
Chart and Strategies for Managing
Opportunistic Infections.

(

\
CD4 Cell Count Ranges
NORMAL BELOW NORMAL LOW
(500 plus) (350-500) (under 350)

Normal Range: In general, a CD4 count above 500 suggests no immediate danger. This level is sometimes
used as the bottom of the “normal” range, but this can be misleading. While an occasional drop to 500 may be
normal, a steady or falling count over time towards 500 or even 600 is not normal and suggests a weakened
immune system. At the very least, nutritional counseling, CD4 count monitoring and using other routine tests
are recommended in this range, whether or not treatments are used.

Below Normal Range: CD4 counts in this range indicate significant decline of the immune system. However,
serious symptoms are uncommon. It is quite rare for a person to die of AIDS with CD4 counts in this range.
Some researchers believe this is the best time to begin treatment, especially if your viral load tests also indicate
significant viral activity.

Low Range: A CD4 count of 200 or less constitutes an AIDS diagnosis. CD4 counts below 350 indicate the
greatest risk for infections. A person with counts below 350 may remain stable for many years, especially with
thoughtful health care. While some people have warning signs (symptoms) before major infections occur, this
is not always the case. Some progress directly from apparently good health to serious Ols. Generally, people
with established HIV infection with CD4 counts in this range are encouraged to start HIV therapy.

TOLL-FREE NATIONAL HIV/AIDS TREATMENT HOTLINE 1-800-822-7422 LOCAL AND INTERNATIONAL 415-558-9051 MONDAY-FRIDAY 10-4 PACIFIC TIME




Viral load tests (PCR)

Tests are available that directly meas-
ure the activity of HIV in the blood.
They provide extra information to
describe a more accurate picture of
the risk of disease progression.

Viral load tests measure the
amount of new HIV being produced
and released into your blood. Studies
show that higher viral loads are asso-
ciated with a greater risk of losing
CD4 cells and then progressing to
symptoms of HIV disease. Ideally,
an HIV-infected person should have
no detectable level of virus, which
means that HIV activity is too low
to be measured by the tests.

Current tests measure down as low
as 50 copies of virus. This is associated
with the best possible medical out-
come. Higher levels — ranging from
about 30,000 (in women) to 60,000
(in men) to upwards of millions of
copies of virus — are linked to higher
rates of disease progression. In short,
the higher the number, the more
rapid the rate of disease progression.

Studies of new drugs use viral load
tests to measure the effects of the
drugs. A good combination of HIV

drugs can quickly reduce the level of
virus at least ten times and often as
much as a thousand times. The goal
of therapy is to reduce viral load to
as low as possible, preferably below
the lowest level detected by the test,
below 50 copies.

HIV-positive people and their
doctors use both CD4 counts and viral
load tests to make decisions about if
and when to use HIV drugs. These
tests also help determine whether a
drug is working or not. When HIV
levels begin to rise again while using
a drug, most doctors believe it is
time to switch to another drug or
combination of drugs. Also, if your
CD4 counts begin falling, reassess-
ing your HIV therapy is warranted.

At the very least, viral load tests
provide a rational basis for helping
some to decide when or whether to
use HIV drugs, as well as a tool for
determining whether or not a drug
combination is working. For more
information, read Project Inform’s
publications, Blood Work: A Useful
Tool for Monitoring HIV and Blood
Work: Two Common Tests to Use.

Final thoughts on testing

No single test gives a total picture of immune health or
disease progression, but CD4 count and viral load test
results taken together over time are very important. As

we learn to manage HIV as a chronic illness, these tests

© PROJECT INFORM 1375 MISSION STREET SAN FRANCISCO, CA 94103-2621

drug i.d. chart

Protease inhibitor

Agenerase  amprenavir

Aptivus tipranavir

Crixivan indinavir

Invirase saquinavir hgc
Kaletra lopinavir+ritonavir
Lexiva fosamprenavir
Norvir ritonavir

Prezista darunavir

Reyataz atazanavir
Viracept nelfinavir

Nucleoside (NRTI) and
nucleotide (NtRTI) analogue
reverse transcriptase inhibitor

Combivir 3TC+AZT

Emtriva emtricitabine (FTC)
Epivir lamivudine (3TC)
Epzicom 3TC+abacavir

Retrovir zidovudine (AZT)
Trizivir 3TC+AZT+abacavir

Truvada FTC+tenofovir

Videx didanosine (ddI)

Videx EC  didanosine enteric-
coated (ddI EC)

Viread tenofovir

Zerit stavudine (d4T)

Ziagen abacavir

Non-nucleoside reverse
transcriptase inhibitor (NNRTI)

Intelence etravirine
Rescriptor  delavirdine
Sustiva efavirenz

Viramune  nevirapine

NRTI + NNRTI

Atripla Emtriva+Sustiva+
Viread
Entry inhibitor
Fuzeon enfuvirtide (T20)
Selzentry =~ maraviroc
Integrase inhibitor
Isentress raltegravir

provide rational guidance about what treatments to use,
when and when not to use them, and how well they’re
working. To help you chart these various blood tests, use

Project Informy’s publication, Personal Tracking Charts.
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DAY ONE

Interventions against HIV

There are several approaches that you can take against HIV. Many are useful, but using
any of them alone is not enough to keep you healthy. Unfortunately, some of these are
promoted with extreme passion or as a fad, to the exclusion of the others. The best over-
all approach for you may be one that is inclusive, combining the best of each of those
explained below that best suits your lifestyle.

1

2

General health maintenance

This means doing all of the things
that are normally recommended for
leading a healthy life. These include
eating properly with nutritional sup-
port; getting enough rest; avoiding
alcohol, smoking, drugs and unnec-
essary stress; and getting exercise
and fresh air — in short, all things
our doctors recommend. Taken
alone, maintaining good health
won't prevent you from progressing
to AIDS or cure it, but it will give
you the best fighting chance you
have. A good defense to HIV builds
upon a solid foundation of general
health. For more information, read
Project Inform’s publication, Strate-

gies for General Health Maintenance.

: ive tt ,

This category, sometimes called a holistic approach, can include various com-
plementary approaches. These include stress reduction; massage; visualization,
yoga and relaxation; emotional and spiritual support; natural medicines; and
many others. Many of these can help you deal with symptoms of illness, drug
side effects and keep your peace of mind. Taken alone, however, they won’t
solve the problem.

Unfortunately, some promoters of complementary therapy become strict,
urging people to use them to the exclusion of all others, even the medicines
recommended by doctors. When used in this way, supportive therapies can
be harmful and may discourage one from getting necessary medical attention.
The best promoters view these therapies as complementing other therapies
rather than replacing them.
For more information,
read Project Inform’s publi-
cation, Herbs, Supplements
and HIV Disease.

TOLL-FREE NATIONAL HIV/AIDS TREATMENT HOTLINE 1-800-822-7422 LOCAL AND INTERNATIONAL 415-558-9051 MONDAY-FRIDAY 10-4 PACIFIC TIME
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General health maintenance

Supportive therapies

HIV treatment strategy

Immune therapies
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Opportunistic infection strategy
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HIV treatment strategy

Immune therapies

HIV attacks and misdirects the
immune system, and medicines
can help slow its spread. Currently
approved HIV drugs are noted in
the chart on page 7.

The challenge of using these drugs
is knowing when and how much
to use, how to combine them, and
in what order. Used alone, none of
them will work for long. When used
together in rational combinations,
they can suppress HIV for many
years and lengthen your life.

For more information on HIV
treatment strategies, read Project
Inform’s publications, Strategies
for When to Start HIV Therapy and
Strategies for HIV Therapy, available
at 1-800-822-7422 or www.project
inform.org. You can also ask for
information on each of the specific
drugs listed on page 7.

© PROJECT INFORM 1375 MISSION STREET

Because the immune system is sometimes suppressed, overactive and mis-
directed by HIV, it makes sense to seek out medicines that might help correct
some of these problems. The goal of using immune therapies is to

increase the number or function of lost cells (such as CD4 cells) to restore the
balance of the various parts of the immune system or to reduce the harmful
activities caused by infected cells. This is easy to describe but difficult to do.

Many researchers feel that we don’t yet know enough about the immune
system to try to regulate it. Some therapies do influence the immune system.
And similar claims have been made about some natural products. There
is great popular appeal to the notion that we should somehow “boost the
immune system” to help the body naturally regulate itself against HIV.

For the most part, this is little more than an empty advertising slogan.
Theress little evidence that anyone really knows how to do this. Moreover, the
body’s natural defenses almost always seem to fail in the fight against HIV. It
would be unrealistic to expect that this approach on its own would solve the
problems of HIV.

At this point, there’s no clear or simple way to address the defects of the
immune system in HIV infection. Some of the most complete information on
immune therapies is available in Project Inform’s publications, Strategies for
Improving Your Immune Health and Interleukin-2.

SAN FRANCISCO, CA 94103-2621 415-558-8669 FAX 415-558-0684 SUPPORT@PROJECTINFORM.ORG WWW.PROJECTINFORM.ORG
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Interventions against HIV, continued

5

TOLL-FREE NATIONAL HIV/AIDS TREATMENT HOTLINE 1-800-822-7422

Opportunistic infection strategy

Once the immune system has failed to a significant
degree, it becomes necessary to try to prevent the most
common OIs, or prevent them from coming back. OI
prevention or prophylaxis should be considered when CD4
counts are in or nearing a danger zone. For example, the
risk of getting PCP becomes high at CD4 counts of 300
or less. The risk of other infections, like CMV and MAC,
increase dramatically when CD4 counts fall below 100.
The careful and timely use of medicine can prevent
PCP altogether. As the rate of tuberculosis (TB) rises
among HIV-positive people, testing and preventive treat-
ment (if necessary) is recommended. Preventive treatment
for other infections, including MAC and recurrent fungal

infections, are available as well.

In advanced HIV disease, a person often must try
to treat or prevent several Ols at the same time. This
can lead to difficult choices, since many medicines can
interact with each other. Two publications from Project
Inform can help sort this out: Opportunistic Infections
and Strategies for Managing Opportunistic Infections.

The key to successful interventions is comprehensive
inclusion — doing all of the things that make sense for
you. The biggest mistake is to rigidly choose one approach
over the others. HIV is not a political debate or a matter
of opinion; it can be a life-threatening illness. Every
decision you make about treatment has consequences, and
each person has little room for mistakes. So it makes no

sense to bet your life on any one philosophy of medicine.

LOCAL AND INTERNATIONAL 415-558-9051 MONDAY-FRIDAY 10-4 PACIFIC TIME




When to start treatment

Getting the earliest possible treatment is generally rec-
ommended for treating illnesses. Biologically, there’s little
reason to think that HIV is any different. In fact, early
treatment may be even more important because of the
seriousness of the disease. But just what “early” means in
the case of HIV disease is not so clear.

When to start HIV medicines is the subject of a great
deal of debate and theory. Some people believe that start-
ing treatment is appropriate immediately upon learning
of the infection, whether or not your CD4 count is fall-
ing, viral load is high or rising, or whether symptoms are
evident. Waiting might only let the infection progress
and spread to other parts of the body.

A second argument in favor of early treatment is that
this may prevent losing critical cells in your immune
system. But since we don’t know exactly when the loss
of these cells occurs, it’s still hard to know “when” is the
right time to start.

Some researchers prefer to withhold treatment until
later in the disease. They believe it is best to save the
drugs for later when HIV is more active or when your
immune system shows obvious damage. They fear that

Available treatments
Project Inform provides information
on using proven HIV treatments. These
and any other treatments should
only be used under the care of an
experienced doctor. We encourage
patients and doctors to enter into
collaborative relationships with eg
shared responsibility for reaching

and maintaining your health.

treating too early may “use
up” the medicines before
they’re most critically needed.
They also fear that people will
have long-term side effects
from the drugs before they’re
truly needed.

Since none of the current
drugs can be used indefin-
itely, this argument cannot
be casually dismissed. However, even these researchers
believe it’s wise to start before there’s evidence of major
damage to the immune system. Just “when” that occurs
is unclear. Almost all researchers agree that it’s necessary
to start anti-HIV therapy when symptoms are present,
your CD4 count is falling, or your viral load is high.

We will get clearer answers to these questions as more
studies are completed. In the meantime, the question
remains a matter of personal choice. For information
about HIV therapy, developing a long-term strategy and
making decisions about therapies, call Project Inform’s
Hotline at 1-800-822-7422 or visit www.projectinform.org.

L\g

the bottom line

> HIV infection is not a death
sentence; you'll be OK for quite
some time, no matter what
happens.

Treatment should always occur with monitoring, which eval-
uates the success or failure of treatment as well as monitors
for side effects. Both patient and doctor should be prepared
to adjust the strategy based on the results of this monitoring
process. This model of flexible, monitored treatment used in
the context of a collaborative doctor/patient relationship is
the key to managing HIV as a chronic illness.

Complete information on treatments is readily available,
along with discussion papers on related topics. Just ask for the
basic “treatment package.” The latest information on these
and other important treatment issues is available through Proj-
ect Inform’s hotline at 1-800-822-7422. Also, there are many
other magazines and newsletters for persons with HIV.

© PROJECT INFORM 1375 MISSION STREET SAN FRANCISCO, CA 94103-2621 415-558-8669 FAX 415-558-0684 SUPPORT@PROJECTINFORM.ORG WWW.PROJECTINFORM.ORG

> You can gain power over your
HIV by learning how it operates.

> Learn to check on your health
and understand the common
lab tests.

» Get acquainted with Project
Inform’s five-step model (pp
8-10).

» Get informed about your treat-
ment options.

> Develop a treatment strategy
that makes sense for you.
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Project Inform provides more than a hundred publications designed to make information about
living with HIV disease, medical therapies, research advances and public policy issues easier to
understand. All are available free of charge through Project Inform’s National HIV/AIDS Treat-
ment Hotline toll-free at 1-800-822-7422 or online at www.projectinform.org.

Sample treatment information:

Pl Perspective
Blood Work: Two Common Tests to Use
Tuberculosis and HIV Disease

" Sample health care strategy information:
(=t

' Dealing with Drug Side Effects
Making Decisions About Therapy

»/ Personal Tracking Charts
Strategies for When to Start HIV Therapy

Strategies for Maintaining Your General Health

Sample information for women:

Positive? How Are You Feeling?
Pregnancy and HIV
Vaginal Candidiasis

Wise Words

Sample public policy information:

TAN (Treatment Action Network) Updates
Grassroots Advocacy 101
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© Yes, | want to help Project Inform remain at the forefront of HIV treatment information!
~
=¥
O Enclosed is my donation of: 01$50 O $100 O $250 O $500 O $1,000 O Other$
© O Enclosed is my pledge of: $ per month for months.
)
= O (circle one) In Honor of / In Memory of:
~
o O Please send me information on making a bequest or planned gift.
< O I want to help even more by covering the 3% credit card processing fee (we will add this to your total).
=
ADDRESS PAYMENT
m
z Circle One: CHECK AMEX MC VISA DISCOVER
o Dr./Mr./ Ms. / Mrs.
> o
< yvm—— O This is a new address. Credit Card # Exp. Date
A
City State Zip Print Name Shown on Card Day Phone
Email Phone Signature FACT
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Fact Sheet Number 403

WHAT IS ANTIRETROVIRAL THERAPY (ART)

WHAT IS ART?

ART means treating retroviral infections like
HIV with drugs. The drugs do not kill the virus.
However, they slow down the growth of the
virus. When the virus is slowed down, so is
HIV disease. Antiretroviral drugs are referred
to as ARV. ARV therapy is referred to as ART.

WHAT IS THE HIV LIFE CYCLE?

There are several steps in the HIV life cycle.
(See Fact Sheet 400 for a diagram.)

1. Free virus circulates in the bloodstream.

2. HIV attaches to a cell.

3. HIV empties its contents into the cell.

4. The HIV genetic code (RNA) is used by
the reverse transcriptase enzyme to build HIV
DNA.

5. The HIV DNA is inserted into the cell's
DNA by the integrase enzyme. This
establishes the HIV infection in the cell.

6. When the infected cell reproduces, it
activates the HIV DNA, which makes the raw
material for new HIV viruses.

7. Packets of material for a new virus come
together.

8. The immature virus pushes out of the
infected cell in a process called “budding.”

9. The immature virus breaks free of the
infected cell.

10. The new virus matures: raw materials are
cut by the protease enzyme and assembled
into a functioning virus.

APPROVED ARV DRUGS
Each type, or “class”, of ARV drugs attacks
HIV in a different way. The first class of anti-
HIV drugs was the nucleoside reverse
transcriptase inhibitors (also called NRTIs or
“nukes”.) These drugs block Step 4, where
the HIV genetic material is used to create DNA
from RNA. The following drugs in this class
are used:
Zidovudine (Retrovir, AZT)
Didanosine (Videx, Videx EC, ddl)
Stavudine (Zerit, d4T)
Lamivudine (Epivir, 3TC)
Abacavir (Ziagen, ABC)
Tenofovir, a nucleotide analog (Viread,
TDF)
e Combivir
combination)
o  Trizivir (zidovudine/lamivudine/abacavir
combination)
e Emtricitabine (Emtriva, FTC)
Truvada (combination of emtricitabine and
tenofovir)
e Epzicom (combination of abacavir and
lamivudine)

(zidovudine/lamivudine

Another class of drugs blocks the same step of
the life cycle, but in a different way. These are
the non-nucleoside reverse transcriptase
inhibitors, also called non-nukes or NNRTIs.
Four have been approved:

Nevirapine (Viramune, NVP)
Delavirdine (Rescriptor, DLV)
Efavirenz (Sustiva or Stocrin, EFV)
Etravirine (Intelence, ETR)

The third class of ARV drugs is the protease
inhibitors or Pls. These drugs block Step 10,
where the raw material for new HIV virus is cut
into specific pieces. Ten protease inhibitors
are approved:

Saquinavir (Invirase, SQV)
Indinavir (Crixivan, IDV)
Ritonavir (Norvir, RTV)

Nelfinavir (Viracept, NFV)
Amprenavir (Agenerase, APV)
Lopinavir/ritonavir  (Kaletra or
LPVIRTV)

Atazanavir (Reyataz, ATZ)
Fosamprenavir (Lexiva, Telzir, FPV)
Tipranavir (Aptivus, TPV)

Darunavir (Prezista, DRV)

Aluvia,

A newer class of ARV drugs is entry
inhibitors. They prevent HIV from entering a
cell by blocking Step 2 of the life cycle. Two
drugs of this type have been approved:

e  Enfuvirtide (Fuzeon, T-20)

e Maraviroc (Selzentry or Celsentri, MVC)

The newest type of ARV drug is the integrase
inhibitor. It prevents HIV from inserting its
genetic code into the human cell's code in step
5 of the life cycle. The first drug of this type is:
o Raltegravir (Isentress, RGV)

HOW ARE THE DRUGS USED?
Antiretroviral drugs are usually used in
combinations of three or more drugs from
more than one class. This is called
"Combination Therapy." Combination therapy
works better than using just one ARV alone, It
also helps prevent drug resistance.

Manufacturers of ARVs keep trying to make
their drugs easier to take, and have combined
some of them into a single pill. See Fact Sheet
409 for more information on combination
medications.

WHAT IS DRUG RESISTANCE?

When HIV multiplies, most of the new copies
are mutations: they are slightly different from
the original virus. Some mutations keep
multiplying even when you are taking ARV
drugs. When this happens, the drug will stop
working. This is called “developing resistance”
to the drug.

If only one ARV drug is used, it is easy for the
virus to develop resistance. For this reason,
using just one ARV drug (monotherapy) is not
recommended. But if two drugs are used, a

successful mutant would have to “get around”
both drugs at the same time. And if three
drugs are used, it's very hard for the right
mutations to show up that can resist all three
drugs at the same time. Using a triple-drug
combination means that it takes much longer
for resistance to develop.

CAN THESE DRUGS CURE AIDS?

At present, there is no known cure for HIV
infection or AIDS. ARVs reduce the viral load,
the amount of HIV in your bloodstream. A
blood test measures the viral load. People with
lower viral loads stay healthier longer. They
are also less likely to transmit HIV infection to
others.

Some people’s viral load is so low that it is
“undetectable” by the viral load test. This does
not mean that all the virus is gone, and it does
not mean a person is cured of HIV infection.
See Fact Sheet 125 for more information on
viral load.

WHEN DO | START?

There is not a clear answer to this question.
Most doctors will consider your CD4 cell count
and any symptoms you've had. ARV therapy
is usually started if your CD4 cell count is
dropping to near 350, if you are pregnant,
need treatment for hepatitis B, or have
symptoms of HIV-related disease. See fact
sheet 404 for more information on treatment
guidelines. This is an important decision you
should discuss with your health care provider.

WHICH DRUGS DO | USE?

Each ARV drug can have side effects. Some
may be serious. Refer to the fact sheet for
each individual drug. Some combinations of
drugs are easier to tolerate than others, and
some seem to work better than others. Each
person is different, and you and your health
care provider will have to decide which drugs
to use.

The viral load test is used to see if ARV drugs
are working. If the viral load does not go
down, or if it goes down but comes back up, it
might be time to change ARV drugs.

WHAT'S NEXT?
New drugs are being studied in all of the
existing classes. Researchers are also trying
to develop new types of drugs, such as drugs
that will block other steps in the HIV life cycle,
and drugs that will strengthen the body’'s
immune defenses. See fact sheets 470 and
480 for more information on newer classes of
drugs.

Revised April 24, 2009

A Project of the New Mexico AIDS Education and Training Center. Partially funded by the National Library of Medicine
Fact Sheets can be downloaded from the Internet at http://www.aidsinfonet.org
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Fact Sheet Number 404

U.S. ANTIRETROVIRAL THERAPY GUIDELINES

WHY DO THE GUIDELINES KEEP
CHANGING?

We keep learning more about the best way to
fight HIV. In 1998, the US Department of
Health and Human Services created a panel of
physicians, researchers, and consumers to
develop treatment guidelines. They constantly
review AIDS research results. The guidelines
are updated about once each year. The panel
released the latest guidelines in November
2008.

NOTE: These are guidelines, not rules.
Patients should receive individualized care
from a health care provider with experience
treating HIV infection. The full text of these
guidelines is available on the Internet at
http://aidsinfo.nih.gov/contentfiles/AdultandAdo

lescentGL.pdf

VIRAL LOAD AND CD4 CELL
TESTING

Viral load and CD4 cell tests provide critical
information for decisions on antiretroviral
therapy (ART). Before changing treatment, the
tests should be repeated to confirm the results.
Fact Sheet 124 has more information on CD4
cell tests and Fact Sheet 125 covers viral load
testing.

Viral load should be tested:

e Before starting or changing medications.
This provides a reference value;

e About 2 to 8 weeks after starting or
changing medications. This shows whether
the new drugs are working;

e Every 3 or 4 months. This helps make sure
the medications are still working.  For
patients who haven't started taking
medications, it helps decide when to start.

CD4 cell counts should be done:

e When someone first tests HIV-positive

e Every 3 to 6 months to monitor the strength
of the immune system

RESISTANCE TESTING

Viral resistance testing helps health care
providers choose the most effective drugs.
See Fact Sheet 126 for more information.
Resistance testing is recommended for
patients starting therapy, when viral load is not
controlled by new medications, or when it
“breaks through” a regimen that used to work.
The guidelines recommend resistance testing
before starting antiretroviral treatment (ART.) It
can also make sense for people who don't
need to start ART yet. This can show if the
person got infected with drug-resistant virus.

OTHER LABORATORY TESTS

The guidelines recommend using a viral tropism
test (see fact sheet 129) before starting therapy
with a CCR5 inhibitor. They also suggest using a
genetic test, HLA-B*5701 before starting abacavir
(see fact sheet 416).

WHEN TO START TREATMENT
Patients with symptoms of HIV disease or
with less than 350 CD4 cells should be
treated.

Regardless of CD4 count, treatment is
recommended for all pregnant patients, and
patients with HIV-associated nephropathy (a
kidney disorder) or patients who need
treatment for hepatitis B

Some experts would treat patients with higher
CD4 counts.

GOALS OF THERAPY

The guidelines list the following goals for HIV
therapy. Treatment goals are the same for
people starting therapy and those who have
been on therapy for a long time:

e Reduce viral load as much as possible for
as long as possible

¢ Restore or preserve the immune system

e Improve the patient’s quality of life

¢ Reduce sickness and death due to HIV

The following tools are suggested to help
achieve these goals:

¢ Maximize adherence. Help the patient take
medications correctly.

e Think about future regimens when choosing
drugs. Keep future options open

o Use resistance testing when it will help.

WHAT DRUGS SHOULD BE USED
FIRST?

The guidelines list several preferred regimens
for people starting anti-HIV treatment. They
include atazanavir (Reyataz), darunavir
(Prezista), fosamprenavir (Lexiva), or lopinavir
(Kaletra), each boosted with ritonavir, or
efavirenz (Sustiva.) These should be taken
with Truvada (emtricitabine + tenofovir). Many
other combinations are listed as “alternative
regimens.” Other combinations are listed for
use only when a preferred or alternative
regimen cannot or should not be used.

Several drugs or combinations are listed as
“Not Recommended.” Some are not
recommended for initial therapy due to low
anti-HIV activity or inconvenience. Others are
not recommended at any time. These include
any nuke or non-nuke by itself (monotherapy)
or just two nukes because these treatments
generally have only limited benefits for a short

period of time. Also, the guidelines recommend
not using the triple-nuke regimens.

There are special considerations for the
treatment of pregnant women, adolescents,
drug users, people also infected with hepatitis
B or C or with tuberculosis.

INTERRUPTING TREATMENT

A patient may need to interrupt treatment for
several reasons: side effects are intolerable,
there's a drug interaction, if they run out of any
of their medications, or if they have surgery
scheduled, Treatment interruptions are not
recommended in response to treatment failure.

ART should only be stopped if your health care
provider recommends it. Two large studies
showed that people who interrupted treatment
had a higher rate of HIV-related health
problems or death. For more information see
fact sheet 406, Treatment Interruptions.

WHEN TO CHANGE

Treatment should be changed due to treatment
failure, or intolerance of current drugs.

Treatment failure: Within 6 months after

starting a treatment, the viral load should drop

below 400 copies. Within 1 year, it should be

less than 50 copies. If the viral load does not

drop this much, change the treatment.

Other signs of treatment failure include:

e An increase in viral load from undetectable
to detectable levels

e Failure to increase CD4 cells by 25 to 50
during the first year; or

e A new AIDS-related illness.

Intolerance: If a patient cannot take the
prescribed drugs because of their side effects
or interactions with other needed medications,
the drugs should be changed.

WHAT TO CHANGE TO?

Decisions to change ART should include a
review of prior treatments, physical exam,
resistance testing, adherence and side effects.
Ideally, three drugs that the virus will respond
to can be identified and used in a new
regimen.

If there are few options for change, and viral
load was reduced, it may make sense not to
change medications. Another option is to use
combinations that are more experimental.
Treatment interruptions are not recommended.

Revised April 28, 2009

A Project of the New Mexico AIDS Education and Training Center. Partially funded by the National Library of Medicine
Fact Sheets can be downloaded from the Internet at http://www.aidsinfonet.org
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Medical Health: Clinical Trials

Clinical Trials: Clinical trials are health research studies. They are an option for people who are

interested and who medically qualify. These studies often pay for HIV medicines and HIVV medical
care in full. Ask your doctor about this option or visit:

e AIDS Clinical Trial Information Service
(800) 874-2572; TDD: (800) 243-7012 / www.aidsinfo.nih.gov

e Community Research Initiative of New England (CRI)
23 Miner St., Boston, MA 02215
(617) 502-1700; (888) 469-6577; TTY: (617) 778-5460 / www.crine.org

In addition to the two resources listed above, the National Institutes of Health also have
information on clinical trials. To find out more, visit www.clinicaltrials.gov on the web.
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Fact Sheet Number 205

PARTICIPATING IN A CLINICAL TRIAL

WHAT IS AN AIDS CLINICAL

TRIAL?

Before new drugs can be sold to treat
HIV disease, they must be proved to be
safe and effective. The Food and Drug
Administration (FDA) approves new
drugs and other treatments based on
the results of laboratory tests, animal
tests, and tests in humans (clinical
trials).

New treatments are tested in humans
only if there were good results from
laboratory tests and animal studies. In
the first clinical trials, the treatment is
tested for safety in a small group of
people. Later trials with many more
participants test how well the treatment
works. InfoNet Fact Sheet 105, How
HIV Drugs Get Approved, has more
information on the phases of clinical
trials.

A clinical trial is a carefully planned
medical experiment. The guidelines for
a clinical trial are called a protocol. The
protocol is a document that describes
exactly how the trial will be carried out.

WHO CAN PARTICIPATE IN A

CLINICAL TRIAL?

The protocol explains the rules for
participation in a clinical trial. Each trial
is different. For example, some trials
require certain viral loads or CD4 cell
counts.

You normally cannot participate in a
clinical trial if you have any
opportunistic infections, or are using
any treatments that might make it
difficult to measure how well the test
treatment is working. You also cannot
participate if the study treatment might
harm you. For example, women
sometimes cannot participate in trials
during the first three months of
pregnancy, because of the risk of birth
defects for their newborn child.

Trials are carried out at different
hospitals and clinics throughout the
world. Some hospitals participate in

many clinical trials. Others may not
offer any. Some trials will reimburse
your travel costs to a study center.

WHAT ARE THE BENEFITS OF
PARTICIPATING?

e You could get a new treatment
before it is available by prescription.

e Your health will be watched very
carefully.

¢ You might get some or all of your
medications paid for. You might
also get some lab tests or other
care for free.

e You will be helping others by
contributing information about new
treatments.

WHAT ARE THE RISKS?

e In trials, new treatments are
compared to the best available
medication or to a dummy
medication (a “placebo”). You
might not get the new treatment.
Patients and health care providers
in these trials are not told who is
getting the new treatment.

¢ You might have to stop taking other
medications during the trial.

¢ Study treatments might not work.

e Study treatments might have
serious side effects.

¢ Participating in a study might take a
lot of time. It could require special
record-keeping or many trips to the
study location.

HOW ARE

PROTECTED?

There are strict laws on research using
human participants. The main tool to
protect you is called “Informed
Consent.” You will be given a full,
written description of the clinical trial to
read and sign before you agree to
participate. Take your time to review the
Informed Consent before you sign it. If
you need an interpreter to help you
understand it, ask for one. If you have
guestions, be sure you get the answers
before you sign.

PARTICIPANTS

There are also local and national
boards that review and monitor each
clinical trial before it starts and while it
is in progress. Trials can be stopped
early if they are harming participants.

You can decide to drop out of a clinical
trial at any time, for any reason.

SHOULD | PARTICIPATE?

You and your health care provider

should discuss the possible benefits

and risks of taking part in a clinical trial.

Here are some of the questions you

should consider:

e What is the purpose of the study?

e How long will it last?

¢ Where is it being conducted?

¢ How will | take the medication (pills,
shots, intravenous infusion, other)?

e What else do | have to do (records
to keep, office visits, etc.)?

¢ What will | have to pay for?

e Can | be reimbursed for travel
expenses?

e |s childcare available?

o Wil | be able to stay on the study
treatment after the trial is over?
Who will pay for it?

e What was learned in previous
studies of this treatment?

e Will | have to stop any drugs or
other treatments | am now using?

o Wil taking part in this study exclude
me from other clinical trials?

TO FIND OUT MORE ABOUT

CLINICAL TRIALS:

For information about participating in
clinical trials or trials availability
throughout the US, call the AIDSinfo
Service at 1-800-448-0440 or visit their
Internet web site at
http://aidsinfo.nih.gov

The FDA website has information on
the drug development process at
http://www.fda.gov/Drugs/DevelopmentAp
provalProcess/HowDrugsareDevelopedand
Approved/default.ntm

Revised June 30, 2009

A Project of the New Mexico AIDS Education and Training Center. Partially funded by the National Library of Medicine
Fact Sheets can be downloaded from the Internet at http://www.aidsinfonet.org
This Fact Sheet is sponsored by the US Food and Drug Administration (FDA)
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Medical Health: Co-infections

Are there any other things | need to get tested for, such as hepatitis?

It’s important for people who test positive for HIV to be tested and/or vaccinated for hepatitis.
Testing and vaccinations are provided at many locations across the state. It is also recommended for
people who test positive for HIV to be tested for tuberculosis and STDs, such as syphilis, gonorrhea,
and chlamydia. Please ask your health care provider for more information on where to go for
hepatitis testing and vaccines or contact:

e AIDS Action Committee Hepatitis Hotline
(888) 443-4372 | www.aac.org

e North Shore Health Project, HIV/AIDS & Hepatitis C Case Management

67 Middle St., Gloucester, MA 01930
(978) 283-0101 / www.healthproject.org

According to the Center for Disease Control, about one quarter of HIV-infected persons in
the United States are also infected with hepatitis C virus (HCV). HCV and the hepatitis B
virus (HBV) are among the most important causes of chronic liver disease in the United
States and HCV/HBYV infection progresses more rapidly to liver damage in HIV-infected

persons. HCV/HBYV infection may also impact the course and management of HIV infection.

In Northeastern Massachusetts, the following centers also offer treatment specifically for
HIV/HCV/HBYV co-infection:

e MGH Chelsea Health Center, HIV Department
151 Everett St., Chelsea, MA 02150
(617) 887-4330 / www.massgeneral.org
Spanish spoken.

e Boston Medical Center
One Boston Medical Center Place, Boston, MA 02118
(617) 638-8000 / www.bmc.org
Spanish, Portuguese, French, German, and Haitian Creole spoken.

e Fenway Community Health
1340 Boylston St., Boston MA 02215
(617) 927-6000 / www.fenwayhealth.org
Spanish spoken.
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Frequently Asked Questions and Answers About Coinfection
with Hepatitis C Virus

Why should HIV-infected persons be concerned about coinfection with HCV?

About one quarter of HIV-infected persons in the United States are also infected with hepatitis C virus
(HCV). HCV is one of the most important causes of chronic liver disease in the United States and HCV
infection progresses more rapidly to liver damage in HIV-infected persons. HCV infection may also impact
the course and management of HIV infection.

The latest U.S. Public Health Service/Infectious Diseases Society of America (USPHS/IDSA) guidelines
recommend that all HIV-infected persons should be screened for HCV infection. Prevention of HCV
infection for those not already infected and reducing chronic liver disease in those who are infected are
important concerns for HIV-infected individuals and their health care providers.

Who is likely to have HIV-HCV coinfection?

The hepatitis C virus (HCV) is transmitted primarily by large or repeated direct percutaneous (i.e., passage
through the skin by puncture) exposures to contaminated blood. Therefore, coinfection with HIV and HCV
is common (50%-90%) among HIV-infected injection drug users (IDUs). Coinfection is also common
among persons with hemophilia who received clotting factor concentrates before concentrates were
effectively treated to inactivate both viruses (i.e., products made before 1987). The risk for acquiring
infection through perinatal or sexual exposures is much lower for HCV than for HIV. For persons infected
with HIV through sexual exposure (e.g., male-to-male sexual activity), coinfection with HCV is no more
common than among similarly aged adults in the general population (3%-5%).

What are the effects of coinfection on disease progression of HCV and HIV?

Chronic HCV infection develops in 75%-85% of infected persons and leads to chronic liver disease in 70%
of these chronically infected persons. HIV-HCV coinfection has been associated with higher titers of HCV,
more rapid progression to HCV-related liver disease, and an increased risk for HCV-related cirrhosis
(scarring) of the liver. Because of this, HCV infection has been viewed as an opportunistic infection in HIV-
infected persons and was included in the 1999 USPHS/IDSA Guidelines for the Prevention of Opportunistic
Infections in Persons Infected with Human Immunodeficiency Virus. It is not, however, considered an
AIDS-defining iliness. As highly active antiretroviral therapy (HAART) and prophylaxis of opportunistic
infections increase the life span of persons living with HIV, HCV-related liver disease has become a major
cause of hospital admissions and deaths among HIV-infected persons.

The effects of HCV coinfection on HIV disease progression are less certain. Some studies have suggested
that infection with certain HCV genotypes is associated with more rapid progression to AIDS or death.
However, the subject remains controversial. Since coinfected patients are living longer on HAART, more
data are needed to determine if HCV infection influences the long-term natural history of HIV infection.

How can coinfection with HCV be prevented?

Persons living with HIV who are not already coinfected with HCV can adopt measures to prevent acquiring
HCV. Such measures will also reduce the chance of transmitting their HIV infection to others.

Not injecting or stopping injection drug use would eliminate the chief route of HCV transmission;
substance-abuse treatment and relapse-prevention programs should be recommended. If patients continue

Source: www.cdc.gov/hiv/resources/ga/print/HIV-HCV _Coinfection.htm
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to inject, they should be counseled about safer injection practices; that is, to use new, sterile syringes every
time they inject drugs and never reuse or share syringes, needles, water, or drug preparation equipment.

Toothbrushes, razors, and other personal care items that might be contaminated with blood should not be
shared. Although there are no data from the United States indicating that tattooing and body piercing place
persons at increased risk for HCV infection, these procedures may be a source for infection with any
bloodborne pathogen if proper infection control practices are not followed.

Although consistent data are lacking regarding the extent to which sexual activity contributes to HCV
transmission, persons having multiple sex partners are at risk for other sexually transmitted diseases
(STDs) as well as for transmitting HIV to others. They should be counseled accordingly.

How should patients coinfected with HIV and HCV be managed?
General guidelines

Patients coinfected with HIV and HCV should be encouraged to adopt safe behaviors (as described in the
previous section) to prevent transmission of HIV and HCV to others.

Individuals with evidence of HCV infection should be given information about prevention of liver damage,
undergo evaluation for chronic liver disease and, if indicated, be considered for treatment. Persons
coinfected with HIV and HCV should be advised not to drink excessive amounts of alcohol. Avoiding
alcohol altogether might be wise because the effects of even moderate or low amounts of alcohol (e.g., 12
oz. of beer, 5 oz. of wine or 1.5 oz. hard liquor per day) on disease progression are unknown. When
appropriate, referral should be made to alcohol treatment and relapse-prevention programs. Because of
possible effects on the liver, HCV- infected patients should consult with their health care professional
before taking any new medicines, including over-the-counter, alternative or herbal medicines.

Susceptible coinfected patients should receive hepatitis A vaccine because the risk for fulminant hepatitis
associated with hepatitis A is increased in persons with chronic liver disease. Susceptible patients should
receive hepatitis B vaccine because most HIV-infected persons are at risk for HBV infection. The vaccines
appear safe for these patients and more than two-thirds of those vaccinated develop antibody responses.
Prevaccination screening for antibodies against hepatitis A and hepatitis B in this high-prevalence
population is generally cost-effective. Postvaccination testing for hepatitis A is not recommended, but
testing for antibody to hepatitis B surface antigen (anti-HBs) should be performed 1-2 months after
completion of the primary series of hepatitis B vaccine. Persons who fail to respond should be revaccinated
with up to three additional doses.

HAART has no significant effect on HCV. However, coinfected persons may be at increased risk for
HAART-associated liver toxicity and should be closely monitored during antiretroviral therapy. Data
suggest that the majority of these persons do not appear to develop significant and/or symptomatic
hepatitis after initiation of antiretroviral therapy.

Treatment for HCV Infection

A Consensus Development Conference Panel convened by The National Institutes of Health in 1997
recommended antiviral therapy for patients with chronic hepatitis C who are at the greatest risk for
progression to cirrhosis. These persons include anti-HCV positive patients with persistently elevated liver
enzymes, detectable HCV RNA, and a liver biopsy that indicates either portal or bridging fibrosis or at least
moderate degrees of inflammation and necrosis. Patients with less severe histological disease should be
managed on an individual basis.

Source: www.cdc.gov/hiv/resources/ga/print/HIV-HCV _Coinfection.htm
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In the United States, two different regimens have been approved as therapy for chronic hepatitis C:
monotherapy with alpha interferon and combination therapy with alpha interferon and ribavirin. Among HIV-
negative persons with chronic hepatitis C, combination therapy consistently yields higher rates (30%-40%)
of sustained response than monotherapy (10%-20%). Combination therapy is more effective against viral
genotypes 2 and 3, and requires a shorter course of treatment; however, viral genotype 1 is the most
common among U.S. patients. Combination therapy is associated with more side effects than
monotherapy, but, in most situations, it is preferable. At present, interferon monotherapy is reserved for
patients who have contraindications to the use of ribavirin.

Studies thus far, although not extensive, have indicated that response rates in HIV-infected patients to
alpha interferon monotherapy for HCV were lower than in non-HIV-infected patients, but the differences
were not statistically significant. Monotherapy appears to be reasonably well tolerated in coinfected
patients. There are no published articles on the long-term effect of combination therapy in coinfected
patients, but studies currently underway suggest it is superior to monotherapy. However, the side effects of
combination therapy are greater in coinfected patients. Thus, combination therapy should be used with
caution until more data are available.

The decision to treat people coinfected with HIV and HCV must also take into consideration their
concurrent medications and medical conditions. If CD4 counts are normal or minimally abnormal (> 400/ul),
there is little difference in treatment success rates between those who are coinfected and those who are
infected with HCV alone.

Other Treatment Considerations

Persons with chronic hepatitis C who continue to abuse alcohol are at risk for ongoing liver injury, and
antiviral therapy may be ineffective. Therefore, strict abstinence from alcohol is recommended during
antiviral therapy, and interferon should be given with caution to a patient who has only recently stopped
alcohol abuse. Typically, a 6-month abstinence is recommended for alcohol abusers before starting
therapy; such patients should be treated with the support and collaboration of alcohol abuse treatment
programs.

Although there is limited experience with antiviral treatment for chronic hepatitis C of persons who are
recovering from long-term injection drug use, there are concerns that interferon therapy could be
associated with relapse into drug use, both because of its side effects and because it is administered by
injection. There is even less experience with treatment of persons who are active injection drug users, and
an additional concern for this group is the risk for reinfection with HCV. Although a 6-month abstinence
before starting therapy also has been recommended for injection drug users, additional research is needed
on the benefits and drawbacks of treating these patients. Regardless, when patients with past or continuing
problems of substance abuse are being considered for treatment, such patients should be treated only in
collaboration with substance abuse specialists or counselors. Patients can be successfully treated while on
methadone maintenance treatment of addiction.

Because many coinfected patients have conditions or factors (such as major depression or active illicit drug
or alcohol use) that may prevent or complicate antiviral therapy, treatment for chronic hepatitis C in HIV-
infected patients should be coordinated by health care providers with experience in treating coinfected
patients o