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What is the Goal of HIV Therapy?

The goal is to increase T-cells (CD4 cells) as much as pos-
sible and to reduce HIV viral load to undetectable levels. HIV-
infected persons live longer, healthier lives when CD4s are
high and viral load is low or undetectable.

HIV destroys the immune system and kills CD4 cells. When
you reduce the amount of HIV you have, which we call viral
load, this permits the immune system to regenerate itself and
grow new CD4 cells. And so your CD4 cell count increases.

Since 1995 many effective HIV drugs have been developed
and as a result HIV can be a chronic manageable disease.

Keys to Turning HIV into a Chronic Manageable Disease:

1. Start therapy at the right time, don’t delay too long

2. Pick an effective HIV therapy regimen; manage side effects

3. Be totally adherent: this is key to keeping HIV at bay, by
maintaining an "undetectable" HIV viral load



What are T-cells and how many
should | have?

The more T-cells you have the better.

If you have 50 or less CD4 cells (T-cells) you may feel ok but
you are actually at great risk for developing an opportunistic
infection which could lead to you getting very sick. It’s very
important to get your CD4 cell count as high above 200 as
possible, and keep it there.

When you have HIV infection, your CD4 cell count is an
important indicator of the amount of damage that has been
done to your immune system by the HIV virus. The purpose
of your immune system is to keep bacteria, viruses, fungus,
parasites and cancers from taking over your body and mak-
ing you ill. T-cells stimulate the immune system to respond to
these invaders.

The immune system is made up of many types of cells.
Examples of immune cell types other then T-cells are: B-cells,
natural killer cells, macrophages, mast cells, neutrophils,
dendritic cells, and many more. T-cells get the most attention
when you have HIV infection because they are easy to identify
and measure from blood. There are even different types of
T-cells.

Each type of T-cell has a specific role in the functioning of your
immune system. Some T-cells keep a memory of past infec-
tions and remain ready at the first sign of re-infection to mount
a rapid defense. Other types of T-cells help directly eliminate
HIV infected cells and cancerous cells. Yet another group of
T-cells have the ability to give commands to the other types
of immune cells (some of which are listed above) calling them
into action when required.

A specific and important type of T-cell is the CD4 T-cell. In
this handbook, when we use the term T-cell from this point
on we are referring to the CD4 cell. When you receive your
CD4 number, you are being told the calculation of the number
of T-cells with a CD4 marker on their cell surface. Early on in
the study of HIV infection, before there was any treatment for
HIV, it was discovered that CD4 T-cells disappeared from the

blood of patients who had HIV infection. As the number of
T-cells went down to low levels, patients would develop AIDS
illness and die. Thus the more T-cells you have the better
your immune system will function and the less risk you are at
for an AIDS related illness.

While it is not known exactly how many T-cells are required to
live a normal lifespan without any increased risk of infections,
it is generally agreed upon that a person with a T-cell number
under 200 is at significant risk for AIDS iliness. Of course as
you lose more T-cells the risk increases. The highest risk of
illness and death is among those individuals who have less
than 50 T-cells.

So, your T-cells count is a reflection of your entire immune
system and the higher the number the better off you are. In
general, a normal CD4/T-cell count can be anywhere between
500 and 1200.

What can | do to increase the number
of T-cells | have?

Thankfully, T-cells don’t just go down.

With HIV antivirals (medications that can slow the reproduc-
tion of the HIV virus in a person’s body), T-cell numbers can
increase. It is not uncommon for a person who starts with
less than 50 T-cells when he or she finds out they are HIV
infected, to have over 400 T-cells after a few months or years
of antiviral therapy.

A word of caution regarding low T-cells.

There is evidence that if a person’s T-cells cells have gone
down to low numbers, for example 50, and then come back
up to higher numbers, for example 400, their immune system
is not restored to the strength it had for someone whose CD4
cells have never gone down below 400. So, it is important not
to let your T-cells cells drop too low, because this can cause
permanent damage to your immune system. In other words,
the new T-cells you get after starting HIV antiviral therapy do
not function as well as the original T-cells that are lost as T-
cell count declines.




What does it mean to have an
undetectable HIV viral load?

Undetectable does not mean having no
HIV virus.

Reducing viral load to undetectable causes the T-cell
count to increase.

Currently, once a person is infected with HIV, he or she will
remain infected with HIV for life, even when the virus is “unde-
tectable.” HIV antivirals, as well as a few people who have
genetically special immune systems, are able to keep the HIV
virus from replicating at high levels thus maintaining a low
viral load. When the amount of virus copies are so low that
it cannot be found by the viral load test your lab is using, it is
called “undetectable”.

While not meaning HIV is eliminated, being
undetectable does have advantages.

Being undetectable while taking HIV antivirals is an indication
that the regimen you are taking is working effectively. Being
undetectable means that your ability to transmit HIV sexu-
ally may be reduced when compared to someone who is not
undetectable. But, even when viral load is undetectable there
is still a risk that you can transmit HIV.

Being undetectable while taking antivirals provides protec-
tion against developing HIV viruses that are resistant to the
medications you are taking. If your HIV develops resistance
to the HIV medications you are taking, the drugs you are on
and some others will not work as effectively.

Generally, if you don’t have HIV virus resistant to HIV medi-
cations, it takes about 4 - 12 weeks after starting therapy
to reach undetectable. In some cases however, it can take
longer. The sooner you reach undetectable, the better the
therapy will work over the long term. Note: you can be tested
for drug resistance before starting HIV antiviral therapy. This
will help you pick the best regimen for you.

The best way to reach undetectable is to be
completely adherent. Adherence means you:

* take your HIV antivirals on time
® do not skip a dose
¢ follow recommendations regarding dietary directions*

(*Examples include: certain pills must be taken with a meal,
its OK to take certain pills on an empty stomach).

Even if | achieve undetectable viral
load, | hear everyone will eventually

fail therapy?

This is not true.

Many people achieved and have maintained undetectable
viral load since they started HIV antiviral therapy about 10
years ago, when multi-drug combination therapy was first
made available. Some studies find that individuals who
achieve and maintain undetectable HIV viral load for the first
one or two years after starting therapy have maintained this
for at least 10 years or longer. However, in order to accom-
plish this you must be completely adherent and your therapy
regimen must be properly selected by your doctor to be
potent enough for you and your situation.

What happens if | stop taking my HIV
medications?

This is often called ‘treatment interruptions’ or
a ‘drug holiday’.

This is a very hot topic in HIV medicine and
among HIV infected patients.

Sometimes a patient may need to interrupt their medica-
tions due to side effects and toxicities. The goal is to switch
the person to a more tolerable regimen. In such a case,
interrupting therapy is beneficial if the person finds a more
tolerable regimen. Remember, the goal of therapy has been
to raise the T-cell count, reduce viral load to undetectable,
and to maintain these improvements. However, sometimes
patients want to stop therapy because they are simply tired
of taking pills, side effects, or due to body shape changes
such as stomach paunch or thinning face. If a drug holiday
is taken because you simply no longer want to take HIV
medications, caution is advised. Studies have been con-
ducted to examine the effects of treatment interruptions and
results were recently made available. The studies found that
stopping or interrupting therapy can have certain negative
consequences.




Stopping your HIV medications is asso-
ciated with risks:

* Your T-cell may go down and your viral load may go up
immediately. As a result you may develop an opportunis-
tic infection.

* You may develop an opportunistic infection or develop
other serious health problems with or without a T-cell
decline.

+ It’'s possible that your T-cell may not go down for
months but then they may take a nosedive.

* Your viral load could increase above where it was before
you started therapy and you may have trouble getting
your viral load back down to undetectable.

* You can develop drug resistance to the medications you
were taking prior to stopping. This can make the drugs
you were taking when therapy was interrupted less effec-
tive, and may make it more difficult to get to undetect-
able.

* The risk of passing the virus onto an HIV negative sexu-
al partner and your unborn baby (if pregnant) increases.

There is also an immediate risk of an illness called serocon-
version syndrome.  Seroconversion syndrome is a bunch
of symptoms that may occur when a patient is first infected
with HIV. They include but are not limited to: sore throat
with or without thrush, rash, fever, extreme fatigue, fever,
night sweats, nausea, and etc. This also happens in some
individuals when they go from an undetectable HIV viral load
to a high viral load. This syndrome can come on within a few
days to weeks after the stopping antivirals and usually lasts
from days to weeks.

You may lose gains in immune system repair.
The gains in immunity that come from HIV antivirals typically
take months and years to acquire. There is now some evi-
dence that gains in immunity while on antivirals can be rapidly
lost. As mentioned above, once a person stops taking their
medications, their T-cell count can decline and viral load can
increase. One should be especially cautious if you have a his-
tory of low T-cells. Once HIV antivirals are stopped and HIV
levels rise in a person with a history of low T-cells, those newly
gained T-cell numbers often decline rapidly.

A number of patients who have become frustrated with either
side effects, the fear of developing side effects, or simply
have medication adherence fatigue, have stopped taking
their HIV antivirals. If you are thinking about stopping or have
been contemplating a medication holiday, speak with your
HIV primary care provider first. Hopefully they will be able to
understand and support your decision even if they disagree
with it. Keep in mind that HIV hasn’t changed, if untreated
it remains a deadly infection for the vast majority of people
it infects. If you are not taking HIV antivirals and effectively

controlling your HIV, it is vital to closely monitor your T-cells, to
watch your viral load regularly, and to be extra safe with your
sexual practices.

Can interrupting therapy help me or harm me?
There are clearly known risks as outlined above, and recent
results from studies further discourage the use of interruptions
because they found risks associated with stopping or interrupt-
ing therapy. It’s possible that researchers may find a way to
interrupt therapy without risk as research into this area contin-
ues but we haven't figured out how to do this yet.

How do | know if | have AIDS?
What is the difference between

AIDS and HIV infection?

HIV infection means that you are infected with
the HIV virus. People are diagnosed with AIDS
after the HIV virus has caused significant dam-
age to their immune system.

AIDS is more of a governmental term than medical term.
The word AIDS stands for Acquired Immune Deficiency
Syndrome, which means you do not have an inherited genetic
problem with your immune system, but rather one that has
developed, specifically due to infection with HIV. Throughout
the 1980s and until the availability of effective HIV antivirals
in the mid 1990s, it was necessary to have a way of distin-
guishing between those who had HIV infection but were not
currently ill or at high risk of developing illness in the near
future, from those who were either sick or were at high risk of
getting sick soon. Thus the federal government, through the
Centers for Disease Control came up with a definition of what
AIDS was, and how AIDS differed from HIV infection. People



with AIDS, prior to about 1997 could qualify for disability (SSI
& SSD) due to AIDS. The definition of AIDS was reviewed
and expanded as more was understood about the diseases
AIDS patients developed. Just a few examples of what con-
stitutes AIDS are: T-cells under 200 or less than 12% of total
lymphocytes (a type of white blood cell), PCP pneumonia,
invasive cervical cancer, KS (Karposi Sarcoma), and many
more usually rare diseases.

Thankfully, due to effective antiviral therapy, many now ques-
tion the usefulness of the term AIDS. Today a person may
discover he or she has HIV infection and at the same time
discover that their T-cells cells are very low (example 50).
That person has an AIDS diagnosis. That person can start
HIV antivirals and rapidly, within months, be at a relatively
low risk for many of the AIDS ilinesses (pneumonia, KS, toxo-
plasmosis, etc). However, once a person has a diagnosis of
AIDS, either because their T-cells went below 200 or because
they had an illness from the list of “AIDS illnesses”, they keep
the label of having AIDS for their entire life. Once again the
term AIDS is more applicable for governmental services then
accessing a person’s health status. For example, in some
states where there is a wait to be accepted into ADAP allow
patients with an AIDS diagnosis to qualify more rapidly then
those without an AIDS diagnosis.

DEPARTMENT
oF

Why should | take at least 3 HIV
antivirals?

Three is the amount of antivirals that
should be taken daily for most people.

Taking three or more HIV antiviral drugs is called “com-
bination therapy”, which is also commonly called HAART.
HAART stands for highly active antiretroviral therapy.
Treatment consists of a protease inhibitor (Pl) drug or a
NNRTI (non-nucleoside reverse transcriptase inhibitor)
drug plus two NRTI (nucleoside reverse transcriptase
inhibitor) drugs. A Pl or a NNRTI regimen is considered
first choice for patients who have never before had therapy.
Examples of protease inhibitors include Kaletra, Reyataz,
Lexiva, and Invirase, Examples of NNRTIs include Sustiva
and Viramune. Commonly used NRTIs are AZT, tenofovir,
abacavir, 3TC, FTC, and ddl. An alternative option to a PI
or NNRTI therapy regimen is a combination pill contain-
ing three NRTIs (AZT, 3TC, and abacavir), which is called
Trizivir. There is also a new drug called Atripla which is one
pill that contains three drugs. The three drugs in this pill are
Sustiva (an NNRTI), tenofovir and FTC (both NRTIs).

Many advancements in therapy have occurred in recent
years. There are now 20-plus HIV drugs but 10 years ago
there were just a handful. Therapy is more convenient today
than years ago. Although 10 years ago the 3-drug regimen
had to be taken 3 times per day, today therapy can be taken
once or twice a day, you have many choices. It is important
to know that if the first or second therapy regimen (HAART)
stops working for you, there are many other drugs that can
be taken. A number of different effective types of therapy
regimens can be put together. New therapies are discussed
in the section “The Future of Treatment” on page 12.




What happens when | forget to take
my HIV antivirals?

This is a question that is good for you and
your medical care provider to discuss.

Generally if you forget to take your HIV medication by a
matter of a few hours, you should take the forgotten dose
when you remember or when you are first able to take it.
Then take your next dose as originally scheduled.

If, however, you are close to your next dosing time, or it is
already time for your next dose, it is not advised to double
that dose.

Taking 2 doses of your medication at once, or very close
time-wise, can make you sick with short-term side effects.

Once again, the best way to address this question is to talk
fo your care provider about such an event prior to it happen-
ing so that you have a plan in place.

You can bet that if you take your medications
as prescribed for years you will have times
when:

e you will forget your dose

* you will run out of pills

¢ you fall asleep before taking your meds

* you do not arrive at home when you had planned

Thinking ahead and planning for these types of scenarios
is advised. Also keep in mind that the occasional missed or
delayed dose will probably not have an effect on your over-
all success in controlling HIV.

How much of my medicine do | have to
take? All doses? Most doses?

Adhering to medication on a daily basis is one
of the most challenging issues faced by many
individuals who have HIV disease.

But adherence is the most important factor in
achieving long-term success of therapy.

And to address this concern, therapies have
become increasingly more convenient and
easier to take to make adherence easier.

Unfortunately, most of the medications used only stay in
the body for a relatively short period of time. Therefore, it
is necessary to continually replenish the levels by taking
another dose. Once the medication levels in the body drop,
the amount of HIV quickly goes up. Keeping a steady level
of medication is vital to controlling HIV.

Numerous studies have shown that people who have the
best control of the HIV virus have taken 19 or 20 of their last
20 doses. Those who take 18 or less out of 20 doses tend
not to have the best HIV control.

Often times it is best not to begin, or to completely stop tak-
ing HIV medications, if you are unable to take over 95% of
your doses.

One of the worst things you can do is miss doses on a
regular basis. This allows the virus to become resistant to
the medications, thus limiting the future effectiveness of HIV
medications.



Should | be afraid of side effects from
HIV antivirals?

Yes. But afraid is not the best choice of words, though it does
describe an emotion many individuals experience when con-
templating HIV antiviral therapy. There are short-term and
long-term side effects that may occur when taking therapy, but
they can be managed.

For many, the best way to calm fears of side effects is informa-
tion. Remember that all medications, not just HIV medications,
have potential side effects.

Just because a medication has the potential to
cause a side effect doesn’t mean you will expe-
rience that side effect.

Many people experience short-term side effects when they
first begin HIV therapy or change to a new combination of
antivirals. These short-term side effects are called short-term
because they generally last a few days or weeks before dis-
appearing. Most people are able to continue the activities of
daily life, perhaps with some modification during this period of
adjustment.

Examples of short- term side effects are:

* upset stomach

¢ diarrhea

* headache

* vivid dreams

* anxiety (this can stem from the fear of getting side effects)

One short-term side effect that requires special
attention is medication allergy.

An allergic reaction, which occurs infrequently, can be caused
by any kind of medicine and in some cases can be life threat-
ening. If you suspect an allergy to any medication you should
contact your medical provider immediately.

Symptoms of an allergy can include:
* fever

¢ unusual fatigue

® skin rash

Generally when people speak of fear related to HIV therapies,
they are considering the reports of body shape changes.

Changes in body shape can include:

¢ bellies that have gotten large

e faces that have lost fat and seem sunken

¢ limbs that have thinned and now have pronounced veins
* butts that have gotten smaller

¢ enlarged breasts for women

Although less is understood about these side effects, research
has developed improved ways to manage these concerns.
Some drugs appear less likely to be associated with these
side effects and you can select such a regimen. So, preven-
tion up front is the best way to deal with this. However, if one is
to develop one or more of the body shape changes, it usually

occurs after 1 but before 2 years of taking HIV antivirals. If
you have already developed a body shape change you can
switch to a different therapy, one that in studies has been
found less likely to be associated with body shape changes
and was seen to improve body shape changes that had
occurred previously.

Not everyone who takes HIV antivirals has
developed these side effects.

It has been estimated that perhaps up to 50% or 60% who
have taken HIV antivirals have developed body shape
changes, but an exact percentage or chance of develop-
ing one or more of these side effects is unknown. This was
before it was discovered that certain drugs are less likely to
be associated with body shape changes, so the risk of devel-
oping body shape changes can be significantly reduced.

There are currently no precise tests available to predict if you
are someone who might be at risk for developing these long
term side effects. Results from research studies suggest that
several factors might be involved, although researchers are
unsure of the precise causes of these side effects.

Your genes may play a role.

For example, if your parents had diabetes or you have diabe-
tes (or insulin resistance), you may be more likely to experi-
ence these body shape changes.

Although HIV antivirals appear to play a contributing role
leading to these side effects, there appear to be a number of
other potential contributing factors in addition to your genes.
What causes these side effects in different individuals may
vary from person to person. Other contributing factors may
include your age. As a person ages they may be more likely
to develop stomach paunch and elevations in sugar, choles-
terol, and triglycerides. Persons with hepatitis C appear to be
at greater risk for developing body shape changes and eleva-
tions in cholesterol, triglycerides, and sugar. Research has
found that perhaps patients with the greatest improvement in
their immune system from HIV therapy may be more likely to
experience these symptoms. So people with low CD4 counts
before therapy who have very good CD4 increases after
starting therapy and reduce their viral load to undetectable
may be more likely to experience these symptoms.

Taking a broad view of all risks is important when discussing
potential side effects from HIV therapy. While HIV therapy
poses a potential for unpleasant side effects, HIV itself poses
a much greater threat. HIV if left untreated, leads to death in
the overwhelming majority of those infected. Making a wise
decision about when to start therapy and being well informed
about potential side effects should lessen the fear surround-
ing HIV side effects.




How do | know if | have a good
doctor?

First let’s expand the term doctor to include other clinicians
who might be providing primary HIV care. That would mean
we could be referring to a Doctor (MD or DO) or a Nurse
Practitioner (NP) or a Physician Assistant (PA).

To evaluate whether your clinician is meeting
your needs you can ask yourself these few
simple questions:

* Does my clinician listen to me when | speak?

* Does he or she take my complaints seriously?

* Does he or she have adequate time for me during appoint-
ments or am | rushed in an out of the office?

* Does he or she take time to teach me when | have ques-
tions?

* |s he or she available to me during evening and weekend
hours for emergencies?

* Can | walk-in or get an appointment soon if something
comes up between scheduled appointments?

* Do | get to see my clinician each time | come in or am |
constantly shuffled to whoever is available on the day of my
appointment?

Does your clinician keep up with the rapid
changes in HIV medicine?

This is a difficult one to answer. Generally speaking, if you
seem to be more informed then your clinician, this should
raise caution. In general, clinicians who only see a few HIV
patients might be less informed about recent developments in
HIV medicine when compared to someone who only or pre-
dominately practices HIV medicine.

An informed patient who is confident enough to ask ques-
tions will most often get the best services.

Don’t be afraid to ask:

* What are the possible side effects of this medicine?

* What other options exist?

* Can you review my lab tests from the last visit and help me
understand what they mean?

WHAT CAN | DO?

® Become educated about HIV and treatment. Your ability to
evaluate your doctor’s knowledge and his or her capacity to
help you increases when you have greater education and
knowledge about HIV.

* Be honest with your doctor. Provide him or her with as
much family history and background such as previous ill-
nesses as possible.

Finally, one should remember that the clinician is not the
only component of a good healthcare relationship that needs
evaluation. In many cases, patients may be happy with their
provider but do not like the system the provider works in or
the support staff that surround the provider.

¢ Clinics that specialize in HIV care are notoriously under-
staffed and overworked.

* University based medical school settings offer many
resources but are plagued with the problems associated
with being too large. They struggle with providing an indi-
vidual touch and provider turnover is high because doctors
complete fellowships and move on.

* HMO'’s pose a problem in that they limit the patient to

a provider inside their network. Often times patients are
forced to abandon a successful relationship developed over
years with a clinician.

Ultimately, you have some control over who you see for
care so make your best effort to find a doctor you feel
confident about and comfortable with.




What happens when | take my HIV

medications and also use: alcohol,

cigarettes, heroin, cocaine, ecstacy,
and etc.

This is an area where science has very few answers. There
are no studies looking at the interactions of most of these
drugs with HIV medications. If a person has a problem abus-
ing drinking or using drugs, this can make adherence much
more difficult. It’s hard to remember to take your medications
because you are very busy and pre-occupied. By seeking
support such as Harm Reduction (clean needle exchange),
counseling, and treatment to stop drugs this will increase your
ability to be adherent, to succeed with HIV therapy, and to
beat HIV.

Heroin and cigarettes pose specific health risks of their own.
Still many of the patients who use those substances on a regu-
lar basis are able to maintain an undetectable HIV viral load.

Taking HIV drugs can be a lethal combination
when one is drunk or using crack.

Heavy alcohol consumption or regular cocaine (crack) use
are also health risks, but together with HIV disease they can
be a lethal combination.

It is difficult to say how much risk, but undoubtably even mild
to moderate alcohol consumption in combination with some
HIV antivirals poses some risk of liver damage. Remember
that both HIV medications and alcohol are eliminated from the
body by the liver.

Even less is known about the so-called party drugs: ecstasy,
GHB, special K, crystal meth, etc. One of the associated
risks that accompanies each of these substances is that indi-
viduals are less likely to be adherent to their HIV therapy when
high on any of these mood altering agents.

If | have hepatitis C or B what does
that mean?

Hepatitis viruses are given letters to distinguish one from
another. Hepatitis means inflammation of the liver. Hepatitis
C and B are thus two separate viruses that affect the liver.
Among people with HIV hepatitis has become a leading cause
of hospitalization and death. All HIV+ individuals should be
tested to see if they have hepatitis C and hepatitis B.

Hepatitis C is a virus that is predominately acquired through
recreational drug use. It is most readily transmitted by needle
sharing. Even sharing a needle one time, many years ago
with someone who had hepatitis C is probably enough to
infect you. Hepatitis C may also be transmitted through other
drug devises that are shared (example: crack pipes, cocaine
straws, tourniquets). Hepatitis C can be transmitted from
mother to child during pregnancy or during the birthing pro-
cess. Hepatitis C can be transmitted sexually, however the
risk of being infected through sex with hepatitis C is much less
when compared to HIV, hepatitis B or other sexually transmit-
ted viruses. But, the risk of being infected with hepatitis C
sexually appears to be increased when a person has HIV. The
presence of an STD may also increase the risk of sexual HCV
transmission. In the past two years there have been increased
reports of sexual transmission of HCV among HIV+ men who
have sex with men. This appears to be due to several factors:
increased internet sex, risky sexual behaviors (that might
break mucosa such as anal sex, fisting), and increased rates
of syphilis or STDs.

Hepatitis C is a problematic infection in that, like HIV, most
people do not have an immune response that is able to clear
or control the hepatitis C virus. It is estimated that hepatitis
C infection affects as many as 4 to 5 times more individuals
in the United States then HIV. About 30% of HIV-infected
individuals in the USA are co-infected with HCV. Of note is
that for individuals who contracted HIV by injection drug use
up to 90% are co-infected with HCV. This is mostly due to the
sharing of syringes by injection drug users. Usually, hepatitis
C causes its destruction to the liver over 20 to 30 years. It
is generally accepted that hepatitis C is a greater problem,
causing more rapid liver disease, for individuals who also
have the HIV virus when compared to individuals who have
only hepatitis C. This is because HIV appears to speed HCV
disease progression. No vaccine currently exists for the pro-
tection against chronic hepatitis C infection, but therapy for
those infected with hepatitis C is available.

Hepatitis B is a different hepatitis virus then hepatitis C.
Hepatitis B is most often transmitted either sexually, through
needle sharing with an infected person, or from mother to
child during pregnancy or birth. In most cases, hepatitis B
does not pose a problem. Many individuals who have had
hepatitis B do not even know they had it. Blood tests looking
for hepatitis can show whether someone has had an infection
with hepatitis B in the past. If you have had hepatitis B in the
past, and you made an adequate immune system response to
it you are now protected for life. For those whose blood tests



show they never had hepatitis B, safe and effective vaccines
exist to provide protection against future infection. The prob-
lem with hepatitis B is that a percentage of those who acquire
the infection are not able to make an immune response that
fully clears the virus. They are left with what is termed chronic
hepatitis B. It is estimated that 5-10% of HIV+ individuals also
have the hepatitis B virus (HBV). Chronic hepatitis B, like
chronic hepatitis C is a significant infection that is probably
made worse when one has HIV. Studies show that like with
HCV, HIV can speed HBV disease progression. Fortunately
medication exists for this virus as well.

Both hepatitis B and C pose special problems for patients
who also have HIV. If your liver is under stress from chronic
hepatitis B or C, taking HIV medications may increase the
risk of liver problems associated with taking HIV medica-
tions. This doesn’t mean a patient with chronic hepatitis B
or C shouldn’t take HIV medications, it simply means close
monitoring should be involved.

A problem for patients who have HIV and one of the hepatitis
viruses may be that an immune system weakened by HIV
could be less able to fend off the hepatitis virus thus leading
to end stage liver disease in more patients and more rapidly
when compared to individuals without HIV. Therapy for HCV
and HBV can help address this. It is important to be tested
to see if you have HCV and HBV, and to consider therapy for
hepatitis to avoid accelerated hepatitis disease progression.

Can | take medication for hepatitis?

Yes!

Hepatitis C is currently being treated with a combination of
pegylated interferon plus ribavirin (tablets). Pegylated inter-
feron is a once a week injection into the skin. This combina-
tion has the potential to eradicate or cure hepatitis C. Unlike
HIV therapy, therapy for HCV is time-limited, for on average
12 months.

Therapy with pegylated interferon and ribavirin is not for every-

one, and not everyone needs to begin therapy immediately.
When to begin therapy for HCV should be determined on a
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case by case basis. Since HIV can accelerate HCV progress
if you have HIV you should monitor your HCV closely. Blood
tests, plus a liver biopsy is the best way to determine if treat-
ment is necessary, and, how urgently.

The current treatment — pegylated interferon plus ribavirin,
has numerous side effects including but not limited to:

- fatigue

* anemia

+ depression

* loss of appetite leading to weight loss
* hair loss

* irritability

* anxiety

+ thyroid disease (infrequently)

Still the prospect of being cured or extending the life of one’s
liver are reasons why many individuals who have both HIV
and hepatitis C should consider treatment without waiting too
long.

The good news is the future of hepatitis C medication is look-
ing brighter. There have been many significant advances in
the development of new therapies. Several new HCV drugs,
which are taken by mouth and not injection, and have less
side effects, are being studied in patients now. It will be at
least several years before these drugs become available to
the public, but the future looks promising.

Hepatitis B is currently being treated with a
variety of medications. They include:

 Pegylated interferons

+ Epivir (3TC) (used for both HIV and HBV)

+ Adefovir

+ Tenofovir (used for both HIV and HBV)

* FTC (used for both HIV and HBV)

* Truvada (is a combination in one pill of FTC and tenofovir)
+ Entecavir (a new HBV drug)

The oral treatments for hepatitis B tend to have less side
effects. Some of the interferon side effects are listed above
under hepatitis C. As with hepatitis C, the best way to deter-
mine if therapy for chronic hepatitis B should begin is with the
use of blood tests and a liver biopsy.

If your primary HIV clinician is not trained or does not cur-
rently offer hepatitis therapies, it is advised that you seek the
care of someone who can access the status of your liver and
help you decide if hepatitis therapies could benefit you.

Your HIV clinician should be able to facilitate this by a referral
to someone who is knowledgeable in this area.



When should | start HIV therapy?

Making the decision to start HIV therapy is best made on an
individual basis by having an informed discussion with one’s
primary HIV care provider. Several years ago the U.S. De-
partment of Health and Human Services (DHHS) Guidelines
recommended patients should begin therapy when T-cells
were 500. But this has been changed to a lower T-cell count
because therapy is associated with side effects and there

is concern about patient’s ability to fully adhere to taking
therapy consistently for many years. However, in the past
1-2 years, the results of several studies found that starting
therapy when T-cells are higher (350-500) helps patients
remain healthier for longer.

Currently the U.S. DHHS Guidelines recommend any pa-
tient with AIDS-defining illness or severe symptoms should
begin therapy regardless of what the T-cells are or the viral
load. For patients who do not have symptoms these are the
recommendations. The Guidelines recommend strongly “to
treat” when T-cells fall <200.The Guidelines recommend “to
offer” therapy when T-cells are 200-350 following a full dis-
cussion of the pros and cons with each patient. When T-cells
are >350 and viral load is >100,000 the Guidelines say “most
clinicians recommend deferring therapy, but some clinicians
will treat”. When T-cells are >350 but viral load is <100,000,
the Guidelines say “defer therapy”.

When considering HIV therapy a person should contemplate
the commitment required to take therapies at the same time
everyday, for at least years, and perhaps a lifetime.

Does one have the structure, discipline, and family sup-
port that are vital to medication adherence? If not, you
can seek and receive support and counseling

One should carefully weigh the side effects and what is
known about the risks associated with taking HIV thera-
pies.

Any person contemplating HIV therapies should certainly
understand why they will be taking the medication and what
possible benefits are being derived from keeping HIV at very
low levels.

The most impressive benefits from HIV therapy are that they
can prevent HIV from destroying your immune system. If
you’ve already suffered significant immune loss, HIV thera-
pies can rebuild that immune system.

What is Resistance Testing?

Resistance testing is used in several ways and can be very
helpful in selecting your regimen. When HIV is transmitted
from one person to another, the person who transmitted it
may have used HIV drugs previously. If they used HIV ther-
apy and developed resistance to any of the HIV drugs, HIV
drugs may be less effective for that person. It is possible that
drug resistance can be transmitted along with HIV from one
person to another. So, it is recommended to perform a resis-
tance test before selecting your first regimen. This can help
you select a regimen that is effective. There is a second way

resistance testing is used. After starting therapy a patient can
develop resistance to the drugs in the regimen if doses are
missed or if the drugs are not taken properly. If drug resis-
tance develops this is accompanied by an increase in HIV
viral load and this may require switching to a new regimen of
therapy. Resistance testing is used to help identify the drug
resistance and which drugs would be most effective for the
new regimen. Ask your doctor about resistance testing, when
to use it and how.

What’s different for women with HIV?

What is known is that women, like men, develop AIDS
related illness, and that HIV untreated, can cause immune
destruction and death in women as in men.

Some of the types of iliness and damage done to a woman’s
body by HIV is different than a man’s. Women can experi-
ence a number of women specific problems. This is why it is
important for a woman to have PAP smears and gynecologi-
cal examinations every 6 months. Little is known about the
effect of HIV on female hormonal levels.

There can be differences between men and women in the
side effects they experience. Sometimes women may expe-
rience more short-term side effects from therapy than men.
Women should be as aware as men regarding the risk of
long-term side effects.

It is not uncommon for HIV positive women to experience
early menopause. HIV viral loads, specifically during the
first years after HIV infection, tend to be lower in women then
in men. Although women appear to progress to AIDS in the
same amount of time as men, we are not sure if this viral load
difference has important implications. For example, how do
the viral load differences affect the question of when to begin
therapy for a woman? In deciding when a woman should
begin therapy the T-cell count may be a better yardstick than
viral load.

It should be emphasized that the risk of contracting HIV
through heterosexual sex appears greater for women than
for men (meaning it is easier for a woman to get HIV from a
man than a man to get HIV
from a woman). However,
it is generally accepted
that a woman can transmit
HIV to a man.

It is important to ask your
doctor questions about you
as a woman and wom-
en’s HIV-health issues
and infections rather than
about just your HIV. It is
clear that there are many
unanswered  questions
about HIV and treatment
for women, so much more
research is needed to get
these answers.
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The future of HIV treatment

HIV has received much research attention in the last 10 years.
As a result of this research many significant treatment advanc-
es and discoveries have been made. Many new drugs for HIV
therapy have been developed in recent years. These drugs
are very useful for patients for whom their first, second, or
third therapy regimen is no longer effective. In addition, much
research for new HIV therapies is ongoing and the develop-
ment of additional new drugs is very promising. Although side
effects can develop from use of the HIV drugs, HIV-infected
persons can live productive lives, and have the potential pros-
pect for living a normal lifespan. We can be hopeful that in the
future new scientific advances will continue and bring us safer,
more tolerable, easier to take, more effective therapies.

There is a whole new class of drugs for HIV being researched
called entry inhibitors. HIV is reproduced inside the T-cell.
Most available drugs block HIV from reproducing after HIV
enters the T-cell. But entry inhibitors prevent HIV from even
entering the T-cell. Because these drugs are an entirely new
class, patients should not have any resistance to them at all
despite having resistance to the currently available drugs.
Fuzeon (T-20, enfuvertide) was the first entry inhibitor and
is currently being used for patients who have used several
therapy regimens. These are patients who have resistance to
several HIV drug therapies. Of note, second generation ver-
sions of Fuzeon taken once a week or perhaps less often are
in early stage of development. Maraviroc is a potent new type
of entry inhibitor and is expected to be available soon. It will be
helpful for patients who need a new therapy regimen.

A very exciting development is a new class of HIV drugs
called integrase inhibitors. MK-0518 is a potent integrase
inhibitor. It is in the final stage of development and is expect-
ed to be available soon. GS-9137 is the second integrase
inhibitor, which is in an earlier stage of development than
MK-0518.

TMC-114 (darunavir, Prezista) is a new protease inhibitor,
which just became available in June 2006. It is very potent
and very useful for patients who have been through several
therapies and have drug resistance to currently used prote-
ase inhibitors.

Tipranavir (Aptivus) is a protease inhibitor, which was
approved in 2005. This is also a potent drug useful for
patients who have been through several therapies, and who
have resistance to therapies and need something new.

In earlier stage of development are two potent NNRTIs, TMC-
125 and TMC-278. TMC-125 is being developed for patients
with drug resistance to currently used NNRTIs. TMC-278 is
being developed as a NNRTI therapy to be used by patients
in their first HIV therapy regimen, and perhaps for after they
have used a NNRTI and it stopped working.

There are several additional protease inhibitors in early stage
of development for patients with extensive protease inhibitor
experience and resistance. Brecanavir is promising and is
being studied now in patients who have been through several
therapies and need a new therapy. PL-100 and SPI-256 are
two additional protease inhibitors in early stage of develop-
ment and will also be for patients who have been through
several therapies and need something new.
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