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New Lawsuits Re-Examine
Prescribing of PrEP in Urgent Care

Urgent message: Urgent care providers should take note of emerging class-action law-
suits when helping patients decide if PrEP is right for them.

ALAN A. AYERS, MBA, MAcc

healthcare world has been working for decades to

develop treatments and methods to protect patients
against it.

One of the most promising treatments is pre-exposure
prophylaxis (PrEP), approved in 2012 as a way to pre-
vent HIV infections in high-risk patients. The brand-
name drug Truvada has become well known in the
medical field since then.

This has become a gray area for urgent care, however.!
Some providers believe that urgent care centers are the
perfect place to initiate PrEP treatment due to their con-
tact with vulnerable individuals and their high fre-
quency of STI treatment. Others contest that the
episodic nature of urgent care doesn’t provide adequate
opportunity for the frequent monitoring and manage-
ment needed by patients undergoing PrEP treatment.

Further, issues like nonadherence and increased risk
behaviors can lead to negative health outcomes for patients
taking PrEP drugs if they are not carefully monitored.

Recently, the number of class-action lawsuits filed
against Gilead, the maker of Truvada, over serious side
effects of the medication has been on the rise. Law firms
are using aggressive marketing campaigns and scare tac-
tics to recruit plaintiffs. Whether or not these lawsuits
will hold up in court remains to be seen. However, they
are something to consider for urgent care owner/opera-
tors who are looking to make decisions about offering
PrEP treatment in their clinics.

|:ew diseases ravage the body like HIV. As such, the

What Is PrEP?

As it stands today, there is no cure for HIV, the virus that
causes AIDS. Once a patient is diagnosed with HIV, they
will deal with the infection for the rest of their life.

| —

Although medical management of HIV has improved
greatly in the past few decades, prevention is still key.

PrEP treatment—proactive taking of antiretroviral
drug—has been suggested for those who aren’t currently
infected with HIV but whose behaviors put them at
higher risk. For instance, HIV-negative individuals hav-
ing sex with an HIV-positive partner are prime candi-
dates. Gay or bisexual men who engage in condomless
sex with multiple partners, sex workers, and intravenous
drug users may also be candidates.

PrEP medications like Truvada are taken in pill form
once a day. It is important that these drugs are taken
consistently as prescribed since PrEP therapy loses its
effectiveness if doses are skipped. Meanwhile, failure to
adhere to the prescribed regimen can lead to drug-resis-
tant strains of HIV.

According to a study in the journal Science Transla-
tional Medicine, PrEP is 99% effective in preventing HIV
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Table 1. Truvada Lawsuit Claims

The first individual Truvada injury lawsuits were filed in
California in May 2018, and others followed. The common
assertion in these claims is that Gilead failed to warn about
the drug’s side effects.”

Serious Complications Common Side Effects

Kidney Problems » Abdominal pain

« Acute kidney injury or acute | « Liver problems
renal failure » Nausea

« Chronic kidney disease or « Diarrhea
declining kidney function » Headache

 Fanconi’s syndrome — a « Dizziness
disorder where certain « Fatigue
substances normally * Depression
absorbed into the blood are | « Muscle pain
excreted in urine instead « Cold extremities

« Kidney tubular dysfunction | e Rash

Bone Density Problems
« Osteopenia

« Osteoporosis

» Osteomalacia

« Bone fractures

infection when the dosing regimen is strictly followed.
This makes it a crucial tool in the fight against HIV.?
While California has enabled PrEP without a prescrip-
tion, and Colorado and Oregon are expected to follow,
all other states require a provider’s evaluation before a
patient may start a PrEP regimen. Providers can prescribe
a Truvada regimen for a minimum of 30 days, up to a
maximum of 90 days. The patient then needs additional
testing before their prescription can be renewed.

What Are the Side Effects of PrEP?

Unfortunately, PrEP drugs do come with side effects.
While most of them only persist through the initial
phase of treatment and are mild, the potential for more
serious side effects is real.

At the beginning of PrEP treatment, patients may
experience symptoms of nausea, headaches, and diar-
rhea. These side effects typically wear off after a few
weeks as the body adjusts to the drug.

PrEP medications like Truvada do carry a risk for seri-
ous side effects that can affect the patient’s health over
an extended period of time. Liver and kidney health
both need to be monitored closely while the patient
undergoes PrEP therapy, as these organs can be adversely
affected. In rare cases, PrEP drugs can cause a loss of
bone mineral density, which increases the risk of osteo-
porosis and fractures.
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Other side effects include electrolyte imbalances, pan-
creatitis, lactic acidosis, persistent flu-like symptoms, ele-
vated triglyceride levels, increased creatinine phosphokinase
levels, strange dreams, and hyperpigmentation.

Unpacking the Moral Hazards

As stated, preventing HIV infections is the best course
of “treatment” for patients at high risk for exposure.
When only considering that fact, PrEP therapy seems
like a perfect solution. Unfortunately, things aren’t so
clear-cut in the real world.

Studies have consistently shown that patients taking
PrEP medications are more likely to engage in risky
behavior than those not taking the drugs. Given the per-
ceived protection of medications like Truvada, patients
are more prone to engage in sexual activity with new
partners, forgo the use of condoms, and share needles.

Although PrEP protects patients against HIV, it doesn’t
protect against other STDs. By engaging in riskier behav-
iors, these individuals increase their chances of contract-
ing gonorrhea, chlamydia, syphilis, and more. With
STDs already on the rise nationwide, this is a problem
that public health agencies want to avoid.?

To combat it, patients being treated with PrEP med-
ications should be educated about safe sex practices and
receive routine STD screenings. Unfortunately, urgent
care centers aren’t always equipped to provide this edu-
cation since they may not encounter the patient after
starting them on a PrEP regimen.

Nonadherence Is a Major Concern

Alongside the possibility of increased risk behaviors is
the issue of nonadherence. Due to the unwanted side
effects of PrEP medications, patients are often tempted
to skip a dose or multiple doses.

Nonadherence can also occur for nonmedical reasons.
For instance, patients could feel stigmatized by the med-
ications, be unable to afford prescription refills, or be
dealing with substance abuse issues that cause them to
forget to take their medication.

For the wider healthcare world, this is an issue similar
to antibiotic resistance. When patients don’t adhere to
their PrEP regimen, the likelihood of drug-resistant HIV
strains evolving skyrockets. This ultimately limits the
effectiveness of PrEP drugs and could one day render
them useless, potentially setting the fight against HIV
back by decades.*

Class Action Lawsuits on the Rise
A simple Google search for “Truvada lawsuit” will yield
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multiple law firms advertising class-action suits on social
media and traditional media outlets, and who are
actively looking for plaintiffs.

The first case was brought against Gilead in May 2018,
alleging that the company waited to release an alterna-
tive form of PrEP medication to maximize profits from
Truvada.’ Since then, more lawsuits have been levied
against the company. Most participants cite the many
side effects—some harmful—of the medication in their
complaints. Others argue that drugs like Truvada should
be reserved for those most at-risk and not advertised to
populations as a whole.

While no legal decisions have been made surround-
ing the lawsuits, the cases themselves can have negative
health impacts. For instance, surveys conducted after
the lawsuits were advertised found anecdotal cases of
people stopping their PrEP regimen or changing their
minds about starting it.° While both of those actions are
within the patient’s rights, doing so without a medical
consult can lead to issues discussed previously related
to nonadherence.

What Does This Mean for Urgent Care?
Many urgent care owner/operators and providers may
now be thinking “so what?”

If patients want to engage in a lawsuit against a drug
company, it likely doesn't affect the facility where they
initiated PrEP therapy. Nonetheless, the conditions
underlying the lawsuits are an issue that should be noted.

Not every urgent care center will choose to offer PrEP
services. As mentioned, urgent care isn’t naturally the
perfect fit for a drug regimen that must be closely mon-
itored. While it is possible for an urgent care business to
create some form of PrEP monitoring program, this isn't
feasible for many operations that have rotating providers
and see patients on an episodic basis. The decision to
offer PrEP treatment in urgent care must be made based
on a variety of factors considering a facility’s capabilities.

Ultimately, the issue with Truvada lawsuits comes
down to patient education. PrEP medications have done
incredible things in the fight against HIV. When used
correctly, they are one of our best tools for fighting the
disease by preventing individuals from getting infected
in the first place. Lawsuits—which are often filled with
misinformation—can cause serious harm by steering
high-risk HIV candidates away from PrEP. On the other
hand, these medications are known to cause unpleasant
side-effects—some long-term—and have a high rate of
nonadherence and increased risk behaviors.

As such, urgent care centers that offer PrEP services
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Table 2. Truvada Lawsuit Damages

According to trial lawyers, successful plaintiffs may be
entitled to economic, noneconomic and punitive damages,
which include:

Economic Damages

« Current and future medical costs

« Physical therapy

« Dialysis treatments

» Prescription medications

« Travel costs for doctors’ appointments

« Lost benefits and wages for missing work
« Future lost wages

Noneconomic Damages
« Pain and suffering

» Mental anguish

» Loss of enjoyment
 Depression and anxiety
» Wrongful death

Punitive damages up to three times the amount of economic
damages or $500,000, whichever is greater.

Source: https://www.chaliklaw.com/defective-drugs-lawyer/truvada/how-much-
can-i-win-in-my-lawsuit-against-truvada/

must take care to educate patients about both the risks
and benefits of the medication. Likewise, resources and
information about safe sex practices, needle use, and
other health-promoting behaviors should be included
with every visit.

By staying aware of recent PrEP-related trends in the
legal world, urgent care operators can provide better
education to their patients and help them decide if PrEP
is a good choice for them. |
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