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Chairman Rapp,Chairman Frankel, and members of the committee,we write to provide testimony
regarding legislation (HB 1741) on non-approved COVID-19 treatments.
We have been suffering through the worst pandemic in a century for what, at times, feels like forever.
Some have lost jobs, some have lost businesses, some have lost loved ones. All of us have endured
tremendous mental and emotional strain. Given this, it's perhaps not surprising that some are turning to

unapproved uses of drugs not approved or authorized by the Food and Drug Administration (FDA) for
the treatment of COVID-19 in desperate attempts to return their lives to normal.
Off-label prescribing can seem particularly promising in the face of a disease that carries such significant

risk of illness and death. However,using a medication in a manner not specified in the FDA's approval
can create considerable scientific and ethical concerns. Where scientific data for efficacy is lacking,
patients face all of the risk of a given prescription drug without any reasonable expectation of benefit.
For physicians to prescribe medications without scientific basis is a violation of ethics and professional
values.
Physicians are expected to prescribe drugs "based solely on medical considerations, patient need, and
reasonable expectations of effectiveness for the particular patient".1 Responsibly prescribing an
approved medication for a novel,off-label use requires that the physician reflect critically on the
evidence that is available, seek input from knowledgeable colleagues or other medical professionals,
and attend carefully to minimizing the risks to the patients for whom the physician intends to prescribe
for an unapproved use." Prescribing in the absence of sound scientific and medical evidence,can expose

patients to potentially dangerous and ineffective treatments.
Two prominent examples of off-label use to treat COVID-19 have involved hydroxycholoroquine and,
more recently,ivermectin.Hydroxychloroquine,while very briefly available under an Emergency Use

Authorization between late March and mid-June 20201", has since been demonstrated in clinical trials
not to be effective.iv Ivermectin, an antiparasitic drug approved in humans for treatment of certain



tropical diseases, is also being prescribed off-label for COVID-19, even though the FDA has repeatedly
warned against its use.v'vi The National Institutes of Health's (NIH) COVID-19 Treatment Guidelines Panel
has also concluded there is insufficient evidence from clinical trials to recommend the use of ivermectin
for the treatment of C0VID-19.vii This recommendation is consistent with the Infectious Disease Society
of America's Guidelines on the Treatment and Management of Patients with COVID-19, which speaks
against the use of ivermectin in hospitalized patients and ambulatory persons with COVID-19, outside of
the context of a clinical trial. Even Merck, makers of ivermectin, stated in February that there is "no
meaningful evidence" the drug is effective against the coronavirus and noting "a concerning lack of
safety data.»vlli

Yet despite these dire warnings, various news and social media outlets have for months talked about
ivermectin being used to treat COVID-19, some even touting it as a miracle drug. This has resulted in an
increase in the adverse effects associated with ivermectin, as demonstrated by the rise in calls to poison
control centers for patients requiring medical attention, including hospitalization, after use.
The FDA closely regulates the sale,manufacture and labeling of drugs. Such regulation includes the
development and clinical investigation of new drugs. Clinical investigation of drugs on human patients
requires obtaining an Investigational New Drug (IND) exemption from the FDA prior to beginning a
study, as well as close oversight by institutional review boards. Such studies must generally comply with
well-developed protocols to protect both the patient's safety and to evaluate the drug's safety and
efficacy.
Physicians prescribe drugs off-label for a variety of reasons. Advances in medicine can outpace the FDA's
ability to approve drugs for new uses. It can take six or more years to get a new drug approved.
However, that has not been the case with COVID-19 treatments. In less than two years, three separate
COVID-19 vaccines have been approved and are widely accessible in the United States. The FDA has
approved the antiviral drug remdesivir to treat COVID-19 in adults and children who are age 12 and
older. The FDA has granted an emergency use authorization for the rheumatoid arthritis drug baricitinib
to treat COVID-19 in some cases. And the FDA is expected to soon authorize two different antiviral pills,
molnupiravir and paxlovid, which could significantly reduce the risk of hospitalization and death from
Covid-19.

Furthermore, these medications are just the beginning. Researchers across the world are designing new
drugs from scratch, precisely targeting weak points in the molecular structure of the coronavirus. While
others are studying whether antiviral, anti-inflammatory and immune-based treatments work better in
combination than when taken on their own.
In order to fulfill the fundamental scientific and ethical commitments to promote patients' well-being,
physicians must not allow the laudable goal of providing help and support in the face of a devastating
public health crisis to overcome thoughtful,evidence-based judgement.
The Board of Medicine exists in part to ensure standards within the medical profession.It disciplines
physicians only in cases of serious violations of professional norms. It is critical that this process remain
free of partisan politics. Bill 1741would take this critical role out of the hands of scientific professionals,
undermining professional standards and potentially weakening trust in the medical profession.
The most effective ways to limit the spread of COVID-19 are to get vaccinated, wear a mask in public and
especially indoors, practice social distancing, wash your hands frequently, avoid large crowds of people
and follow sound, science-based medicine.
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