Nnited Dtates Senate

VASHINGTON, DC 20510

April 12,2016

The Honorable Robert M. Califf, M.D.
Commissioner

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Dear Commissioner Califf:

We write regarding the public health threat of antibiotic resistant bacteria. While we are pleased
that significant steps are being taken to reduce the risk of antibiotic resistance stemming from
antibiotic use in human medicine, we remain deeply concerned about the use of antibiotics in
animals. All use of antibiotics, whether in human medicine or in animal agriculture, can lead to
antibiotic resistance. Through previous correspondences with the administration, we have
identified clear gaps in current polices to improve the stewardship of antibiotics in food animal
production.! As you begin your tenure as Commissioner of the Food and Drug Administration
(FDA), we ask that you reexamine current policies and create a plan to address these clear gaps.

Too many food animals are still fed low doses of antibiotics continuously throughout their
lifespan, putting them at risk of developing resistant bacteria. These bacteria can easily spread to
humans through consumption of the animal’s meat or though the animal’s feces, which often are
used to fertilize crops.? FDA data show that, in 2014, nearly 34 million pounds of antibiotics
were sold for use in food animals.’ To make matters worse, all data indicate that antibiotic use in
food animals is on the rise. From 2009 to 2014, the number of medically important antibiotics
sold for use in food animals increased by 23 percent. *

We appreciate that the FDA has taken steps to try to address antibiotic overuse in food animals
by establishing that using antibiotics to promote animal growth is inappropriate, requiring
veterinary oversight for all other uses of antibiotics, and seeking to define the circumstances
under which treating healthy animals with antibiotics to prevent a disease is appropriate.” While
these efforts represent an important first step, we have serious concerns that critical gaps in these
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policies may hinder FDA’s ability to have a significant impact on the inappropriate use of
antibiotics on farms. We ask that you take immediate action by creating a plan to address the
following gaps in the FDA’s current policies:

1) Enforcement. While FDA policies attempt to disallow the use of antibiotics to promote
faster animal growth, in many cases, the dosage instructions for prevention and control
uses look a lot like the instructions for disallowed production uses.® This leaves a
significant loophole that could allow producers to continue to use the same antibiotics at
the same doses, as long as the use of the drugs isn’t called “growth promotion.” FDA has
laid out criteria that veterinarians should follow when determining whether it is
appropriate to prescribe an antibiotic for prevention or control.? If followed to the letter,
this should make a big difference. However, we are highly concerned with FDA’s
assertion that the agency will rely on stakeholders, including organizations representing
veterinarians and animal producers, to promote compliance with these criteria.® This is
problematic because some of these stakeholder organizations, have questioned the link
between antibiotic use in animals and antibiotic resistant bacteria.’

A strong enforcement plan is necessary to measure the degree to which veterinarians are
consulting the criteria before prescribing antibiotics for prevention or control, and to
specifically monitor the use of antibiotics that were previously used primarily for growth
promotion to ensure they are not being misused. In order to address this significant gap in
its enforcement plans, we ask that the FDA put in place strong plan to enforce its
appropriate preventive use criteria that does not rely primarily on industry partners.

2) Data collection. We understand that the FDA and the United States Department of
Agriculture are leading an effort to create a data collection plan that includes collecting
data on how antibiotics are used on farms. In its March 2016 draft report, the Presidential
Advisory Council on Combaiting Antibiotic-Resistant Bacteria (PACCARB) emphasized
the importance of on-farm data collection.'® While we appreciate these efforts, it is
important to begin collecting the data as soon as possible in order to have a full picture of
the impact of the FDA’s policies. For that reason, we ask that the FDA release a public
timeline for developing and implementing its data collection plan.
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3) Metrics for evaluation. We have asked the administration numerous times how it plans to
evaluate whether the FDA’s policies have been successful or unsuccessful at reducing
inappropriate antibiotic use, and to date have not received a concrete answer. At the same
time, many different members of the administration — including at the FDA — have stated
that if the policies are unsuccessful, additional actions should be considered.'

Clear metrics and benchmarks are necessary in order to effectively determine whether
additional actions are called for. The PACCARB agreed in its March 2016 draft report,
stating that “limited progress has been made in finalizing a plan for assessing the impact
of the two [guidance documents] on the extent of antibiotic use in food animals.”'?> We
ask that the FDA create a plan that lays out clear metrics and benchmarks for success,
both from currently available data sources and future expected data sources, including a
specific timeline for when the FDA would expect each metric or benchmark to be met. In
addition, the plan should include options for what additional antibiotic stewardship
measures FDA would consider if current efforts are insufficient.

President Obama has made addressing antibiotic resistance a priority of his second term — and
effective policies to reduce antibiotic use in animals are a critical part of reducing the public
health threat posed by antibiotic resistant bacteria.'* The FDA’s current policies are an important
first step, but they have clear gaps and alone are not enough. As you begin your work as
Commissioner, we ask that you prioritize this issue by creating a plan to address the gaps
outlined above and that you share that plan with us no later than June 1, 2016.

We look forward to your response and to continuing to work closely with you on this critical
issue.

Sincerely,
u i ::Lh- Mﬂ&w—-‘éﬁm‘f$|;;—— >
Elizabeth Warren e Feinstein
United S§ates Senator United States Senator
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Kirsten Gillibrand Richard Blumenthal
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