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FDA’S EFFORTS FAIL TO END

MISUSE OF LIVESTOCK ANTIBIOTICS

Antibiotic resistance is one of the top five threats to public health, according to the
Centers for Disease Control and Prevention.! The overuse and misuse of antibiotics
that are important for human medicine (“medically important antibiotics”) in both
hospitals and livestock production is contributing to the spread of antibiotic-
resistant bacteria that put public health at risk.2 Critically, though, 70% of
medically important antibiotics in the US are sold for livestock use, not human
use.? FDA has launched Guidance #213, an initiative for pharmaceutical
companies to voluntarily end sales of medically important antibiotics for
certain purposes in the meat and poultry industry. But Guidance 213 fails to

curb the risky, routine use of antibiotics in meat and poultry production, a major

contributor to the development of antibiotic resistance.4

WHAT
GUIDANCE 213
DOES

o Encourages animal
drug companies to
stop selling medically
important antibiotics
for “growth promotion”
purposes, i.e. for
speeding up animal
growth

9 Encourages
companies to switch

to selling antibiotics
for use in livestock
with veterinary
oversight.

For more information, please contact:

WHAT
GUIDANCE 213
FAILS TO DO

o Fails to stop the dangerous,
routine use of antibiotics
by allowing use for disease

prevention to continue

9 Fails to ensure that total
antibiotic use in livestock will

decrease

6 Fails to provide use
reduction goals and a
way to track progress
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WHY AND HOW

ANTIBIOTICS
ARE USED IN

MEAT & POULTRY
PRODUCTION

Antibiotic resistance
refers to the
phenomenon of
antibiotics becoming
less effective against
bacteria. As shown on
the right, use of lower
antibiotic doses for long
periods of time is risky
because these practices
allow antibiotic-resistant
bacteria to survive and
thrive.> Antibiotic use
on larger numbers of
animals creates more
incubators for resistant
bacteria.® Such routine
use in the absence

of disease creates
unnecessary risk that
could be avoided with
better management
practices.” Low-dose
and herd-wide or flock-
wide use appears to

be the norm both for
FDA-approved “growth
promotion”® and
“disease prevention”
purposes.®

HIGHER RISK
OF RESISTANCE

Occurs when antibiotics are given:

*in low doses
sregularly or continually
«for long periods of time

*to large numbers of animals
*in the absence of disease

DISEASE
CONTROL.:
to control
the spread
of disease in
barn, pen or
coop

DISEASE
TREATMENT:
to treat sick
animals

=

No
antibiotic
use

LOWER RISK
OF RESISTANCE

Occurs when antibiotics are given:

*in higher doses
* only when needed
 for a shorter, defined time
« to individual/few animals
* to stop a disease

@ GUIDANCE 213 FAILS TO
STOP THE DANGEROUS, ROUTINE

USE OF ANTIBIOTICS BY
ALLOWING USE FOR DISEASE
PREVENTION TO CONTINUE

The Guidance allows the ongoing,
prolonged, low-dose use of
antibiotics in a large number of
animals, typically in feed or in
water—to counter the disease
pressure from animals being

fed inappropriate diets or being
raised in crowded, stressful and
unsanitary confinement conditions.
Routine and widespread low-dose
use in the feed and water of large
numbers of animals creates a
higher risk of antibiotic resistance
regardless of the justification for
use, whether for growth promotion
or disease prevention.

“Because antibiotics in
feed or water are typically
administered to herds or
flocks of food producing
animals, in-feed or in-
water antibiotic use leads
to an increased risk of
selecting for resistance.”

President’s National Action
Plan for Combating Antibiotic
Resistant Bacteria



€) GUIDANCE 213 FAILS TO
ENSURE THAT TOTAL ANTIBIOTIC
USE IN LIVESTOCK WILL DECREASE

The same drugs can continue to be used in the same, risky ways as before.
Under Guidance 213, even if the use of medically important antibiotics—i.e.
antibiotic classes also used in human medicine—is stopped for growth promotion
reasons, these same classes of antibiotics can still be used for disease prevention
purposes in essentially the same ways. Drugs in every medically-important class
of antibiotics used in the feed and water of livestock are approved for both
growth promotion and disease prevention purposes and are used in low-dose,
herd-wide or flock-wide applications for prolonged periods.’©

In fact, for some drugs, farmers would not have to change their risky practices at
all under Guidance 213—they could continue to use the same drugs, at the same
doses and same durations that they had been using for growth promotion, but
now for “disease prevention.” That’s because, in every one of these antibiotics
classes, some drugs overlap in the approved dosage and duration of use for
growth promotion and disease prevention. Even the animal pharmaceutical
industry agrees that stopping use only for “growth promotion” would not
significantly affect sales of antibiotics.

As we mentioned above, FDA has
recommended veterinary oversight for all
antibiotic uses in feed and water. Veterinary
oversight (the equivalent of prescriptions) is
a step in the right direction but as we’ve seen
in human medicine, requiring prescriptions

is not enough on its own to curtail misuse
and overuse." Additional policy measures
are needed to ensure that antibiotics are not
misused and that use decreases.

On Guidance 213:
“Growth uses of medically
important antibiotics
represent only a small
percentage of overall use,
so even if all other factors
are static it’s unlikely
overall use would be
greatly affected.”

Animal Health Institute, drug
company trade association




ANTIBIOTICS

STILL APPROVED FOR ROUTINE USE

All Classes of Medically Important Antibiotics Used in Livestock Are Approved for Both Growth
Promotion and Disease Prevention, Including at Overlapping Dosages and Durations

ANTIBIOTIC CLASS
AND IMPORTANCE
IN HUMAN MEDICINE'?

MACROLIDES
(critical)

LINCOSAMIDES
(high)

PENICILLINS
(high)

STREPTOGRAMINS
(high)

TETRACYCLINES
(high)

AMINOGLYCOSIDES
(high)

SULFONAMIDES
(critical*)

* indicates that Sulfonamide is one of two antibiotic classes which comprise the drug, and that the combination drug is identified as critical for human health by FDA

= = = = = = =

HUMAN
DISEASES
TREATED

*Treatment for severe
Campylobacter
infections #

*Respiratory
infections, including
whooping cough °

*MRSA infections
common to diabetic
patients 16

*Methicillin Resistant
Staphylococcus
Aureus (MRSA)

infections in children'”

«Strep throat '8

*(Group B)

Strep infections °

*Resistant
Enterococcal
infections after
surgery 20

*MRSA infections
in children 2!

«Chlamydia 22

*Infections in
newborns due to
Listeria, E. coli, etc.2®

*Enterococcal
infection of the
heart?4

*Urinary tract
infections 2°

*Foodborne
illness 26

SPECIES
Approved for
use in: Chickens,
Pigs, Cows

314 74 74 74 T4 4 [P«

APPROVED
FOR DISEASE
PREVENTION#

APPROVED AT
OVERLAPPING
DOSAGES AND
DURATIONS“13

27

B This risky routine use would be discontinued under FDA’s recommendations € This risky routine use would still remain in place. & For some drugs in these classes, not only is the drug
approved for both uses, the approved use for the two purposes even overlaps. As of April 1, 2015, there is overlap in approved dosage and durations for at least one antibiotic drug in
the class and for one or more of the following species: chicken, cattle, and swine.



€ GUIDANCE 213 FAILS TO
PROVIDE USE REDUCTION GOALS
AND A WAY TO TRACK PROGRESS

Guidance 213 does not set antibiotic-use reduction goals, will not collect the data needed to
track progress, and offers no alternate plan if antibiotic use continues unchanged or increases.?®

To truly reduce the proliferation of antibiotic resistance from farms, policies must address routine,
risky uses of medically important antibiotics in livestock for both growth promotion and “disease
prevention.” Otherwise, these risky practices are likely to continue under a more benign-sounding
(but equally risky) label.

STOPPING GROWTH PROMOTION ALONE IS NOT
ENOUGH TO REDUCE ANTIBIOTIC USE

For example, the Netherlands first imposed a ban on growth promotion uses of
antibiotics in livestock, but total livestock use of antibiotics did not decline.?®

It was only after Netherlands initiated a series of other policy changes, including
better reporting of use and a mandatory phase out of use for disease prevention,3°
that use declined, and dramatically—by 50% over four years.?
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