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Dn behalf of our 5 million members and constituents, The

mane Society of the United States (HSUS) offers the following
mments on the Food and Drug Administration's request for
rgmments regarding the development of options to encourage
imal drug use approvals for minor species and minor uses.

e passage of the Animal Medicinal Drug Use Clarification Act
1894 (AMDUCA) was an important and necessary step for
uring the continued ability of veterinarians to prescribe
ralabel uses of approved animal drugs, and approved human
gs for animals, to treat conditions that are life threatening, to
ieve or prevent pain and suffering, and to treat otherwise
treatable conditions, i.e. therapeutic uses.

Snebivy Ceeh o1

contrast, the primary purpose of The Animal Drug Availability
Act of 1996 (ADAA) as stated in the ‘Request for Comments' is

- Witk . Manau tp facilitate the approval and marketing of new animal drugs and

4 Jganivianih?

ore expeditious marketing of safe and effective animal drugs.™

The challenge continues to be to implement the AMDUCA and
e ADAA within a regulatory framework that protects animal
nealth and well-being, public health and safety, and the
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xtralabel drug use was never intended to allow drugs to be put
y| bypassing the drug approval process. The agency should be
public that this Is exactly what is being discussed when

bn of extralabel uses to those of enhanced production and

ic uses. Given the current climate with food safety concemns
ssues in the intermnational arena, it would seem a more prudent
ency to direct regulatory energy into setting up an efficient
approval process in which the public can have confidence.
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nes and implants:
jo see these two issues raised again in the context of extralabel
oLnslve public discussion both topics have received and that
tive uses were specifically addressed in the final rule for
se in Animals”,

comments advocating extralabel use for all reproductive

re reported in the final rule on Extralabel Drug Use in Animals.
int out that the comment that “all reproductive uses are
indeed incomrect. Additionally, many of the future and growing
ductive uses that would be covered by such an extension of
ralabel use would clearly not be classified as therapeutic,
erhaps being the best example.

of reproductive hormones for aquaculture is for purposes of

on such as spawning and gender reversal processes. Not only

of the scope of AMDUCA, but drug companies should without

to seek FDA approval when dealing with growing industries

rewards are likely. The solution is to develop a more efficient
em, not to expand the privilege of and statutory intent for

to facilitate the growth of an industry.

xpressed concern when addressing the initial request of the
51ry to extend extralabel use to nontherapeutic uses such as
roduction: “The agency, in considering the appropriate scope
nder the statute, is concerned about the possible deterrent
)8d extralabel use on the widely-shared goal of increasing the
d drugs that are available for animal use.” And as stated by
hew legislation [the ADAA] should decrease the need for
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drugs as more animal drug products for both therapeutic and
s are approved.”

given by advocates for expanded extralabel use, “extralabel
drugs conserves animal resources, and allows application of
g. embryo transfer and artificial insemination)”, are completely
f statutory intent for extralabel use. Furthermore, drug

be required to seek FDA approval when dealing with such

ng industries as those involved with “new technology”.

of extralabel drug use was never intended to be used to allow
to routine use by bypassing the drug approval process or to
h of a particular animal industry.
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Many comments
comment period
expressed by the

were received specifically on this issue during the public
fqr Extralabel Drug Use In Animals including concerns
nighly respected experts from The Centers for Disease Control

h
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orthy comment from the chair of FDA's Anti-Infective Drugs

e and of the Antimicrobial Use and Clinical Trials Committee
se Society of America. These and other concerns centered
use of antimicrobials to reduce resistance and the CDC

the use of antimicroblal agents in animals presents a risk to the
fined in the proposed rule, and [noted that) the proposed rule
he hazard caused by the use of antimicrobials at low doses
eriods.”

e commended for many excellent steps being taken to address

erns. However, other key Issues remain largely unaddressed

f drug use patterns including routine subtherapeutic use, the
patterns to the extremely serious and growing problem of

e, and the role of the FDA and the drug approval process in

nd related concerns.

drugs have lost their potency, or resistance to certain disease

e widespread, we should not simply continue to provide new
ing the hard and critical questions about current patterns of drug

re equally relevant whether addressing drug use in minor

E:: livestock sectors that are already well-established.
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_ In conclusion, while there are indeed unique aspects to be dealt with when
addressing drug approvals for minor species and minor uses, these categories of
use must clearly be dealt with within the context of the broader issues currently
being wrestled wijth as the AMDUCA and ADAA begin to be implemented.

We cannot lose sight of the intent behind the passage of each of these acts and
the challenge to implement the AMDUCA and the ADAA within a regulatory
framework that prgtects animal health and well-being, public health and safety,
and the environment, and at the same time provides incentives to minimize
extralabel drug use while establishing a workable and efficient drug approval
process.




