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Division of Dockets Management (HFA-305)
Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD 20852

Guidance for Industry — use of unapproved hormone implants

On behalf of The Humane Society of the United States (HSUS) and its 8 million
constituents, we are submitting brief comments regarding the rule on “Guidance for
Industry — use of unapproved hormone implants in veal calves”. We commend the Food
and Drug Administration for banning the use of meat from calves with these illegal
implants after June 6, 2004. We urge the FDA to continue with this strong stance and back
it up with rigorous checking for the illegal implants in order to protect animal welfare and
the safety of our food supply.

We are concerned that the use of these implants poses a risk to animal welfare, human
health, and the environment. Our original comments sent to Dr. Sundlof elaborate on this
and have therefore been included. The current guidance document is good but we are
concerned that because this ban has previously been ignored by the majority of veal calf
producers this practice might continue. We would therefore urge the FDA to regularly test
for the presence of illegal hormones in veal tissue and take enforcement actions when
necessary. The FDA should hold fast to the ban and not weaken it based on producer
requests with no scientific backing. Thank you for your time and consideration.

Yours sincerely,

ST L— P

Tamiko Thomas, M.Sc.

Animal Scientist

Farm Animals and Sustainable Agriculture
Telephone 301 258 3114

Email tthomas@hsus.org

Michael C. Appleby, Ph.D.
Vice-President

Farm Animals and Sustainable Agriculture
Telephone 301 258 3111

Email mappleby@hsus.org
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Stephen Sundlof, Director
Center for Veterinary Medicine
Food and Drug Administration
7519 Standish Place, HFV-12
Rockville, Maryland 20855

Dear Dr. Sundlof,

On behalf of the Humane Society of the U.S., and its more than 8 million members, we
were concerned to hear confirmation that veal producers are illegally using hormones to
increase production. We strongly support your response that this activity is illegal and
would urge that the FDA strengthen its efforts to enforce the ban on hormone use in veal
calves. We were deeply disturbed, as was the FDA, to learn that this ban has been ignored
by the majority of veal calf producers. The FDA should hold fast to the regulations and not

weaken them based on producer requests with no scientific backing.

The potential for animal welfare, food safety, and environmental problems makes this
issue an important one. Hormone use in beef and dairy production has had negative
impacts on the welfare of those animals. It therefore stands to reason that it could have
negative impacts on the welfare of calves. Furthermore, the impact on human health of
consumption of products from animals treated with hormones is still a contentious issue
that has never been fully resolved resulting in the continued European ban on hormone use.
With no examination even having been done into the potential impacts of the use of
hormones in veal calves on consumer safety its use is putting human safety at risk. Still
another problem is the possibility of environmental contamination. One study on the fate
of trenbolone acetate use in cattle found that it was long lasting in the environment and

therefore could have endocrine-disrupting activity in ecosystems.’

! Schiffer, B. A. Daxenberger, K. Meyer, and H.H.D. Meyer. 2001. The fate of trenbolone acetate and
melengestrol acetate after application as growth promoters in cattle. Environmental Health Perspective.
109(11):1145-1151



The statement made by Paul Slayton of the American Veal Association saying that the
issue is “much ado about nothing” shows a blatant disregard for federal regulations and
food safety.” This seems to be a continued problem with the veal industry. Furthermore,
Mr. Slayton’s acknowledgement that this has been occurring for 30 years clearly illustrates
that the veal industry is not capable or willing to self regulate and needs FDA intervention

to uphold current rules and regulations.

In conclusion, the use of hormones in veal calves is illegal with good reason and its
prohibition should therefore be enforced. The FDA should take immediate actions to
rectify the situation and continue to investigate and strengthen its policing of the veal

industry. Thank you for your time and consideration.

Yours sincerely,

Michael C. Appleby, Ph.D. Tamiko Thomas, M.Sc.

Vice-President Animal Scientist

Farm Animals and Sustainable Agriculture Farm Animals and Sustainable Agriculture
Telephone 301 258 3111 Telephone 301 258 3114

Email mappleby@hsus.org Email tthomas@hsus.org
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