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AGENCY: Food and Drug Administration, HHS.

ACTION: Advance notice of proposed rulemaking.

SUMMARY: The Food and Drug Administration (we) is soliciting information and
views on some potential changes to its current regﬁlafion prohibiting the use

of certain proteins in ruminant animal feed. We put this regulation in place

to prevent the spread through animal feed of the"agentf of bovine spongiform
encephalopathy (BSE) were it to enter the Upited Statgs.‘ In this regulation we
determined that protein derived from mammalian tissﬁes for use in ruminant
feed is a food additive under the Federal Food, Drug, and Cosmetic Act (the
act), and that use of certain mammalian proteins in ruﬁiinant feed causes the
feed to be adulterated under the act. We are conﬁsyid’eriﬁg reVising this
regulatlon and therefore we are asking the pubhc for comment on certain
p0531ble modifications to the rule. This lnformatmn may be used to help draft

a proposed rule in the near future.

DATES: Submit written or electronic comments by [insert 90 days after date

of publication in the Federal Register].
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ADDRESSES: Submit written or eiectrbnic comments to the Dockets Management
Branch (HFA-305), Food and Drug Administration, 5630F18h81‘8 Lane, rm.
1061, Rockville, MD 20852. Submit electronic comments to hftp://

www.fda.gov/dockets/ecomments.

FOR FURTHER INFORMATION CONTACT: Linda Huntington, Executive Secretariat,

Office of the Commissioner (HF-40), Food and :Ijifu"g”?ﬁarhiﬁisut'raﬁbh,‘5”'6'06 D

Fishers Lane, Rockville, MD 20857, 301-827—-4443.

SUPPLEMENTARY INFORMATION:
I. Background

We published the regulation, “Substances Prohib{ited‘F‘ro’m Use in Animal
Food or Feed; Animal Proteins Prohibited in Ruminant Feed,” (21 CFR
589.2000) in the Federal Register of June 5, 1997 (62 FR 30936). |

On October 30, 2001, we held a public hearing in Kansas City, MO to hear
views from the public on the adequacy of the present BSE feed regulation.
We specifically invited comments, bbth oral and Written, on 17 questions about
ways the rule and its enforcemeﬁt might be imprOVed%to achieve its original
objectives of preventing the establishment and amplification of BSE in the
United States. We appreciate the efforts of the many oi*garniz“a‘ti:bhfs and
individuals who took the time to expreés the views of various Ségments of the
animal feed industry, regulatoryﬁagencies‘, concerned consumers, and consumer
organizations on the adequacy of the present feed rule.

Shortly after the public hearing, the U.S. 4De'pérytinén‘t“of‘Agri‘Culturé
(USDA) released a report prepared by the Harvard Center for Risk Analysis

(http://WWW.aphis.usda,gdv/oa/ﬁsé/) 'dﬁ"fhe' fi'ndzihgs’b%f»a'md‘j‘dr 3?yéér iﬁi{iative’k -

to develop a risk assessment model that allows evaluation of the impact of
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various risks and potential pathways for exposﬁur‘e“bf: U.S. cattle and U.S.
citizens to the BSE agent. The assessment of the present situation in the United
States using this model concluded that, due to control measrrres already in
| place, the risk to U.S. cattle and to U. S consumers from BSE is Very low The
model also demonstrated that Certam new control measures could reduce the
small risk even further.

USDA's BSE surveillance program supports the findings of the Harvard
study that measures implemented by the U.S. ‘Govérﬁmenf,' such as early
import restrictions and the feed ban, have been effective in preventing the
entrance and establishment of BSE in the U.S. cattle populatlon The USDA
surveillance program, which has been in place since May 1990 and which
targets the highest risk cattle population, has found no cases of BSE to date.
Although BSE has not been detected in the United States, the U.S.

Government’s response to BSE has always been proactive and preventive.

Therefore, USDA and FDA are interested in exploring measures that could

further reduce the already small risk that BSE will enter and become
established in the United States. To that end, FDA is once again asking for
information from the affected industries and the public on several ways that

the animal feed regulation could be strengthened.

We are soliciting information and comments from those with interest and

expertise in any of the following five aspects of the BSE feed regulation:

1. Excluding Brain and Spinal Cord From Rendered Animal Products

The Harvard risk assessment identified remevalef high risk tlssues,such -

as brain, spinal cord, gut, and eyes, from human food and rendered material
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for animal feed, as a way to draméticjally‘red‘uqe’the i)ofential éxposu‘re of céttle
and humans to the BSE agent. In respdnse to the Harvard study USDA’s Food
Safety Inspection Service is considering rulemaking to ban high risk tissues
obtained from certain populations of cattle (also called specified risk materials
or SRMs) from use in human food. Should USDA pu'blishi such a propbsal,
FDA may also propose that SRMs be prohibited from going into rendered
material. Therefore, FDA is asking for comments onthefollowmgquestlons N

* Should high risk materials, such as brain and splnalcordfromrummants B
2 years of age and older, be excluded from all rendered produ‘Cts?

« How feasible would it be for the rendering industry to Vi‘m#plement such
an exclusion? |

» What will be the adverse and positive impacts (economic, envi'rohmental,

health, etc.) resulting from a brain and spinal cord ex‘bl‘iisidh? .

2. Use of Poultry Litter In Cattle Feed

In some parts of the country where cattle are raised in proximity to large
poultry production areas, poultry litter, Cbniposéd of excreta, bedding, ‘spilled
feed, and feathers, may be used as a feed ingredient for cattle. The Harvard
risk assessment said that the risk from the use of poultry litter as a feed
supplement should bé investigated further. For éxample, if the spilled feed
contained ruminant protein, would this practice represent a significant break
in the feed regulations? In iorder'to‘further' inVéStigaté p0351ble risk, FDA is
seeking information on the following questions:

* How extensive is the use of poultry litter in cattie feed in the United
States?

» What is the level of feed spill’a‘gé:ih‘pbﬁi’tf&lir’t‘t’éf’?m o
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 What are the methods uséd to proCesé pdultry litter befoxé inclusion in
animal feed?
» What will be the adverse and positi‘veimipacts (e(‘:on»cjr‘nifc,‘ environmental,
health, etc.) resulting from banning poultry littér in ruminant feed? o
3. Use of Pet Food In Ruminant Feed

Under the current regulation, pet food for retail sale is exempt from the

labeling requirement and need not bear the caution statement “Do not feed

to cattle or other ruminants.” However, if the pet food products are soldor

are intended for sale as distressed or salvage items, then, uﬁder B
§589.2000(d)(4), such products must state, “Do not feed to cattle or other
ruminants.” In order to assure that salvaged pet food is not used in ruminant
feed despite the requirement that it be labeled with the cautibn statement, FDA
is asking for comments on the following questions. |

* Should pet food for retail sale be labeled with the statement “Do not
feed to cattle or other ruminants.”? / |

» What would be the adverse and positive impacts (economic;

environmental, health, etc.) of such a labeling requirement?

4. Preventing Cross-Con tamination

The Harvard risk assessment and the FDA public hearing identified cross-
contamination of feed and facilities as a possible BSE ?risk. The current animal
feed regulation permits feed and feed ingrédie‘nt‘,s for ruminant animals to be

processed in facilities that also process prohibited proteins. The rule requires

that those firms handling both prohibited and ﬁbﬁﬁi‘dhiﬁited material havea

system in place and a written plan to prevent crbss-co:ntamination. We
provided suggestions in the preamble to the final rule and in the small entity

compliance guides on ways to prevent carry-over in shared equipment. Small
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entity compliance guides include: No. 67—Renderers; No. 68—Protein
Blenders, Feed Manufacturers, and Distributors ; No. 69—Feeders of Ruminant

Animals With On-Farm Feed Mixing Operations: No. 70—Feeders of Ruminant

Animals Without On-Farm Feed Mixing Operations; and No. 76—Questions

and Answers, BSE Feed Regulation. You may see the small entity compliance
guides on the Center for Veterinary Medicine (CVM) Internet site at http /!
www.fda.gov/cvm or by calling the CVM Commumca’aons Staff at 301—594— .
1755. For feed mills, these suggestions were based on medlcated feed good R
manufacturing practices (GMPS) and included phy31cal cleaning, ﬂushmg, or
sequencing. For renderers, we suggested ﬂushmg, usmg one complete change
of operating volume of the entire system. |

The rule requires that those firms'ﬁandlﬁigf’bbth prohibited and =~
nonprohibited material have a s'y/s"te‘mﬁi‘n‘ place and a written plan to pfeiienf
cross-contamination. The orﬂy way to be sure thet the’re is a’b"selute:ly no
pot‘ential for carryéovei' of, or cress-conteﬁiﬁatien Wlth, prehibited materiel is
to use completely separate facilities. We are intereSted in information on
control measures, other than dedicated facilities, th'atiapply‘Sp'eeificelslji to
transmissible spongiform encephalopathy (TSE) agents and in informetion on
whether such measures can prevent carry-over of prohibited material. The
agency is asking for comments on the following questions: “

* Are there practical ways, other than dedicated facilities, for firms to

demonstrate that the level of carry-over could not transmit BSE to cattle or

other ruminants? If so, what is the safe level of carry-over in a feed mill; and =~

* What is the scientific rationale used to establish this safe level?
* What steps are firms currently taking to prevent cross-contamination of

prohibited protein into ruminant feed, and what are the costs of those steps?
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5. Elimination of the Plate Waste Exemptjon
The current regulation contains an exernptlon that permlts “mspected
meat products which have been cooked and offered for human food and further

heat processed for feed (such as plate waste and u_sed _Cell,l,,llQS,l‘C‘ food Casmgs)”

to be fed to ruminants. Although the Harvard studyconcludedthatplate waste

posed a minimal risk, FDA wishes to reconsider this exemption and is s’e_eking
information on the following questions. |

* To what extent is plate waste used in rumi‘n’ant: feed?

* What is the composition of plate waste, and whatkare,its sources?

* How is plate waste processed before incllision in ruminant :fé’ed?

* What would be the adverse and positive impacts (economic,

environmental, health, etc.) from excluding plate waste from ruminant feed?

ITI. Comments

You may submit written or electronic comihents regarding the advance
notice of proposed rulemaking (ANPRM) by linsert 90 days after pub11cat10n
in the Federal Register] to the Dockets Management Branch (see ADDRESSES).
Please submit two copies of any comments, except that individuals may submit
one copy. Identify your comments with the docket nqmbﬂer,foiind in brackets
in the heading of this document. You may see received comments in the
Dockets Management Branch reading room beﬁtWe‘en 9am. and 4 p.m., Monday

through Friday, except Federal holidays.
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You may submit comments electronically on the Internet at: http://

www.fda.gov/dockets/ecomments. On this Internet site, select "‘O"ZAN'—O‘2>73” and

follow the directions.




. This ANPRM is issued under sections 201, 402, 409, and 701 of the |
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321, 342, 348, and 371) and
under the authority of the Commissioner of Food and Drugs.

Dated: /- A - 03

November 4, 2002
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Margaret M. Dotzel
Associate Commissioner for Policy
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CERTiFiEDTCs BEA‘E“RU&; o




