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August 13, 2004

Docket No. 2004N-0264

Division of Dockets Management (HFA-305)

Food and Drug Administration

5630 Fishers Lane

Room 1061 

Rockville, MD 20852

Re:
Docket No. 2004N-0264, Federal Measures to Mitigate 




BSE Risks:  Considerations for Further Action

To Whom It May Concern:


The National Pork Producers Council, representing U.S. pork producers, appreciates the opportunity to comment on the above-referenced notice.  The FDA has requested input on 27 specific questions covering various aspects of this proposed rule.  Although these issues are key to determining the effectiveness of the suggested changes regarding mitigating the risks of Bovine Spongiform Encephalopathy (BSE), due to the short length of time allowed for public and industry input these comments well be unavoidably general in nature.


US pork producers are committed to providing the safest and most wholesome pork products possible and recognize the importance of BSE prevention measures to protect public and animal health.  We support continued efforts to ensure prohibited materials are not fed to ruminants.  However, any mitigation measures adopted by the agency must be based on sound scientific data to effectively protect public and animal health without subjecting the animal industry to undue economic hardship.  Current empirical and scientific evidence indicates that swine consuming feed consisting of SRMs containing even very large amounts of infective material are not susceptible to BSE.


Although no data was readily available describing the impact on the swine industry of a loss of Specific Risk Materials (SRMs) alone, it is important to understand the significance of meat and bone meal in swine diets.  Also, the agency should adequately assess the environmental and economic consequences associated with the proposed ban relative to the actual risk mitigation achieved.

POTENTIAL IMPACT ON SWINE DIETS

Meat and bone meal (MBM) is the rendered product from mammalian tissues, including bone and inedible offal, but excluding blood, hair, hoof, horn and hide trimmings.  This includes significant amounts of tissues currently designated as SRMs.  It contains a minimum 4% phosphorous with a calcium level no more than 2.2 times the level of phosphorous.  MBM comprises approximately 5% of swine diets and a market hog will consume 27.5 lbs during its lifetime.  MBM is valued for its high protein content, digestible amino acid levels, mineral availability and low cost relative to synthetic alternatives.  The use of MBM spares 2.6 billion pounds of mined and industrially manufactured phosphate compounds.  Annual protein produced in MBM is equivalent to 12.2 billion pounds of 48% soybean meal with a market value in excess of $1.8 billion.

The agency’s proposed ban on SRMs in animal feed and prohibition of the use of materials from non-ambulatory disabled cattle and dead stock would likely result in a decreased availability of MBM for use in swine diets.  This would result in increasing the cost of swine feed (which is the single largest expense in swine production) without any proven benefit in mitigating the BSE risk.

A RISK/BENEFIT ANALYSIS SHOULD BE CONDUCTED TO EVALUATE VARIOUS OPTIONS

NPPC joins a number of organizations representing U.S. animal producers, animal food and ingredient processors and manufacturers, meat processors and animal care providers in urging the agency to evaluate an integrated “systems approach” to enhance BSE mitigation.  For example, the ANPRM cites the Harvard-Tuskegee Study positing removal of all SRMs from all animal foods may reduce by 88 percent the potential exposure of cattle to BSE when 10 BSE-infected cattle are introduced into the U.S.  However, it appears this risk reduction estimate does not fully consider that a more limited SRM removal coupled with the positive effects of rendering on BSE risk reduction, and a high compliance rate with the existing animal feed regulations to prevent prohibited materials from being fed to ruminants, may provide equivalent reduction in exposure.  

Risk mitigation measures must be considered in combination, not singularly, when evaluating their risk-reduction potential.  And they must be considered in the context of the U.S. experience, where prudent BSE-prevention firewalls, including import controls, active surveillance and feeding restrictions, were implemented seven years or more prior to the first diagnosed case of BSE in North America.

In the context of the systems approach we urge the agency to conduct, if it has not already done so, a formal, rigorous risk/benefit analysis using the accepted USDA model developed by the Harvard Center for Risk Analysis to evaluate the effectiveness of various mitigation strategies.  If FDA has conducted their own risk/benefit analysis, we urge that it be released for public review and comment.

A COST/BENEFIT ANALYSIS SHOULD BE CONDUCTED TO EVALUATE VARIOUS OPTIONS

At the same time, the various options available to FDA must be evaluated through an equally rigorous cost/benefit analysis to determine the feasibility, appropriateness, effectiveness of various BSE mitigation techniques, and the opportunity costs and unintended consequences of various actions.  If FDA has conducted their own cost/benefit analysis, we urge that it be released for public review and comment.  It has been estimated that the average head of cattle produces approximately 88.5 lbs. of SRMs.  This equates to 1.4 billion lbs. of SRMs from cattle annually that must be disposed of if not utilized in animal feed.

  Removing all SRMs from animal feed will likely cause economic dislocation throughout the livestock industry.  Such action may require redesign of facilities and processes, increase disposal costs, may reduce the value of livestock and may necessitate closure of some facilities that cannot feasibly exclude SRM from their raw material supply.  The disposal of SRM and all dead stock will also create significant environmental concerns that are unresolved.  The failure of European countries to define an effective SRM disposal system complicated their implementation of feed controls and their prevention of BSE.  We believe multiple steps throughout the feed chain should be considered as part of an integrated systems approach before the agency’s proposed rule to ban all SRMs from all animal foods is published.  

FDA ACTIONS SHOULD BE BASED ON FINDINGS OF USDA ENHANCED SURVEILLANCE PROGRAM

FDA in 1997 adopted the current feed restrictions based on scientific evidence.  The purpose of the ruminant feeding restrictions is to prevent the amplification and spread of the BSE infective agent in the domestic cattle herd.  Several scientific studies have reported the risk of BSE in the U.S. is very low, and both USDA and FDA have reaffirmed this finding.  Our collective goal is to achieve the greatest degree of potential risk mitigation, at the least cost, and with the greatest compliance. 

Recently, USDA greatly expanded its surveillance program to confirm if BSE exists in the U.S. cattle population and to determine its prevalence.  This program – an animal disease monitoring program, not a food safety or public health program – has been operational less than 60 days.  FDA would be wise to base any prospective actions on the information gathered in USDA's enhanced surveillance program.  A clear reading of the International Review Team recommendations supports conducting an aggressive surveillance program to determine which, if any, additional policy actions are appropriate.

CONCLUSION

US pork producers support the agency’s continued efforts to enhance public and animal health and the mitigation of the BSE risk.  These efforts, however, must be based on scientifically sound research and only undertaken following extensive risk/benefit, cost/benefit and environmental impact assessments.  The findings of the Harvard Risk Assessment were largely based on the estimated prevalence of BSE in the US and, therefore, further mitigation efforts should be designed based on the results of USDA’s enhanced surveillance findings.

Thank you for the opportunity to submit these comments to the public record.

Sincerely,

Harry Snelson, DVM

Director, Science and Technology

National Pork Producers Council

122 C St., NW

Suite 875

Washington, DC 20001

(202) 347-3600

______________________________________________________________________________
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