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1. Would there be value in establishing a specialized advisory committee or standing subcommittee on BSE?

Yes, however it should be comprised of not only members of the scientific field, but livestock producers, feed manufacturers, meat packers, renderers and other stakeholders.  This would allow FDA to have a broader knowledge of the cost/benefit ratio of any proposed regulations.
2. What data or scientific information is available to evaluate the IRT recommendation described above, including that aspect of the recommendation concerning what portion of the intestine should be removed to prevent potentially infective material from entering the human food and animal feed chains?

While it could be generally agreed upon that removal of the intestine may be necessary to restore consumer confidence and ease pressure from consumer and anti-meat groups, there is no scientific evidence to support the IRT recommendation that the intestine should be prohibited in animal feed and disposed of as an SRM.
In the only study where SRMs were rendered
, all U.S. rendering systems (except one, which couldn’t be duplicated) reduced infectivity by a minimum of 2 logs.  Therefore, there is no scientific reason why the small intestine cannot continue to be used in swine and poultry feed.  Further substantiation of the negligible risk of BSE proliferation under the current guidelines is provided by the 52,000 + samples taken from animals in the “high risk population” sine June 01, 2004 that have all tested negative for BSE.

By excluding any or all SRMs from use in animal feed, FDA creates a situation whereby the costs associated with the rule far outweigh the perceived benefits.  There is no higher risk, nor a greater need for new regulations than there was prior to December 23, 2003.  There has yet to be a BSE positive bovine in indigenous to our own herd, and the possible prevalence of the disease in this country decreases every week as more and more samples collected test negative for this disease.  FDA should not consider any new measures at all until the enhanced surveillance program has been allowed to run its course and determine the true presence or absence of this disease in our national herd.
3. What information, especially scientific data, is available to support or refute the assertion that removing SRMs from all animal feed is necessary to effectively reduce the risks of cross-contamination of ruminant feed or of feeding errors on the farm?  What information is available on the occurrence of on-farm feeding errors or cross-contamination of ruminant feed with prohibited material?

I know of no scientific data to refute the IRT statement.  More importantly I am aware of no scientific data to support the IRT statement as it pertains to U.S. feeding or livestock raising practices.  It is important to note that the IRT was comprised almost entirely of individuals from countries where there was a high prevalence of BSE, due almost entirely to non-conformity with regulations even after the BSE epidemic in those countries was known.
With regard to on-farm feeding errors, it would appear that the IRT is assuming that livestock production in the U.S. is done in a similar fashion as other countries, with multi-specie operations being commonplace.  To the contrary, livestock production in the U.S. is comprised almost exclusively of single-specie operations, with the exception of a few rare instances where cattle and swine are raised on the same farm.  It is important to recognize that in those cases, cattle and swine are raised in separate areas of the farm with cattle in pens at one end of the farm, and swine in confinement buildings on the other end.

With regard to feeding practices in these operations, cattle feed and swine feed are delivered using entirely different methods.  Cattle are fed corn, silage, alfalfa and possibly a liquid supplement of molasses and/or tallow which is loaded into a specially designed truck that mixes and delivers the feed to the cattle.  In the case of swine, feed is formulated and manufactured off the farm by feed manufacturers and delivered to the farm in bulk.  This feed is stored in a separate bulk feed bin at the end of the confinement building and then conveyed automatically to the feeders inside.  This not only keeps the swine feed entirely separate from any and all feed intended for use in cattle rations, it also effectively eliminates the possibility of utilizing this feed in any other manner at any other location.

Cross-contamination of ruminant feed in feed mills is likewise an almost negligible risk as feed manufacturers producing feed for ruminant use dedicated lines and bins for prohibited material and dedicated lines and bins for non-prohibited material.  Feed mills that do not have separate lines or bins for prohibited and non-prohibited materials have almost exclusively eliminated prohibited materials from all feed formulations to ensure that cross-contamination cannot occur between ruminant and other feeds produced.  This can be verified by your field inspectors.
4. If SRMs are prohibited from animal feed, should the list of SRMs be the same as the list for human food?  What scientific information is available to support having two different lists?
The list of SRMs prohibited from animal feed should not be the same as for human food.  The SRM list for animal feed, if prohibited, should be determined by the age of the animal.  Potential infectivity of SRMs from veal and baby calves would be substantially less due to their young age.  SRM lists should be broken down according to the age of the animal and according to feeding practices for those animals.  All natural beef, for example, comes from animals that are certified as never having been 
fed any animal by-products, and therefore would contain no potential infectivity relative to SRMs.

5. What methods are available for verifying that a feed or feed ingredient does not contain SRMs?

None.  

6. If SRMs are prohibited from animal feed, what requirements (labeling, marking, denaturing) should be implemented to prevent cross-contamination between SRM free rendered material and material rendered from SRMs?

Charcoal could be added to material rendered from SRMs as both a denaturant and a visible means of verifying that the product came from rendered SRMs.  Documentation would need to be mandatory to show that material derived from rendering SRMs would be fit only for approved uses, or worded to reflect prohibited uses.  Mandatory recordkeeping should be required to provide proof that these materials were properly disposed of.  Quarterly audits should be conducted by APHIS to ensure continued compliance.  This will again be an added expense as a result of unnecessary changes in regulations.
7. What would be the economic and environmental impacts of prohibiting SRMs from use in all animal feed?

At the present time, the only known methods for disposal of SRMs are landfilling (either rendered or raw), incineration, or alkaline digestion.  In the case of raw SRMs being landfilled, space presently available at landfills would be rapidly filled, and raw SRMs would lure scavengers who would spread the raw materials across the countryside posing a greater risk to both human and animal health.  The large volume of material to be disposed of would be a considerable expense for renderers, packers and livestock producers.  In the case of rendered SRMs, available landfill space would not be depleted as quickly, but would still be filled much sooner than anticipated based on present landfill volumes.  Rendering of the SRMs would be a considerable expense as well.   Both incineration and alkaline digestion are also very high-cost methods for disposal.  
These costs would be shared by everyone from the producer to the consumer.  The price of live cattle would decline and the cost of retail beef would increase in an effort to widen the margin for packers to recapture the cost.  With retail beef prices at all-time highs, beef would be at a further disadvantage to pork and poultry and consumer buying habits would shift to pork and poultry.  In time, this will result in further decreases in live cattle prices in an attempt to put beef back on a more competitive level with other meat products.  

Consumer confidence impact should not be underestimated in the removal of SRMs from animal feed as well.  If consumers perceive beef as unsafe because SRMs are not suitable for any use, then they will shift their buying preference to pork and poultry that both have no SRMs associated with them.  Banning SRMs from animal feed would have a very far-reaching economic impact both in terms of disposal of the materials and the pricing and consumer confidence issues associated with it.

8. What data are available on the extent of direct human exposure (contact, ingestion) to animal feed, including pet food?  To the degree such exposure may occur, is it a relevant concern for supporting SRM removal from animal feed?

Direct human exposure presents almost no risk to human health.  Incidence of exposure combined with proper perspective with regard to likelihood of any infectivity dictate that this is not a relevant concern for removal of SRMs from all animal feed.
9. What information, especially scientific data, is available to show that dedicated facilities, equipment, storage and transportation are necessary to ensure that cross-contamination is prevented?  If FDA were to prohibit SRMs from being used in animal feed, would there be a need to require dedicated facilities, equipment, storage and transportation?  If so, what would be the scientific basis for such a prohibition?
As previously mentioned, cross-contamination is miniscule if it is occurring at all due to feed manufacturers already utilizing dedicated equipment and/or only handling either prohibited or non-prohibited MBM.  If SRMs are prohibited from all animal feed, then we need dedicated facilities, equipment, storage and transportation to ensure that the remaining non-prohibited MBM cannot be cross-contaminated in any way.  If the potential for human error in on-farm feeding practices is sufficient to warrant the exclusion of SRMs from all animal feed, then the potential for human error in permitting SRM-Free and SRM-Derived products to be processed utilizing the same process equipment is greater.  If we are concerned about cross-contamination in the feed manufacturing sector to the extent that separate lines and/or facilities be utilized we should be equally, if not more concerned about requiring dedicated equipment for the processing of SRMs.  To allow both products to be processed utilizing the same equipment while relying on cleanout procedures to provide protection from cross-contamination creates a substantial loophole in the protection system FDA is proposing.  SRMs should be processed in dedicated systems with dedicated equipment if they are to be successfully excluded from the animal feed chain.
10. What would be the economic and environmental impacts of requiring dedicated facilities, equipment, storage and transportation?

Dedicated facilities, equipment, storage and transportation would have a disastrous economic and environmental impact.  As mentioned earlier, the environmental issues with disposal of SRMs alone would be enormous.  Those environmental issues would be compounded as livestock producers dispose of farm mortalities by unapproved methods, such as dragging carcasses out into tree claims, in pastures and washouts, or in creeks and other waterways.  Some producers may attempt to bury, but would most likely bury at an insufficient depth below ground level, or would be dangerously close to ground water.  Risks to human and animal health would be greatly increased as a result.
Economic issues have been addressed in response to earlier questions.  FDA should review data from the 2001 Sparks study as well as the updated released by Informa Economics.
11. What information, especially scientific data, is available to demonstrate that cleanout would provide adequate protection against cross-contamination if SRMs are excluded from all animal feed?

Practical difficulties with the effectiveness of cleanout prevent this from being a viable means of protecting against cross-contamination of SRMs if they are to be removed from all animal feed.  The factor of human error in the flushing sequence as well as the possibility of material from processed SRMs being in areas not visible prevent the possibility of assuring 100% effectiveness with this procedure.  The only way to protect against possible cross-contamination if SRMs are to be removed and disposed of separately is to require dedicated facilities for the processing of SRMs.  Again, this would create serious economic and environmental hardships and result in more harm than good being done to human and animal health.  
12. What information, especially scientific data, supports banning all mammalian and avian MBM in ruminant feed?

There is no scientific data to support banning all mammalian and avian MBM in ruminant feed in the U.S.  Like livestock production, livestock slaughter is conducted in single-specie operations as well.  Slaughterhouses process either beef, pork, or poultry and do not process multiple species within the same facility.  The exception to this would be small country locker plants that process beef, pork and possibly poultry, however the raw material collected from these operations is recognized as mixed specie product and therefore finished product is therefore automatically classified as prohibited MBM.  One possible solution that would have minimal impact both economically and environmentally would be for FDA to require that plants produce either prohibited or non-prohibited MBM and not allow plants to produce both products utilizing the same lines or equipment.  

13. If SRMs are required to be removed from all animal feed, what information, especially scientific data, is available to support the necessity to also prohibit all mammalian and avian MBM from ruminant feed, or to otherwise amend the existing feed rule?

If SRMs are removed from all animal feed, there would be no reason to prohibit all mammalian and avian MBM from ruminant feed, or to otherwise amend the existing feed rule.  The current feed ban is proving effective, and therefore there is no need to impose further regulations with regard to SRMs.
14. What would be the economic and environmental impacts of prohibiting all mammalian and avian MBM from ruminant feed?

Prohibiting all mammalian and avian MBM in ruminant feed would compound the existing problem of more proteins competing in a smaller market, as we have seen since export markets for ruminant MBM were lost after 12-23-03.  A smaller market in which to sell these products would result in a decline in their value, which would then be reflected in lower live animal prices and increased costs to the producer for the removal of farm mortalities.  Environmentally we would again see producers disposing of carcasses in unapproved and unsafe methods that would present greater risk to human and animal health.
15. Is there scientific evidence to show that the use of bovine blood or blood products in feed poses a risk of BSE transmission in cattle and other ruminants?

I know of no existing scientific evidence to show that ruminant blood contains any BSE infectivity in affected animals.  The FDA interim final rule prohibiting the use of ruminant blood meal in ruminant rations was clearly not based on scientific evidence.  In adopting this rule, FDA has sent a message to consumers in direct contradiction of what has been said for almost 20 years.  We have told the consumer that beef is safe and that scientific evidence has supported that there is no infectivity in blood.  However if we are now saying that there is infectivity in blood, then we are saying that the beef supply is in fact not safe at all.  It should be noted that in the case of the transfusion recipient in England, Health Secretary John Reid stated that it was not possible to determine whether the transfusion recipient contracted the disease from the blood transfer, or whether the two people were independently infected.
16. What information is available to show that plate waste poses a risk of BSE transmission in cattle and other ruminants?

None.

17. If FDA were to prohibit SRMs from being used in animal feed, would there be a need to prohibit the use of poultry litter in ruminant feed?  If so, what would be the scientific basis for such a prohibition?

No.

18. What would be the economic and environmental impacts of prohibiting bovine blood or blood products, plate waste, or poultry litter from ruminant feed?

Prohibiting bovine blood or blood products from use in ruminant feed would cause the market value of ruminant blood meal to decrease while porcine blood meal would increase dramatically.  This would again put beef at a further disadvantage to poultry and pork.  Prohibiting plate waste from ruminant feed would require these products currently going into ruminant feed to compete with the poultry and swine feed markets and further depress the value of animal proteins in those segments.  Prohibition of poultry litter would require an environmentally sound method be found for disposal.

19. Is there any information, especially scientific data, showing that tallow derived from the rendering of SRMs, dead stock, and non-ambulatory disabled cattle poses a significant risk of BSE transmission if the insoluble impurities level in the tallow is less than 0.15 percent?

The insoluble impurities level of 0.15 percent is the standard set by OIE.  I am aware of no scientific data demonstrating any risk of BSE proliferation from tallow with insoluble impurities at or below this threshold.

20. Can SRMs be effectively removed from dead stock and non-ambulatory disabled cattle so that the remaining materials can be used in animal feed, or is it necessary to prohibit the entire carcass from dead stock and non-ambulatory disabled cattle from use in all animal feed?

SRMs can be effectively removed from dead stock and non-ambulatory disabled cattle, except in the case of decomposed dead stock.  In the cases of decomposed dead stock the entire carcass would have to be disposed of.

21. What methods are available for verifying that a feed or feed ingredient does not contain materials from dead stock and non-ambulatory disabled cattle?

There are no methods of detecting dead stock or downers in animal feed vs. healthy cattle in rendered products.

22. What would be the economic and environmental impacts of prohibiting materials from dead stock and non-ambulatory disabled cattle from use in all animal feed?

Environmental and economic impacts of prohibiting materials from dead stock and downers from use in all animal feed would be staggering.  This would facilitate the need for dedicated rendering systems to effectively reduce the volume of materials so that they could be landfilled.  In addition, the cost to producers for the removal of these animals would necessitate the implementation of a subsidy program to reimburse the producer for these costs.  There would also be the need to regulate the disposal of these animals to minimize environmental impact of carcasses being disposed of by unapproved methods.  This would require USDA to conduct audits of all livestock producers to ensure that all animal carcasses were disposed of according to approved methods.  This would be an enormous cost to the public as a whole, and the practical difficulties of enforcement would make it near impossible.  FDA would be wise to postpone any proposed changes in this area until the full environmental and economic impact can be assessed and, more importantly, until the enhanced surveillance program reaches completion and the true prevalence or absence of BSE in our national herd is known.
The IRT report states “unless aggressive surveillance proves the BSE risk in the USA to be minimal according to OIE standards, the subcommittee recommends that the SRM identified below be excluded from both the human food and animal feed chains.”  This supports the assertion that SRMs should be left in non-ruminant MBM unless results of the enhanced surveillance program prove a prevalence of BSE in our national herd.
The IRT report also states that “In the mean time, until the level of BSE risk has been established, the subcommittee concedes that exclusion of CNS, skull, and vertebral column from cattle over 30 months, and intestines from cattle of all ages, for use in human food is a reasonable temporary compromise.”

23. What other innovative solutions could be explored?

Grants need to be awarded for the research of other than feed uses for rendered products.  To make changes to current regulations without sound methods for the use and disposal of these products would be negligence on the part of FDA.

24. When and under what circumstances should the program transition from voluntary to mandatory?

Program participation should be made mandatory as soon as possible.

25. What species should be covered, both initially and in the longer term?  Specifically, should the initial emphasis be on cattle, or also cover other species?  If so, which?  Which species should be covered by the program when it is fully implemented?  What priority should be given to including different species?

Cattle first, sheep second and swine third.
26. How can training and educational materials be designed or improved to meet the needs of multiple audiences with variable levels of scientific training?

Materials should be put together in layman language that can be easily interpreted and understood by all.  Consider mailings and handouts at extension offices, livestock markets and county fairs.
27. How can the Federal Government increase access to these materials?

Same as above.

28. Should FDA include exemptions to any new requirements to take into account the future development of new technologies or test methods that would establish that feed does not present a risk of BSE to ruminants?

Yes-FDA should include exemptions for future testing abilities to detect the presence of ruminant materials in ruminant feeds.
29. If so, what process should FDA use to determine that the technologies or test methods are practical for use by the feed industry and ruminant feeders and provide scientifically valid and reliable results?

Solicit proposals for an accurate test for ruminant protein in ruminant feed.

30. Do FDA’s existing authorities under the Federal Food, Drug, and Cosmetic Act (that address food adulteration and misbranding) and under the Public Health Service Act (that address the prevention and spread of communicable diseases) provide a legal basis to ban the use of SRMs and other cattle material in non-ruminant animal feed (e.g., feed for horses, pigs, poultry, etc.)  Notwithstanding that such materials have not been shown to pose a direct risk to non-ruminant animals?  More specifically, under FDA’s existing legal authorities, would the potential occurrence of on-farm feeding errors, of cross contamination of ruminant feed with SRMs and other cattle material, or of human exposure to non-ruminant feed (including pet food) provide a basis to ban SRMs and other cattle material from all animal feed?

While FDA’s legal authorities provide the FDA with the ability to enact the aforementioned changes in regulation, FDA does not have the scientific evidence to support the necessity for such changes.  Any regulatory changes must be based on sound science including, but not limited to, data obtained from the enhanced BSE surveillance program currently underway.  To date there is no scientific data suggesting that there is any risk to human or animal health under our current system of controls.  Any additional regulations, such as those suggested, would place undue hardship on all Americans.  To that end, FDA and related agencies place themselves at risk of litigation relevant to such unwarranted regulatory changes.
34. Should FSIS provide an exemption for “BSE Free” countries or countries with some other low-risk BSE designation?

Exemptions should only be provided for countries being designated as “BSE free” or “Low Risk” only after those countries have completed a BSE surveillance program similar in scope and thoroughness to the enhanced surveillance program initiated in the United States. 

35. If FSIS were to exempt “BSE free” countries from the provisions of the SRM rule, what standards should the Agency apply to determine a countries BSE status?

A complete audit should be conducted of each country’s BSE testing records and test methods.  Representation of different segments of the animal population should also be considered and what portion of the total samples collected each segment of the animal population represents.

36. How should FSIS determine that country meets such standards?  For example, should it rely on third party evaluations, such as the OIE, or conduct its own evaluation?

FSIS should conduct its investigation in joint cooperation with a third party such as OIE.  This would provide FSIS with first-hand knowledge of that country’s BSE status and test methods, as well as providing third-party involvement to provide broader acceptance of the results of that evaluation.

Summary:

Given the cost/benefit ratio of the perceived benefits of enacting the proposed new regulations USDA/FDA should refrain from enacting such changes as they pertain to the animal feed chain.  


Further consideration should be given to the enhanced BSE testing program and existing regulations should not be modified in any way until the program has been allowed to run its course and the true prevalence or absence of the disease has been established.  The results observed to-date of 52,000+ negative test results support the Harvard/Tuskegee study data stating that if BSE were present measures currently in place would already have begun to eradicate the disease.  The fact that animals in the “high risk” population have received the greatest attention in this program and have all tested negative further supports this statement.

Sound science not international, consumer or industry pressure need to drive the rulemaking process.  While the true risks to both human and animal health must not be minimized, the true necessity of regulatory changes should not be overstated.

Nebraska By-Products, Inc. is deeply committed to working with all government agencies in collecting the samples necessary to compile accurate data from deadstock and downer cattle.  To that end, our company has pledged to contribute a minimum of 8,000 samples for the enhanced surveillance program.  Based on samples submitted to-date and seasonal differences in the number of animals received the potential exists to contribute a number of samples far exceeding our existing commitment to further assist in establishing the BSE prevalence or absence both in the cattle population as a whole and in the target population specifically.


Nebraska By-Products, Inc. has actively participated in BSE surveillance since 1997 and look forward to a continued working relationship with the Agency in the years to come.  We greatly appreciate the opportunity to express our views and look forward to continued participation in the rulemaking process.

Sincerely,

Tom L. Johnson



Leon A. Johnson

General Manager



President
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