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August 13, 2004

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

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re:
Docket No. 2004N-0264, Federal Measures to Mitigate BSE Risks: Considerations for Further Action
The California Grain and Feed Association (CGFA) represents firms in California that process, handle and distribute grains and feed products in the California feed market. CGFA has worked aggressively with FDA, the California Department of Food and Agriculture (CDFA) and industry members to ensure compliance with the 1997 ban. 

CGFA appreciates the opportunity to provide these comments for the Advanced Notice of Proposed Rule Making (ANPRM). However it is important to note our concern that FDA has tentatively concluded that it should propose to remove specified risk materials (SRMs) from all animal feed and is currently working on a proposal to accomplish this goal. The basis of our comments is to challenge this assumption as it does not appear to be grounded in credible evidence, science nor risk analysis.

We are especially concerned that such decisions are being be made solely based upon the BSE situation in the United Kingdom when such an approach ignores actions taken by the U.S. since 1989. Such actions in the U.S. include fourteen years of BSE surveillance data, existing FDA feed ban compliance data and a comprehensive risk analysis conducted by the Harvard School of Public Health Center for Risk Analysis. If FDA insists upon such an approach then FDA must ensure that adequate indemnification protection is provided for industry for significant increased animal disposal costs, capital and regulatory costs to bury and incinerate carcasses and SRMs in California or the costs for transporting elsewhere all due to unnecessary promulgation of new federal restrictions. 

CGFA is very concerned that requests by industry and others for extension of the comment period have been denied. We believe FDA will not receive in-depth or meaningful comments on this advanced notice with the limited comment time allowed, especially in the areas of economic and environmental data. 
These issues will certainly hamper the agency’s effort to craft a workable and practical proposed rule for comment. We urge the agency to allow a 90-day comment period for comments to any proposed regulation and also urge the agency to retract predetermined conclusions that are not based on credible scientific and economic impacts. 
Background

The feed industry has been active in promoting controls to protect cattle and public health from BSE since 1989. Prior to the promulgation of the final BSE feed rule, industry pushed for a voluntary ruminant prohibition program and urged FDA to go beyond such a prohibition in order to make the rule more practical and effective. 

CGFA has been told that there has been no FDA rule with a higher level of compliance than the BSE feed rule and supports the agency’s continuing education and compliance efforts. Continuing programs to promote education about, compliance with, surveillance for and enforcement of this rule are paramount to insuring that this disease does not establish and amplify in the U.S. CGFA is fully supportive of industry and agency efforts to seek adequate funding for continued efforts at the state and federal levels. Only through this joint effort can we be effective in assuring the consuming public of the safety of the beef supply and insuring continued animal health.

Also, we note that the agency should realize an important distinction between this advanced notice of proposed rulemaking and that of USDA’s.  This and any future rulemaking by FDA for feed is for animal health, as rules finalized by USDA and FDA have removed all scientifically supported risks from the human food supply and related products.

FDA’s Focus on an all-Specified Risk Material Ban is Premature
FDA’s ANPRM focuses on proposing one major control, an all-SRM ban, to further reduce an already miniscule risk at tremendous cost to industry. Some say that the cost of this proposal could be in the billions of dollars due to lost revenue to cattle producers, downstream lost revenue and disposal costs. We believe the agency has failed to realize that other risk mitigation approaches can achieve an equivalent risk reduction as an all-SRM ban at a fraction of the cost. CGFA strongly believes the best risk reduction approach is full compliance with the BSE feed rule enacted by the 1997 ban.  

FDA’s January 26, 2004 press announcement indicated no SRM proposal for feed. Subsequent to that announcement, USDA commissioned an International Review Team (IRT) to review USDA’s actions on BSE surveillance and offer recommendations to prevent the introduction of the disease into the U.S. following the discovery of a BSE case in a Canadian born dairy cow on December 23, 2003. Admittedly, the IRT indicated that some strengthening of the BSE prevention controls could be accomplished, but stressed in its report the importance of further surveillance of the cattle population to determine what other controls would be necessary based on surveillance results.

USDA is attempting to gain a better epidemiological picture with its surveillance program, but FDA’s proposed SRM ban will seriously harm efforts to get the data necessary to properly evaluate epidemiological factors. It seems the agency is responding to the IRT report by taking its recommendations before the data are in place to make well-reasoned decisions based on the surveillance results. 
CGFA urges FDA to step back from an SRM ban and examine other possible avenues of risk/hazard reduction and wait until sufficient USDA surveillance results are available for review. It is critical to assess the situation in the U.S. while accounting for the measures put in place by the 1997 ban. Acting without proper data negates the validity of measures already in place.
FDA Should Consider Less Costly Risk Mitigation Approaches
· The Harvard-Tuskegee Risk Model offers an excellent approach to BSE hazard reduction, and a model with which not only FDA has some experience, but appears to accept as reliable. CGFA believes it has great promise in continuing to identify the combination of risk mitigation controls that would achieve the maximum risk/hazard reduction and when utilized with industry and FDA economic studies can produce the highest risk/hazard reduction with the lowest costs. If FDA is to proceed with more feed control efforts before USDA’s surveillance goals are achieved, then CGFA believes it should consider utilizing this model to achieve a more practical and less costly approach to controlling this potential hazard in feed rather than a SRM ban.

Such risk mitigation approaches should not be proposed unless surveillance results indicate the need to do so. CGFA asserts that the current feed restrictions are appropriate and working well. CGFA firmly believes that comprehensive risk and economic analyses must be done on each potential mitigation approach before they can be legitimately considered.
For example, if FDA were to proceed with requiring dedicated facilities, the resulting removal of animal proteins from the feed supply chain would significantly increase the cost of non-animal proteins thereby significantly reducing the profitability of these companies. Additionally, restrictions on the use of certain proteins can also result in having to eliminate entire product lines which will jeopardize the viability of many feed companies. 
Additional Comments

Given the short comment time, CGFA offers the following abbreviated comments on questions posed by the agency in the ANPRM:

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?

Although it may appear at first glance that this approach adequately addresses all subsequent concerns, CGFA believes that the costs of this approach are so enormous that it would wreak havoc on the protein supply industry. We firmly believe the agency can achieve equivalent risk reduction with several less costly procedures, but as mentioned earlier, FDA must perform risk and economic analyses to gauge both the effectiveness and determine the least costly alternatives. Due to the short comment period, a revisiting and redrafting of the National Renderers Association’s economic study will not be available before the close of the comment period, but will be helpful in the agency’s internal discussions.

CGFA is aware that there is an on-going review of on-farm practices by USDA’s APHIS and the Harvard Center for Risk Analysis. This includes in-depth interviews with organizations representing on-farm producers. This effort will provide a better data set for review on the occurrence and use of procedures to prevent on-farm cross-contamination or errors. The agency’s own inspection data indicates that violations are extremely low; however, inspections of these facilities have been limited. CGFA supports the agency’s commitment to complete more on-farm inspections in the coming months. This will provide a better indicator of compliance and provides another reason for delaying any further feed controls until such inspectional data are available.

 4. If SRMs are prohibited from animal feed, should the list of SRMs be the same list as for human food? What information is available to support having two different lists?

CGFA believes equivalent risk reduction can be achieved by other risk/hazard mitigation procedures. The beef industry estimates that at least 95% of BSE risk is already eliminated through the existing feed bans.
5. What methods are available for verifying that a feed or feed ingredient does not contain SRMs?

CGFA is unaware of any tests that identify the presence of SRMs in a feed matrix. 

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?

Because of the expected, subsequent reduction in BSE surveillance and serious disposal concerns, CGFA does not support removal of any SRMs from the feed supply. We believe equivalent risk reduction can be achieved by other risk/hazard mitigation procedures.  

7. What would be the economic and environmental impacts of prohibiting SRMs from use in all animal feed? 
CGFA is unaware of any studies on the environmental impacts of removing SRMs from the feed supply. Such a study would require considerably more time than allowed by this comment period. Issues to study should include ground and surface water contamination issues due to land disposal of dead stock, the cost of additional dedicated equipment and trucks for this purpose, replacement costs for protein, capital and regulatory costs for incineration or interstate transportation, etc.

The rendering industry’s estimate for removal and disposal of all SRMs would result in a recurring annual cost of $157 million or $1.57 billion over 10 years. The per-head weighted average cost is estimated at $10.70 per head for cows and $2.55 per head for fed cattle. By comparison, CGFA has learned that removal of brain and spinal cord of cattle 30 months or older would entail an estimated removal and disposal cost of approximately 20 cents per head per year, or an annual estimated cost of $1.6 million for eight million cattle marketed in this age group each year. 

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 all animal feed?

CGFA is unaware of such studies or data.
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?

CGFA believes this is a leading question and reasserts that we do not support an outright ban of SRMs. CGFA believes that no such ban should be implemented unless scientific evidence supports such a conclusion.  

10. What would be the economic and environmental impacts of requiring dedicated facilities, equipment, storage, and transportation? 
CGFA is unaware of any studies on this issue.  

11. What information, especially scientific data, is available to demonstrate that clean-out would provide adequate protection against cross contamination if SRMs are excluded from all animal feed?

Again, this appears to be a leading question looking for a predetermined answer. In the preamble to the 1997 final BSE feed rule, FDA states the following:  

“With regard to the word ‘adequate,’ the agency realizes that equipment utilized by the feed and rendering industries has certain limitations relating to cleanout.  In the feed industry, the medicated feed GMP’s for sequencing and cleanout have proved to be effective in preventing unsafe drug carry over into feed and thereby preventing unsafe tissue residues in foods of animal origin intended for human consumption.  For renderers, blenders, feed manufacturers, and distributors (including haulers), FDA will consider the use of clean-out procedures to described immediately below to be ‘adequate for the purposes of §589.2000 (e) (1) (iii) (B).  The procedures for blenders, feed manufacturers and distributors are based on the equipment clean-out procedures in §225.65 (21 CFR §225.65).” (Federal Register Vol. 62, No. 108 at 30957).

CGFA is concerned that changes to such an approach be based on sound science and is unaware of any data that would demonstrate the need to change this standard. Infectivity of SRMs has been based on laboratory studies of unrendered material. In public statements, agency scientists have indicated there is likely a two-log reduction in infectivity of such SRMs. Such reduction would be consistent with the procedure outlined above. CGFA opposes a change to this standard.  

12. What information, especially scientific data, supports banning all mammalian and avian MBM in ruminant feed? The question of banning avian protein in ruminant feed is new and has not been previously raised by FDA.  

CGFA is unaware of any data to justify such a ban. In fact, FDA indicated this was not a concern in both its 1997 final rule preamble and in its 1998 video teleconference proceedings.

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 ruminant feed rule?

CGFA is unaware of any data to justify such a ban. FDA indicated this was not a concern in both its 1997 final rule preamble and in its 1998 video teleconference proceedings.

 14. What would be the economic and environmental impacts of prohibiting all mammalian and avian MBM from ruminant feed?

CGFA is unaware of any data to justify such a ban; this appears to be a new mitigation approach. Possible impacts include rising feed costs due to limited protein supplies, loss of milk production, disposal issues, live animal price increases (due to rising feed costs), etc.
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?

CGFA is unaware of such studies or data.

16. What information is available to show that plate waste poses a risk of BSE transmission in cattle and other ruminants?

CGFA is unaware of such studies or data.

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?

CGFA is unaware of any data to justify such a ban. In addition, the ramifications of such a ban on disposal issues are immense due to the volume of litter produced in California.
18. What would be the economic and environmental impacts of prohibiting bovine blood or blood products, plate waste, or poultry litter from ruminant feed?

CGFA is unaware of such studies. But the economic and environmental impacts of such a policy action would be severe. The use of bovine blood and blood fractions is critical to the dairy and beef cattle feed industries as a means for supplementing the immune systems of young calves. More than 40 percent of heifer calves raised in the U.S. suffer from a failure of passive immunity transfer attributable to inadequate intake of immunoglobulins from colostrums. Half of the early (pre-weaning) mortality in heifer calves results from inadequate intake of quality colostrums (approximately 11 percent of heifer calves died before weaning). Colostrum is also a vector for transmitting a number if disease organisms, including those that cause Johne’s disease in dairy cattle. Bovine serum and blood fractions have been shown in several published scientific studies to be the only effective alternatives for colostrums in providing passive immunity, and their use should be preserved.
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?

As we are unaware that tallow can convey infectivity, CGFA is concerned that the agency appears to be lowering the insoluble impurities levels to 0.15%. The currently traded animal fat definition (aka tallow, yellow grease) has a legal limit of 1.0% as defined by the Association of American Feed Control Officials in the AAFCO Official Publication 2004 at 281. These definitions are recognized by FDA as legal for interstate commerce.

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?

CGFA is unaware of any studies or data to suggest that either of these options are necessary.
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?

CGFA is unaware of any tests or method for verifying such contents.

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?

Based on estimates by renderers and others, a prohibition of dead stock and non-ambulatory disabled cattle would generate 692 million pounds per year in total waste and 182 million pounds annually in solid waste. Issues to consider include the shear logistics of disposal and/or incineration and the associated costs and environmental impacts associated therewith. Also, we would like to remind FDA that if such a ban were to be implemented, then the agency must ensure the companies are indemnified for the immense cost, loss of market and other economic impacts that, at this point, science deems is unnecessary.
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?

CGFA supports the development of new technologies or test methods that would establish that feed does not present a risk of BSE to ruminants.

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?

FDA has a long history of reviewing test methods. CGFA believes firms should approach FDA with such technology/testing and develop mutually acceptable method validation. However, final authority for such should rest with the agency.

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?

CGFA is concerned that the agency is questioning its own authority on these issues after it has tentatively concluded that it will propose a rule to ban SRMs in all animal feed.  
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