October 29, 2001

Dockets Management Branch HFA-305

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Re: Docket No. 01N-0423

Public Hearing on Substances Prohibited From Use in Animal Food or Feed: Animal Proteins Prohibited in Ruminant Feed.

The Iowa Farm Bureau Federation appreciates the opportunity to provide comments to the Food and Drug Administration in regards to 21 CFR Chapter 589.2000, the rules governing animal feeding regulations and the issues FDA has raised in its Federal Register notice of October 5, 2001 at pages 50929-50931.

1. What additional enforcement activities, if any, regarding the present rule are needed to provide adequate public health controls? Are there other suggestions for ways to improve compliance with the rule? 

IFBF believes that the current rule is generally sufficient to provide necessary public health protection.  We believe that farmers and ranchers are taking appropriate steps to comply with the ruminant feeding ban.  As with any new rule that radically changes production practices and requires significant alterations in recordkeeping and other management practices, complete compliance was not instantaneous with its implementation.  We believe that compliance with the ruminant feeding ban rule is at a high level and increasing.  However, it would be appropriate for FDA, in cooperation with state inspection programs, to maintain surveillance of compliance through spot checks and records review of regulated firms.

2. Is the present rule at Sec. 589.2000 adequate to meet its intended objectives? If not, what are its inadequacies? Are there additional objectives that this rule should now address? If so, what are these new objectives? 

The ruminant feed ban rule was part of a three-pronged approach to the reduction of risk as it pertains to introductions and spread of BSE in the United States' food supply.  We believe the rule is adequate to meet its objectives.  Government studies have indicated that the risk or introduction and/or spread of BSE through cattle feed is near zero, especially if we can achieve complete compliance.  The FDA arguments that were put forth at the time of the adoption of the 1997 final rule were compelling.  Those arguments were based on sound science and a review of industry practices.  The basic risk factors that the final rule aims to reduce are essentially the same as in 1997, thus the regulations that were deemed to be based on sound knowledge and scientific fact should continue to provide the level of risk reduction being sought.

3. Should the present FDA ban on the use of certain mammalian proteins in ruminant feed be broadened? If so, what should the new parameters of use be? Should the rule be broadened beyond ruminant feed? Beyond mammalian protein? 

We believe that there is no scientific basis for broadening the ban on the use of specified mammalian proteins in ruminant feeds.  

4. Should FDA require dedicated facilities for the production of animal feed containing mammalian protein to decrease as much as possible the possibility of commingling during production? 

No.  We believe that imposition of a requirement that dedicated facilities be used for the production of animal feed containing mammalian protein would provide little, if any, reduction in risk given the extremely small number of commingling incidents and the very low level of commingling.  Such a requirement, however, would impose significant costs on the industry and would reduce the number of feed manufacturers, thus needlessly raising costs to producers.

5. Should FDA require dedicated transportation of animal feed containing mammalian protein to decrease as much as possible the possibility of commingling during transport? 

No. We believe that imposition of a requirement that dedicated facilities be used for the transportation and delivery of animal feed containing mammalian protein would provide little reduction in risk given the extremely small number of commingling incidents and the very low level of commingling.  Such a requirement, however, would impose significant costs on the industry and would reduce the number of feed manufacturers, thus needlessly raising costs to producers.

6. In order to improve production practices and increase assurance of compliance with the rule, should FDA require FDA licensing of renderers and other firms/facilities engaged in the production of animal feed containing mammalian protein? 

No.  If additional resources are available to FDA for compliance work, such resources should be directed at inspection of facilities using restricted use protein products and for improvement of overall surveillance.  Imposition of additional regulatory burden and paperwork on the feed industry to implement a licensing program would not be a wise use of agency funds.  

7. Should FDA revoke or change any/all of the current exclusions for certain products allowed in the current rule at Sec. 589.2000(a)(1)? 

In the preamble to the 1997 rule, FDA provided scientific justification for the exemptions offered in the rule.  We believe those exemptions are still scientifically justified.  The safety of blood products has been reconfirmed by scientific tests.  IFBF recommends that FDA continue to monitor the science and consider changes when there is compelling scientific justification and evidence.

8. Should FDA add to the list of prohibited material in ruminant feed (i.e., add to the definition of ``protein derived from mammalian tissues'') poultry litter and other recycled poultry waste products? 

We believe that the feeding of poultry litter and other recycled poultry waste to cattle could present a means for spread of BSE, if the disease were ever found in the United States.  We recommend that FDA and other appropriate agencies conduct the necessary research to quantify the actual risks associated with feeding of poultry litter and other poultry wastes to cattle.  If the risks are as minimal as they appear to be, then no additional action should be taken.  If the risks are determined to be significant, then the Iowa Farm Bureau would consider supporting a modification to the prohibited materials list to include poultry litter and other poultry wastes.

9. Should FDA remove the exemption for pet foods from labeling with the precautionary statements? 

Previously, FDA has indicated that the cautionary statement serves no useful purpose on pet food and feed for non-ruminant laboratory animals and cited this as one of the bases for the current exclusion.  Iowa Farm Bureau is unaware of any changes in industry practices or risks to food safety that have been introduced because of this exclusion.  We see no need to remove the exemption and believe that FDA's justifications of this labeling exemption remain valid.

10. Should FDA extend its present recordkeeping requirements beyond 1 year? If so, how many years? 

We believe there is little, if any value to extending the recordkeeping requirement beyond the current 1 year level.  The purpose of record retention is to help FDA determine compliance and a 1 year time frame is adequate to accomplish this.

11. Should FDA change its rule to require labeling of protein- containing feed to specify what type(s) of mammal was used in the production of the protein, e.g. ``porcine MBM'', ``bovine MBM''. 

We believe FDA should consider making some modifications in labeling requirements.  It is becoming standard industry practice for producers to be required to certify to those purchasing their cattle that they have not been fed proteins derived from either ruminant or mammalian sources.  Many producers have indicated that this is difficult if the label does not at least distinguish whether the protein in the feed is derived from ruminant or non-ruminant sources.  Currently, producers do not have sufficient information to really make this certification.  Feeds containing animal proteins often only indicate that the feed contains animal proteins.  The producer must assume what type of animal protein from the presence or lack of a warning statement.  We believe this is insufficient.  Producers should have the necessary information to make the certifications that the marketplace is requiring.  

Producers in Iowa are concerned that the lack of specific information with respect to the type of mammalian protein sources could lead to producers making inaccurate certifications. We believe broader classifications of protein sources such as "non-ruminant derived animal proteins" and "ruminant derived animal proteins" may be sufficient, rather than species-specific classifications.

12. In order to make the statement clearer, should the required cautionary statement on the label of products that contain protein derived from mammalian tissues and that are intended for use in animal feed be changed to read: ``Do not feed to cattle, sheep, goats, bison, elk, or deer.''? 

We do not believe that it is necessary for the label to list specific species that a feed should not be fed to.  The current label warning is understood by producers.  As stated in the previous answer, we do believe that it may be appropriate to modify the classifications of certain ingredients.

13. What new information is available on potential efficient, accurate analytical methods that may be used in detecting mammalian proteins, especially the prohibited mammalian proteins, in feed and what should the sampling parameters of such a program be? 

No response.

14. Regarding enforcing compliance with the rule, what further authorities, if any, would be desirable in order to enforce the rule adequately (civil monetary penalties?, others?) 

We believe the current authorities, penalties and other compliance mechanisms available to state and federal authorities are sufficiently adequate and severe. No new penalties are necessary.

15. Regarding helping to increase compliance with the rule, what role, if any, should public or private certification programs play? 

We urge FDA to do a review of the third-party certification programs that have been developed by the industry.  If upon review, these third party certification programs are deemed reliable and responsible, then we would urge FDA to officially recognize and cooperate with such programs.

16. Regarding the import of feed, what should the restrictions on such import be (country specific? comparison between domestic and foreign controls?) 

Imports of feed and animal protein products should be restricted from those countries with BSE or which are not actively performing surveillance in accordance with the Office of International Epizootics (OIE).  We support the regionalization of certain areas like the European Union (EU) because of the free flow of goods within and among member countries.  We are concerned, however, that insufficient attention is being paid to transshipment of animal products from restricted countries (areas) through third party countries.  We are also concerned that such product may be mislabeled when being transshipped.   We urge the FDA to strengthen the port inspection program and to increase its surveillance of transshipments.  We believe that imported feed products pose the greatest threat of introduction of BSE into the United States.  We urge FDA to increase its efforts in this area giving it more attention and funding.

17. Are there any other additional measures necessary to guard against BSE and vCJD in the United States? 

We believe the federal commitment to a full and on-going inspection program is vital to the success of the ruminant feed ban as a risk mitigation tool in the fight to keep the United States free of BSE.  We believe that we must have 100 percent compliance and 100 percent inspections.  This will require state and federal agency cooperation as well as industry action.

We believe that "road kill" and all ruminant wildlife should be eliminated from all rendering.  Such animals should be buried or incinerated, but should not be allowed to enter the feed supply chain.  Domesticated deer, elk and other such animals should be treated as any other livestock species.

We appreciate the opportunity to provide these comments regarding the prohibition of specified proteins from ruminant feeds.

Sincerely,

David Miller

Director, Commodity Services

Iowa Farm Bureau Federation

