October 30, 2001

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

Comments to the FDA on Docket No. 01N-0423

The following comments refer to the above mentioned Docket and the FDA’s request for viewpoints and information on the rule:  “Substances Prohibited From Use in Animal Food or Feed; Animal Proteins Prohibited in Ruminant Feed” as published in the Federal register on October 5, 2001.

Kaluzny Bros., Inc. is a 55-year old independent rendering firm serving the northern half of Illinois, Southern Wisconsin and Northwest Indiana employing 48 people.  We process bones, fats, offal and hides from both ruminant and non-ruminant animals, as well as various greases.  I will refer to your questions by number.

1. We do not see any need go change the enforcement activities of the agency.  Rather, more importantly, we see a need to improve the accuracy and completeness of the reporting of the agency’s inspections.  We feel this reporting has done more to cause concern amongst the public than any actual non-compliance with the rule that has occurred.  

2. This question basically asks if the rule doing its job.  Yes, we feel it is.  Its intent was to create an additional firewall around our beef industry.  As we sit here now we do not have BSE in this country.  I dare say we never will.  This disease first emerged 15 years ago and has never been found in this country.  In fact 99.999% of all cases have been confined to Europe; 99.9% in England, .099% in the rest of Europe and only one case in Japan.  Furthermore, as a country we have been vigorously looking for signs of the disease by examining thousands of CNS cattle brains every year.  We have never found BSE.  It seems to me that the rule is working!

3. The ban should not be broadened in any way.  It works now and more importantly there is no new scientific evidence that has come forth in the past four years that would in any way suggest that such a change be made.

4. The FDA should not require dedicated facilities for the production of animal feeds containing mammalian protein.  The current rule already addresses the issue of prevention of commingling quite adequately.  Procedures and controls are already in place and being used to prevent commingling and contamination in rendering facilities.

5. The agency should not require dedicated transportation for animal feed containing mammalian protein.  This issue as it relates to commingling or cross-contamination is already addressed within the rule and at the same time is not currently a problem.  To require such at this time would only needlessly add to costs while not adding to any further protection of animal feed.

6. We would not oppose FDA licensing of  renderers as it relates to the rule currently in effect, that is CFR 21, Sec. 589.2000

7. The FDA should not revoke or change any of the current exclusions allowed for in the rule as outlined in Sec. 589,2000(a)(1).  There is no new scientific evidence that has come forth that would even remotely justify any such move.

8. The FDA does not need to add to the list of prohibited materials and language relating to poultry litter.  The rule already addresses protein from mammalian tissue and as such already addresses this issue.  Further elaboration or definition would only serve to confuse.

9. No the exemption should not be removed for pet food.  It is not used feed of animals for human consumption.

10. The current record-keeping requirement, in light of annual and sometimes biannual inspections, seems adequate at one year.  If however, the agency can see a need for further data beyond a year we would support such a move if it makes the rule work any better.

11. The FDA should not change the rule to require labeling of the specific type of mammal was used in the production of a specific protein.  Such a need is non-existent in light of the requirement to label “Do not feed to cattle or other ruminants.”  Beyond that this would only serve to confuse feeders, feed mills, blenders, cattlemen, and nutritionists who already have a fully understood list of feed ingredients they work with that are used nationwide.

12. The current cautionary statement should stand as is.  It is clear, to the point and well understood.  It was designed that way.  If however the agency knows of individuals feeding deer, elk or bison with prohibited proteins I would support such a change.  However, I don’t know of any with such animals feeding them any animal proteins and I know of no such commercially available feed either.

13. As far as I know and understand there is no currently available accurate and efficient analytical method for detecting prohibited mammalian protein in feeds.

14. I see no need here for any more enforcement authority.  Rather an assurance that all inspectors, state and federal are working out of the same songbook so to speak would help to keep uniform assessment across the country.

15. Private certification programs have worked tremendously in the rendering industry.  Through APPI we have engaged the use of Cook & Thurber of Madison, Wisconsin to certify, plant by plant, renderer compliance with the rule and therefore intent and actual manufacture of safe feed ingredients.  We had the honor of being the first plant to go through the compliance audit and we were proud to do so.  Just as important, third party audits also give the agency the ability to point to an “outside entity” that can verify compliance with their rules.

16. Regarding importation of feed ingredients the restrictions should be based on the incidence or non-incidence of BSE in the country of origin such as the USDA does even now.

17. Regarding what additional measures could be taken to further guard against BSE, I offer the following.  I will not offer any views on preventing CJD or vCJD as there still is no known cause for such and as recent as two weeks ago scientists in Great Britain are claiming that vCJD could not be caused by eating BSE-tainted beef.

But with regards to BSE, four and a half years ago in offering comments before the agency on the then proposed rule, I called for an all out effort to eliminate our country’s only known farm animal TSE – Scrapie.

“Therefore, let us make an all out effort to eliminate all scrapie (our only known TSE) from the U.S.  Let us start with an immediate destruction of all scrapie flocks and a total indemnification program for the owners.  And, if TSE elimination is that important, let us complete that phase in 12 months. Let us rid ourselves of that agent all together.” 

“Australia and New Zealand did it years ago and they have far more sheep than we have in the U.S. Why haven’t we?”

To that I would add that we could certainly import enough scrapie-free sheep from Australia and New Zealand to aid in the indemnification process.

Secondly, with regard to additional measures, I would like to point the out to the agency a growing tendency within various states to allow for not-rendering disposal of animal by-products.  Here I refer to composting and landfilling.  These methods serve to remove this material from bio-secure rendering and at the same time remove it from the traceability offered by the rendering industry in conjunction with the rule.

In summary, the current rule as it stands is good and even more importantly it is working.  There is no scientific reason to change any of the parameters of the rule in any way.  No new scientific elements have come to light in the past four years.

Furthermore, we do not have BSE in this country. Again, I dare say we never will. Our cattle are now even more protected than we ever have been from contracting BSE.  Let’s concentrate on eliminating our TSE of scrapie and eliminate people’s fears of our cattle succumbing to BSE through scrapie, as unfounded as that may be.

Thank you for your time and consideration.

Sincerely,

David J. Kaluzny, II

Vice President

