


Oral Statement 

of the 

National Grain and Feed Association 

before the 

Drug Administration Public Hearing 

on BSE Prevention Strategies 

October 30,200l 

Westin Crown Center Hote 

Kansas City, MO. 



2 

ational Grain and Fee Association welcomes this ~pp~~unity 

rovide its thoughts on the Food and Drug A 

ing regulations designed to keep the Unite States free of bovine 

ongiform encephalopathy (RSE). 

I am Joe Garber, chairman of the NCFA’s Feed Industry Co 

notation and research coordinator fur Wenger’s Feed MilI Inc. in 

ms; Pa. Also presenting a porti~~ of this testimony is Br 

~hairma~ of the NGFA Feed Industry Committee’s Legislative and 

~egulat~~ Affairs Subcommittee, as well as chairman o 

Tra~spo~ati~~ Task Force. Mr. Gottula is director of 

assurance and regulatory compliance for Land O’Lakes Farmla 

LLC, Fort Dodge, Iowa. Also on our panel is Randy Gordon, NCFA’s vice 

ent for communications a d government relations, who is 

Washington, 

Established in I896, the NGFA is the non-profit trade association of 

1,000 grain, feed and processing facilities and other grain-related 

firms Our members o erate more than 5,000 facilities an 

an two-thirds of U.S. grains and oilseeds. More t 

member co anies operate feed manufacturing plants and integrated 

feeding operations. 

I request that this statement, as well as our subseque 

statement, be included in the o cial record for this ~lema~ing. 
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We commend FDA for ~n~t~at~ng this rulemaking review its au-rent 

revention regulations. As it does so, we believe it is of 

ortance for FDA to continue to base its de~isiun-making on the best 

vailable science and rudent risk-assessment. The entire world is looking 

A as a model agency for prudent, science-based risk assessment. To 

deviate from t at sound course could undermine the age 

authority for regulating food and feed safety. Were that to occur, we likely 

would see the emergence of a hodge-podge of different state laws and 

ations to address BSE, and a undermining of co sumer confidence* 

We also believe FDA should review its rule from the erspective that 

single case of BSE een detected i nited States. This is the 

case though the U.S. government has maintained a vigilant surveil 

rogram since 1990 that is viewe as the most extensive of any country in 

th the exception of Europe, where the EEE agent does exist’. 

This is att~b~table in large part to an effective and scie 

le-f~rewall strategy i lemented by gove~ment that the NCFA strongly 

s consist of import bans; a prohibition on feeding 

specified ma~alian proteins to cattle and other errant animals; and 

ection and surveiffa 

as adopted a BSE-Prevention PO icy that pledges our 

~o~tment to science-based ASP-prevention measures. We recognize 

that science is not static, and that the agency and industry 

responsibility to ase future decisions on the best avaifa le facts that exist. 

our understands g of the current science relate 

1 Testimony of Dr. William D. Hues&m, DVM, PhD, Professor and Associate Dean of the Virginia- 
Maryland Regional College of Veterinary Medicine, before the Senate Commerce, Science and 
T~a~sp~~~a~j~~ Committee’s Subcommittee on Consumer Affairs, Foreign Commerce and Tourism, April 
4,2001. 



r”r I.‘” 4 + 4 G F A  ful ly su  po r ts F D A ’s exist ing reg  la tions  a n d  does  n o t be l ieve  

t th e  cur ren t b a n  o n  fe e d i n g  cer ta in  r n a ~ a l ~ a ~  p ro te in  to  

an ima ls  shou ld  b e  e x p a n d e d  b e y o n d  th e  restrictions  n o w  in  

or - t th e  con tin u e d  use  o f r u ~ ~ a n t-de r i ved  p ro te in  as  a  sa fe , n u tritious  

w h o lesome  fe e d  i ng red ien t fo r  spec ies  fo r  w h ich it is legal ly  a  

W it is g r o u n d w o r  la id , w e  n o w  w o u ld  l ike to  r espond  to  severa  

f th e  m a jor  ques tions  p o s e d  by  F  

n o tice . W e  have  o rgan i zed  ou r  responses  to  F D A ’s ques tio  

b r o a d  a reas : th e  scope  o f th e  fe e d i n g  restrictions ; e n fo r cemen t- a n  

compl iance- re la te d  issues; a n d  o p e r a tiona l  issues. 

First, conce rn ing  th e  scope  o f th e  fe e d i n g  restrictions , w e  be l ieve  th e  

A  ru le  is a d e q u a te  to  m e e t th e  sta te d  ob jec tive  o f p reven tin g  t 

r ead  th r o u g h  fe e d  o f th e  S E  a g e n t if it ever  we re  to  e n te r  th e  U n ite d  

S ta tes . [Q u e stio n  2 1  

a the r  th a n  b r o a d e n i n g  th e  ru le’s ob jec tives , w e  be l ieve  th e  first o r  

s iness is to  ach ieve  as  c lose to  1 0 0  pe rcen t co  

exist ing ru le , p a ~ icu lar~y a m o n g  m u lti-spec ie  fe e d  m ifls th a t m a n u fac tu re  

te n a n t fe e d  a n d  ite d  M a law ian  p ro te in . T h e  N G F A  does  

n o t be l ieve  th e  cur ren t F D A  fe e d i n g  rest~c t~ o ~ s  shou ld  b e  b r o a d e n e d  to  

e r  r n a ~ a ~ ~ a n  p ro te ins  n less the re  is compe l fin g  sc ientific 

ence  th a t th e  i ng red ien t is a  vecto r  o f th e  B S E  a g e n t. ~ ~ ~ e s ~ ~ ~ ~  3 1  



For the same science-based reasoning, we also do ot believe FDA 

revoke or change the exclusions for certain products allowe 

current rule. ~Q~es~~~~ 7] Nor should the agency add to the list of 

mammalia roteins that are restricted from being used in feed for catt 

other ~~nants. [Q~es~~~~ 8f 

Second, FDA poses several e forcement- and compliance-re 

questions. The NGFA believes that the existing a~tho~ties at both the 

and state level, including states’ authority to issue stop-sale orders, 

d effective tools to ensure compliance. ~Q~e~~~~~ f4f We 

believe a visible surveillance presence by FDA and states is more impo~ant 

g compliance than additional enforcement authorities. 

Concerning future enforcement activities ~~~es~~~~ I], the 

reco~ends strongly that FDA and its state partners adopt a more targeted 

inspection and enforcement pla for the future. We believe the central 

component of sue should be a trace-forward ap , in which the 

d use of ~~~ant-prohibited rna~a~ia~ protein is tracke 

from its source to subsequent receivers. 

We reco~end this be accomplished through the develo 

statistically valid random inspection program. We believe this sho 

y states conducting BSE-rule compliance inspections as part of 

their routine feed mill inspections, and commend the Association of 

American Fee Control Officials for ~~~~udi~g this co 

Policy Statement. 
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n joint meetings with other animal jndust~’ feed and renderj~g 

an~zations, we believe there is an emerging consensus that a trace- 

roach makes sense from both a risk-assessment and resouree- 

allocation bas s. As part of such an approach, the NGFA recommends t 

F an overall strategic plan to guide its future BSE- 

spection efforts. From an inspection standpoint, we 

believe FDA3 first riority should be facilities that manufacture feed for 

tenants an andle prohibited mammalian 

protein. Surveillance also should be focused on direct purchasers of 

ibited ma~alian protein, as well as salvaged feed or pet food, to 

sure the product is being directed and sold to appropriate cha 

secondary importance should be multi-specie facilities t at utilize prohibite 

rotein but do not manufacture ruminant feed. As part of this 

roach, we also recommend that FDA and states enhance their 

on of inspections and interpretation of inspection results. In t 

e recent rnodifj~at~o~s to FDA’s BSE Inspectio Checklist are a 

positive step and should lead to improved ~n~fo~ty of inspection 

terpretations and results. 

A also asks what role, if any, that public or private certification 

grams should play. [Q~e~~~~~ 15] The NCFA strongly supports 

emment-based inspections by FDA and states as providing the i 

a ~rnpa~~ality that is essential to ma~ntainjng consumer confide 

the feed manufacturing sector, the GFA believes that the decision on 

whether to participate in a public or private certification program s 

an individual co any decision, based upon the perceived value of such 

certification vis-&--vis customer preferences and market demand. 
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elieves in the integrity of our indust~ to truthfu 

to their use - or non-use - of prohibited mammalian protein, and has worked 

to facilitate marketplace acceptance of individual company-to-company 

i~~~ud~ng contract al. guarantees, company affjdavits and ot 

surf-verification mechanisms - that may be re uested by certain customers 

and which are res onsive to customer needs. The NGFA’s Feed Trade 

es and Arbitration System, as well as the courts, provide a time- 

echanism for enforcing such assurances. 

the breadth and sco e of the feed manu cturing industry, t 

NGFA believes that government actio s to mandate or endorse a private- 

sector, fee-based certification rogram are neither feasible nor a 

While we do not oppose FDA providing oversight of the integrity of private 

sector, fee-based ce~~fi~atio~ programs - if it is requested to do so - we 

ution the agency to secure the necessary assurances so that its role is not 

~sused to create winners and losers in the marketplace. Si ly put, we do 

not believe a feed manufacturer’s voluntary business decision on whether or 

not to pa~icipate in such ~e~ifi~atio~ schemes should imply that its feed 

roducts are any sa r or less safe than those that do not. 

FDA also asks about the use of analytical tests capable of detecting 

ma~al~an protein in tenant feed. f~~es~~~~ 131 The NGFA be 

such tests should be employed by FDA as an enforcement tool only if they 

een demonstrated to accurately and re eatedly differentiate betwee 

prohibited an non-prohibited mammalian material - inc 

and gelatin products - without resulting in false 

e compatible with the existing FDA-approved e ~~prnent clean-out 

uencing procedures that ave been a hallmark of the medicated feed 

current good manufacturing practice regulations. 
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To conclude our statement, I would now like to ask 

ts on operations-related questions posed 

Thank you. FDA asks several questions concerning w 

revention rule to require dedicated facilities or 

uipment. [ Q~~~~~~~ 41 

The NGFA believes strongly that the decision of w 

dedicated facilities to manufacture ruminant feed is a decision that should be 

made by individual companies, based on the practicality of doing so given 

e types of feed they manufacture and customer prefere ces. In this regard, 

FA, as part of its ~~-~revent~~~ Policy, has recommended as a best 

~ana~e~e~~ practice that feed milfs that manufacture rumina 

voluntarily discontinue using rohibited mamrrralia protein unless they 

ave separate and distinct mixing, handling an storage systems to prevent 

accidental c~~~ngl~~g or ~ross-~~nta~nat~o~- 

It is our understanding that many feed manufacturers ave made such 

ess decision, either because they believe e best way for 

them to comply wit the FDA rufe or because of preferences from customers 

rance carriers. But for some feed manufacturers, using 

plants or equipment may be impractical given the 

m~nuf~ctur~. For this reason, we believe it would be inadv~sab~e and costly 

for FDA to mandate such a requirement. 



e NGFA also does not believe FDA should re uire dedicated 

equipment for hauling feed or feed ingredients contai 

alian protein. [Q~e~~~~~ .5] Doing so would increase 

isrupt operating efficiency, w in fact has occurred 

uirement imposed in South Dakota. The NGFA is 

reactive steps to address transportation-related issues associated 

e. Earlier this year, we established an Animal ~r~tg~~ 

Transpiration Tas Force, which I c as drafted a set of 

management practices fur transposing animal and plant 

~~rnplian~~ with the FDA rule. The task force consists of representatives 

from the animal feed, rendering, rail and truck, and soy 

industries. T e draft best management practices, which are under review by 

the task force, identify procedures for using dedicated transportation fleets; 

er-assigned equipment; and clean-out procedures if 

ted and ~Qn-prohibited Malawian material in the same conveyance. 

ey also cover loading and receiving procedures a 

providers, plant and animal protein suppliers and feed 

manufacturers. Once finalized is year, we will be d~sse~nat~ng t 

ures widely to companies within the relevant ~~dust~~s, as well as to 

FDA and states, and encourage that they be adopted. 

A also poses two questions on labeling. 

ency should require labels to identify the specific ma~alian species 

from whit e protein source was derived. ~Q~e~~~~~ I2f The other asks 

whether to amend the BSE caution statement to identify specific r 

species that are banned from being fed products containing 

Malawian protein. [Question -121 



The NGFA strongly opposes ~ha~g~~g either of these labeling 

r~~ui~e~e~ts. We believe one of the strengths of the current rule is that the 

labeljng and caution statements are well understood by feed ~a~~fa~turers and 

feeder-customers, Changing them could well create new confusion and well as 

result in excessive costs for the feed manufacturing industry because of the 

resultant labeling changes, with httfe offsetting benefit. 

Concerning the ide~tifi~at~o~ of specie-specific ~a~~a~~a~ protein on 

labels of all feed, t e NGFA strongly supports the continued use on feed labels of 

the ‘“animal protein products” collective term as recognized by AAFCO. 

Colfective terms are extremely useful and cost-effective for feed ~a~ufa~tu~ers 

because they allow various ingredient sources that have a similar function to be 

interchanged based upon feast-cost formulations, without having to change the list 

of i~d~v~dua~ ingredients on preprinted feed bags or tags. 

The NGFA is unaware of any misuse of the “animal protein product” 

collective te ” that would justify a change to specie-specific ingre 

In terms of ensuring compliance with the ~~~-prevention rule, it is the presence - 

or absence - of the caution statement at feeders and feed ~a~ufa~t~~e~s look for 

to determine if the feed is appropriate for ruminant species. 

We also have not seen how such a change would improve the eff~~~e~~y of 

ection process, as inspectors still would be expected to review records to 

verify the source of animal or plant proteins being used in feed. If a customer 

requests such ~l~ficat~o~~ there are other less-costfy methods - including written 

and oral co~u~i~at~o~ - to provide such ~~fo~atio~. 



We also believe that a requirement to change the caution statement to 

identify each type of ruminant is unnecessary and again would impose ~ab~l~~g 

costs on feed ~a~ufa~tu~e~s and their customers, Commercial heeding of sheep, 

goats, bison, elk and deer are relatively niche, specialty markets whose feeders 

fully understand that they are feeding ruminant animals. 

The NGFA appreciates the opportunity to provide its views on this 

important matter, and pledges its continued efforts to achieve our mutual objective 

eeping the United States free of BSE. 


