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I am Rob&r4 Frish, Corporate ~~un~~i for Darling ~nternat~~na~ Inc., a rendering 

company with its corparate offices located in Irving, Texas, I woulci ii to thank 

is; ~pp~~un~ty to ~~rnrn~nt~ on behalf of Darling int~rnatiuna~, an the 

status of the FDA”@ prohibition on the use of mammalian proteins in ruminant 

animal feeds. Pleass be advised that barring 1 will be submitting 

wrings ~~rnrn~nt~, suppi~m~nting today’s prudent at more th~r~~ghiy 

r~~p~nd~ to the ag~n~y’~ notice. 

~i~~e~urity and the safety of the food supply is 

for barring ~nternati~na~~ ery year, the American rendering industry provides a 

vital societal service in protesting animal and human health, ~ff~~tiveiy 

~~ntr~~i~ng and preventing the spread af diseases associated with animal tissues, 

y removing and processing the mare than 50 biiliion pounds of animal and 

ouitry ~~mpr~d~~ts (Y?aw ~at~ria~~“) generated by the livestock, meat and 

oultry indw~tri~~~ As ane of the largest independent rrande ing companies in the 

~~~t~~ States, parting international safely coMW8 and ~oc&sses 1710 

I annual volume of these Raw Materials through its fa~iiitj~s bcatad in 

22 states. 

Cn 1997, the FDA prohibited the use of mammalian tissues in ruminant animal 

feeds 88 a precautionary measure in order to prevent the tran~rn~~~i~n of TSE 

di~ea~~~ ta ruminant an~rna~~ (such as WE), despite the fact that BSE had never 

stinted (and remains undetected) in the United States, Even while 



n~wi~dging the abundant scientific unc~~ainty that existed as ta 

and tran~m~~~ibiiity of the disease, th FDA nanatheless adopted the Rule as $ 

measure to prevent “Yhe estabi~shment and ampiif~~ati~n of th disease shauid it 

r in this ~~untry~~~ The agency fu~h~r determined that the absence af 

~Qrn~e~i~ng scientific evidence did not warrant banning ths US@ of 

protein feed ingredients other than specified protein8 derived from mammalian 

ti~~u~~ in ruminant animal feeds. 

barging ~nt~rnati~nai believes that the scape of the currant rule ~uffici~ntiy me&8 

its stated objectives. Expe;rts agree that feed safety must e built on r~~k~~a~ed 

~~~~ntif~c ~x~~~~e~ There is ~urr~ntiy no ~~rnp~~~ing~ risk-based ~~~~ntifi~ 

ev~d~~~e to support expanding the current feeding ban to include other rendered 

rnat~ria~~~ ~iiminating the exemptions for certain ruminant prutein~ previuu~iy 

d to present no risk (such as blood and blood products ) or ta prohibit 

the feeding of rendered pruteins derived from ruminant anPmaEs to othsr animal 

The current Rule, ~urv~iiia~~~ program& im and the 

marked di~~ren~~~ in animal production and feeding practices b~~~~n the 

united ates and European Guuntr~~s (in~~uding th United Kingdo 

ctivety make ths iike~ih~ SE occurring in the Uniited States n~g~igibie~ 

8refor8 no need to rs-apsn the Rule and to neif 

~~i~ntifi~ai~y justified nor warranted* Rather than aiterin the current GCO 

Rule, the agency should consider addressing the way in which they forlow and 

unfurls the Fluis% paramet~r~~ 



bush of the inc~n~istsn~i~ in the current surveii~anGe system could have besn 

A initia~iy mandated the ticsnsing of rsndsring fa~i~itiss~ At the 

tima of the Ruia’ ~n~eptiun~ the agsn~y would haves known who the rends 

wsre and what materials were handled and ruduced by each facility. T 

va aisu been able tu distinguish transfer tations that handis 

d matsriais for a processing facility and nun~r~ndering plants, such as 

those handling used cooking oils to produce yeituw grease and d fats, and 

would have disregarded them from unnecessary inspectio criteria. zany states 

currsnt~y issue state rendering ilcenses and permits to operate, so additi~~ai 

federal incensing rs~uirsmsnts would not have presented an undue burden 

d clear guidei~nes were estab~ished~ Licensing could also assist in 

advancing ths rsnderin industry~s ~rsdibiiity~ 

it is up tla the rendering facility to determine what type af facility it will be, 

not aniy on ths raw matsr~ais handled but the ty of finished 

to produce. Just because a facility handles exempt raw matsriai (such as 

parcine or poultry matsriai)~ does not mean that it is oing to seEi exzsmpt 

rnatsr~a~~ Once a facility de~larss whether it will handle exempt raw matsrials only, 

d n~n~sxempt raw matsriais in a manner consi nt with the Rule, or 

~umming~ed raw rnater~a~~ 8s re~tr~ctednu~~ proteins, guidelines could created 

ta d~iin~at~ the ~~rnp~~ance parameters that must be adhered to. 



same time, FDA cum ilance inspectors should be trained to be familiar 

nd~rjng facility u ratians and how such aperatians are p~~urrnad under 

L Too uften, the ~ns~ecturs are unfamiliar with how the facility operates 

pect for issuas that are nut covered by the Rule, resulting in ~rrun~uu~ 

nutatiuns uf fur that facility. FDA, APHIS and members uf t 

rendering industry shuuid consider jointly developing a training and educational 

m that would set farkh rendering plant cumpiiance inspe~tj~n guidance fur 

federal inspect~rs~ Pr~psr~y trained inspsctors would fu~h~r rsliminate erroneous 

nuncump~ianc~ c~tat~uns and yield more accurate insp~ctiun data. Penattiss for 

nun~cumpi~an~e could be created ranging from warnings, monetary sanctions, 

injunctions and crimi~ai penaltiias based on the pa~icu~ar iic~nsing criteria that 

the FDA would sstabiish. 

When the FDA estabiishsd the Rule, it was noted that it would ‘~irnp~~rnsnt a 

viguruus ~nf~rcsment pr~grarn~~ designed to prevent the us58 af proteins derived 

from mammai~an tissues in ruminant animal feed. it was the agency”8 intent to 

errata a mechanism designed tu limit the ab~i~ty of EN3 tu develup in this 

~uuntry~ The uiea pruvides the agency with thes ability tu issue ~njunct~uns~ 

irnp~s~ ~riminai penait~ss and seize aduit~ratsd or misbranded pr~duct~ 

uw~v~r~ to da&, enforcement activity fur nun-cum iiance with the Ruis has 

amounted tu little mors than the issuanca of warning isttersc ~~rs~ver~ ths 



ag~n~y~s compliance ins~utiun reports reflect ~nGunsist~nt ~nfurc~m~nt of the 

tiuns es~biish~d by tha Rule. 

er tu injure that ths Rule rn~a~ur~ up to the FDA% intendsd guai, the F 

must bs wii~i~g to diligently enforce compliance with the tenats of the Ruis in a 

cuns~st~nt fashion, instead uf expanding the scope of the current Rule ta include 

ct to an in~u~~~st~nt su~~iiianc~ and ~nfur~ement prugram~ 

huuid develop and adhere to a strung ~nfur~~rn~nt poiicy that nut only 

mandatea compliant behavior but aisu penalizes nun~cumpi~anc~ accurding~y. 

Clear and con&w ~~f~rcern~nt guid~i~nes providing for monetary penalties fur 

nun~~ump~ian~e must be ~~tabii~h~d~ along with pruvi~iuns fur other actions 

such as mandatory product rwzaiis, cease and desist orders and ~wsp~ns~un uf 

u~~ratiun~ until tha nun~cumptiant action is curr~cted or abated. 

if you are going to have inspectors au2 there, it”8 im~u~ant that they be 

ghly and properly trained in ail nuances of the r~g~iatu~ and in~p~~tiun 

requirements to enswe cunsistency and ~redibiiity in ~n~p~ctiun activitj~s~ 

that are nut governed by ths rule should nut be part of the scope of the 

igation unless there is a direct impaM an ~urnp~ian~e~ such as the 

meas s in place to prevent cummingiing of materials. Special a~entiun should 

focus on familiarizing inspwzturs with the rendering process to avoid in~unsistent 

tiun8 and the subsequent dis~~minatiun of misinfurmatiun related to 

ry ~urnp~ia~ce to “‘the Rule”. 
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1s a prub~em with @ending out field staff to conduct in~p~ct~uns, who view 

ala! a8 s~mpfy ~nfurmatiun gatherers, and they don’t know thrsr bu~ndar~es of 

ct. The insp~~turs openly acknowledge that they know nothing 

8 rendering industry or the facii~ti~~ that thay inspect. They conduct tha 

in~pe~tiun uf a company fur cumpiian~~ to a rule that they th0mse~ves are 

unce~ain how that operation is supposed to behave in order to be in curn~iianc~* 

The inspecturs are fact finders who ask ~u~~tiun~ with an inv~stigatury scant that 

r may nut be germane tu the issue of cum~iiance to the Rule* Ail of the 

infurm~t~un generated by their inv~stigatiun is then ssnt ““up the 

surn~un~ else tu interpret; this often ~nG~ude$ the infurmation gleaned that has no 

direct ring on compliance. This type of infur~at~un~ uth%~i~e irrleievant to 

gets po@t@d by tha ag~ncy~ without proper inter~retatiun and 

stimuiat~s unn~~~s~ry and uth@~ise unwarranted public concern 

ctiun data pasted by the FDA on their web site must show curnpii~~~~ 

or nu~~cumpi~anc fur inspected faci~~t~$~ nd disregard information that doss 

nut have any r~i~vanc~ to curnp~ian~~~ If tha pubii§h~d ~n~pe~iun 

whither or nut a facility is cump~iant with 21 CFR 5~~.~~~U~ the ~ubiic~s 

p~rc~~tiu~ of cum~i~anc~ will improve. 



it wu~~d ailso be ~xtr~meiy wu~hwhii~ fur ths agency to provide prompt fsadbaek 

managers of inspscted faci~~ti0~ regarding their ~umpi~ance status to the 

uie. ~urr~nt~y~ many facility rn~nag~rs da nut know the in~p~~tiu~ results until 

ha agency has posted It@ findings on the ~nt~rn~t~ ~n~r~as~d cumm~ni~at~un 

with the r~guiat~d partie will increase the iikei~huud of curnp~ian~~ with the 

One issue of par~mu~nt concern that is uutsids the scupre! of the current Rule, is 

atus of the raw matarial itseCfs When the RuXa was first ~rumuigat~d, dsad 

ant a~~mais and ~npru~~~sed ruminantnderiv~d viscera, bone, fat trim, meat 

trim, blood and other animal prud~cts or by-products that are deemed to be 

Xs or unsuitably fur human cunsumpt~un were mainly handi~d and 

pruu~ssed by the rendering industry. Yebt over the years, economic conditions 

and unfur~~~~n marketing changes have negatively impacted the renderin 

industry~ precipitated in part by the Rule, coupled with ri%ing int~rnatiunai 

m about BSE and pressure frum Europe on the internat~unai cumm~nity to 

foad safety principi~~ and puUicies. As a r@suit, rendering f~ci~it~~~ 

now charge fur their services, This has prompted an increasing number 

I prud~cers~ locker plant operators, msat pruc@ssors and retail food c 

it~rnativ~ m~thuds fur th disposal of these raw ~teria~s* In short, ths 

g@ uf these raw rnat~r~~~s th@t are cui~~Gt~d and pruceseed 

ing industry is istsadity d~~iin~ng~ if it doesn’t go to a r~nd0ring fa~~iity~ da 

you know whers it will end up? 
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rigin and uit~mate d~spusitiun uf Raw Materials are nut traceabis when 

m ds other than rend~rin are used. Rendering cumpani~s already possess 

infrastructure tu allow fur trace-back of Raw ~ateriais and tracs- 

rd of finished roducts* Only rendering companies are held ac~u~~tabie 

quired to du~~~nt and maintain written racurds s~itabie fur g~vernm~~tai 

agencies to trace Raw ~ater~ais back tu their source and the finished products 

rd to the end-user, 

Ths current Rule only prohibits the ~#~~~~~~ inclusion uf prutsins derived from 

mammalian tissues in ruminant feeds. Ruminant materials that are disposed of 

h nun~r~nd~ring means, such as ~umpu~ting, IandfiIi or on-site burja~~ can 

still enter the fuud ch in by a variety of means* The spreading of composted raw 

matsriais of ruminant animal ur~gin, on land t at is used fur livestock grating 

and/or hay prud~~t~un is permjssib~e under the current Rule. Domestic and wild 

Is, including ruminants~ may have direct exposure to unprocessed ruminant 

raw mat~riais that have belEan improperly buried, composted or placed in ~andfi~is~ 

articuiar ~unc~rn becaus scientist@ believe that Chromic Wasting 

a TSE a~ecting deer and elk, is transmi~ed when healthy animals are 

exhumed to soil cuntaminat~d by ths remains of an infsct~d animal, it is 

that the soil can remain ~untaminat~d fur decades, Ths unregulated use of nun* 

ing alternatives could lead to the ~6amp~ificatiun of the diseasa”” that ths 

uie was ~mp~ern~nt~d to prevent in the first place. 



incineration is a viable option fur disposal uf these raw mat~riais~ it is both 

and ~nvirunm~~tai~y unsuitabrie, Other a~t~rnativ~~ tu renderin 

sal of Raw ~at~r~ai~ such as cumpu~ti~g~ u -sits burial or ~andf~i~s~ da nut 

e adequate bius~~ur~ty with respect to BSE, as well as uthar infectious 

Ths best means of a~a~ning and maintaining b~u~c~rity is to regulate 

~spusitiun of ail raw mat~riais of ruminant origin by having iic~~sed 

ring uurnpan~~s cailect, tr~n~pu~ and process th m in order to limit 

~xpusure of dumest~c and wild ruminant animals tu these Raw ~ateriais” The 

tirun uf these Raw ~~t~ri~is can be estabii~h~d independent of and in 

addition to the resent feed Rule. 

IIn ~un~~u~iun~ before tha FDA expands tha scupe of the Rule and/ur removes any 

of th roducts from the list, in the absence of ~umpei~ing scientific 

evidence to do uth~~i~e~ the agency should make certain that it has dune 

hing it can do under the Gurr~nt terms of the existing Ruta. 

ency should focus on how to im rove ~~urmance and cumpiianc~ under 

the present Rules parameters~ Thera shuuEd be be~~r~d~ve~up~d and concise 

~urveii~anc~ and enfur~~ment guidelines ~~tab~i~hed by the ag~ncy~ including the 

d~v~~~prn~nt and impiementat~un of an ~pprupriat~ penalty seheduis that would 

mand ~umpiiance~ Federail ~ump~ian~e ins cturs must be properly trained in 




