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1 FAX 803.796.1(,3(1 
GITII. LATIE 1 FAX 803.796.9526 

Division of Dockets Man,agemcnt 
Food and Drug Admi.nistr&on 
5G30 Fishers Larle, Room 1061 
Rockville, M ,D 20852 

RC Docket No. 2004NwO257; Recordkeeping Requirements for Human. Food and 
Cosmetics Manufactured, From, Processed W ith, or Otberwisc Containin.g, 
Material From Catt?.e 

Dcvro Inc. welcom,es the opporrunity to commcl~ on the recordkeeping raqu.irem,ents 
proposed in conjunctJan wi.th the Food an.d Drug Administration’s (FDA’s) effo.rts to 
protect the US food supply from any poterhal risks posed. by bovine spongiform. 
encephalopathy @ S E ). 69 Fed, Reg. 42275 (.July 14,2004). 

Dcvro Inc. is the largest domestic producer of collagen sausage casing in. the US. Our 
South Carolina based operation employs over 350 people exclusively in the manufacture 
of collagen casings, From, this site, we supply a wide variety of US and export custom.ers 
but with. the great majority of our production being sold in the US. Devro Ltd., our UK 
based parent company, is the world’s leading producer ofco1Iagen sausage casings with 
several. manufacturing loca,tions i,n Europe an.d Asia. 

WK1.e the details of the processes employed at our various locations arc sl.ightly different, 
in all cases we USC the s,me basic raw material, bovine skin collagen. In the case of our 
US operations, this skin. collagen is obtd~ted as a by-product ofthe leather industry. Our 
partner lcatlm tanneries obtai.n. all their hides from USDA inspected, slaughterhouses. 

Devro strongly supports FDA’s efforts to eliminate any potenticzl risk to th.1’1~ US ,Food 
s~tpply from BSE. However, we believe that our product. collagen cashgs. posts unique 
issues tha.la.t may not have bcea taken into account by FDA iI1 drnRiny the pl-oposed rule 
and the related interim final rule banning “prohibited cattle mamials” l’kom 11~1nxm Foad 
and cosmetics. We urge FDA to address these issues clearly in its final ntlcmaking. 
W ith regard to the proposed rule, we urge FDA to permit coilagcn casing nwwfacturers 
to sati@  the rccordkeeping requirement by m .ai,ntajning a continuing guarantee from 
their collagen suppliers affixing that all of the collagen they supply comes from the 
h.ides of cattle slaughtered ai federal I y i.nspected cstablishmenw, 
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I. Ba.ckground Information 

Cfollagcn casings are made exclrlsivcly ~From callagen obtsined from hides and skins,’ No 
other cattle materials are involved in. the manufacture or processing of collagen casings. 
At the present lime, there are only two companies manuf'ct~wirtg eolkgen casing in the 
Lhited States, 

The process begins with. removal of the cattle hide at a. federally inspected establishment. 
AI1 ofthe collagen used by Dcwo to make collagen casings comes from the hicks of 
cattle slaughtered at federally in,spected establishments. Almost immediately after 
slaughter, the hide is removed fiorn the atimnl and separated from the rest of the carcass. 

The hide is i.mmediately immersed in cold water that cools the hide to mai,ntain Ieather 
quaMy. Removal of the hide occurs before removal of the head, brain, ve,rtebral column, 
spinal cord, and other speci,fied ri.s,k materials (SRMs). Therefore, the hide does n.ot 
come i.nto contact with, and cannot be contaminated by SRMS.~ 

The hide is then shipped to a tamely where it is washed to remove any loose material. 
Next, the hide und.ergoes hair removal azld fleshing (removal of any remaining meat or 
fat). The bide is then split longitudinally to separate the outer l.ayer for USC in leather 
production i?om. the interior collagen layer. The collagen layer the11 goes into equjpment 
dedicated to food grade collztgen where some additional preliminary processing occurs 
before bei.ng shipped to Devro’s Iplant. 

Bovi,ne skin. coll.agen is recognized intcmation.ally to be free of BSE i,nfectj.vity, even if 
sourced from a cli.nica1I.y i.nfected animal.3 Coltagen casings are used in a wid,e variety of 
food products in,cIudi~~g sausage and. breakfast links, bratwurst, beef stkks, bor d’oeuvm 
size hotdogs, kosher hotdogs, and som.e high-en,d hams, 

’ While bans and certain other tissues also co&n collagen, skin call.agen is stronger than bone collagen 
and. therefore a for sup&or starting material for casings. We are not aware ofany mnnufaccurcx af colla.gen 
CRS~II~S in the world that uses bone collagen. Most collagen casings arc made from bovine skin collagen, 
alrhougl1 some casings arc made from porcine akin collagen. 

’ The only possible exposure oftbe hide to SRMa would result from brain splatter during stunning, which 
occur prior to slaughter and hide removal. However, any brain material adhering to the hide wouId be 
m i.nimal and, would be present only on the outer layer of the hide. Such brain matter likely would be 
removed fionl the hide in tb.e cooling water or dwing subsequent washing and de-hating of the hide: at the 
tarmery. In addition, any brain matter 1ikcl.y would be present only WI the face plate, whj,ch is removed. 
Eram the: rest of the hide prior to fleshing. Finally, any brain matter would only be present on the outer 
layer of? the hide, and that outer layer is stripped away and used for leather production; only the corium. the 
iruvzr layer of the hide, is usad i11 the production of collagen casing. 

3 TIIC Office Tntelnational dcs Epizooties (OlX.) recommends no BSE-related resWictions on trade in 
colIagen from hides and skins, regardless of the BSE statits nf the countly of origin. 69 Fed, Reg. at 42295: 
CITE, Terrg.mrf Animal Henld Code 2003, .Arr?cle 2.3.13.5, 
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2. In the case of bovine skin collagen, and products made from bovine skin collagen, 
the proposed recordkeeping requirements should be satisfied by lliecords abowing 
that all collagen is made from cattle hides obtaiaed from federally inspected 
establishments. 

Under the proposed rule, Devro would be required to retain records demonstrating that its 
products are not manufactured from, processed with, or otherwise contain “prohibited 
cattle ma.terials.” Under FDA’s interim final rule, the term “prohibited cattle materials” 
kludes any makrial from, non,-ambulatory dkabled cattle as well as any material from 
cattle that have not been inspected and passed. 69 Ped. Reg, 42256,42273 (July 14, 
2004)(21, C.F.R. !j 189.5(a)(l)). 

DevrQ and. its customers should onl,y be required to maintain records sbowing that our 
collagen casings are derived from h,ides obtained exclusively from federally inspected 
es’t&lisbrnents. Such records should be suffkicnt to document tb.at our colla,gen casings 
contain no prohibited cattle materhIs. Since USDA Food Safety and Inspection Service 
{FSIS) regu,lati,ons prohibit the daughter ofn,on.-ambulatory d.isablcd cattle,4 such records 
demonstrate that our collagen casings are not made fi-om material from non-ambulatory 
disabled cattle. Since a1.f cattle slaughtered at federally kpected establishments must 
pass ante-mortem inspection, such records demonstrate that our collagen casings arc not 
mad.e from cattle that have not been. inspected and passed. 

3. A continuing guarantee $hou.ld sa.tisfy the recordkeeping requirement. 

Devro purchases colIagen from tanneries that obtain cattle hid.es exclusively from 
federally inspected establkhments. As previously noted, no non-am,bula,tory cattle may 
be slaughtered al: a federally i.nspectcci cslablishment, tind no cattle may be slaughtcrcd at 
a federal1.y inspected establishment unless it first passes inspection. Under these 
circumstances. we bel,ieve the only rclevnnt record is an affirmation by the tanncry llliil 

all ofits hides come from federally inspected cstablishmcnts. 

Devro, should be able to satisfy its recordkeeping requirements by maintaining suGh an 
affirmation from each of the tanneries t:hat su.pplies it w.it,h collagen. Moreover, a 
continving guarantee by the tamsry that all of its hides are obtked excl.usively from 
federally inspected establkhments sh,ou.ld be sufficient. Such a Letter of Guarantee 
should inc1ud.c contact irZomzation and should be renewed annually. Devro, in turn, 
would pass a copy of this Lelter o,f Guaran.tae on to its customers. 

A requirement that documentation be obtained for each shipment of collagen would be 
diffkult to compl,y with and umecesm-y. A tann.ery typically obtains hides from more 

4 69 Fed. Reg. 1,862. 1873 &VL 12. 2004) (9 C.F.R. g$ 309.2(b), 309.3). 
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t1v-m one slaughter establislnmcnt, and the h.j,des, and the collagen derived from the hides, 
arc pooled. Jt would be extremely ciiff~cult ITor the tann,ery to id.entify a particu’la~ 
s.lli,pm.ent of col,lagen wi.th a particuIar shipment of hides, and maintaining the identity of 
hides and collagen throughout the production chain would be even more difficult. If all 
of the collagen comes ,Boxn hides obtained Ofra,m federally inspected establ,isbments, such. 
lot-by-l.ot records are unnecessary. 

Similarly, impotiers should be able to sati,sfy th,e rccordkocping requi,rement by means of 
a con.tinui.ng guarantee. In the Gase of imported bovine skin collagen and collagen 
casings, a conki.mdng guarantee demonstrating that all collagen used was obtained fi-om 
the h.ides ofca.ttlc slaughtered czt establishments that meet FNS equivalency standards 
should be sufficient, 

5. FDA should al.low more than 30 days for industry to comply with a final rule. 

FDA is prop0sin.g that its fin.al recordkeeping ru1.e would become effective 30 days a,!l’ler 
publication in the Federal Regtsrer. Thirty days is not enough time Yor industry to bring 
its records and recordkccping practices into compliance. .Devro requests th.at industry be 
given at least 90 days to comply with any new recordkeeping rcquiremenls. 

6. FDG. ha.s seriously underestimated the economic impact of the proposed rule. 

In its preliminary regulatory impact analysis, FDA appears to have omitted eMire 
industri.es that would be subject to the proposed ru.1~. FDA’s anal,ysis seems only to 
consider the i,ndu.strics tha.t are end-uses of FattIe materials and to overlook industries 
that produce intermediate products. As a result, it in.cIudes no mention of the proposed 
rule’s impact on manufacturers of collagen casing, gelatin, and other intermed’iate 
products. We hope that FDA will correct this oversight in the final rule. 

* * + * 

In conclusion, Devro urges FDA to revise the proposed rule to provide that a 
ma~~u:l&turcr of collagen casing may satisfy i.ts rccordkccping mponsibilities by 
retaining a conti,nui.ng Letter of Guarantee, renewed annu.ally, f iom each of its tannery 
suppliers afirming lbat its col.l.agen comes exclusively from th,e h,ides of cattle 
slaugh1ered at fed.erally inspected establishme,nts. 

We appreciate this apporttunity to share our views with the agency. 

Respectfully submitted, 

ti 
Devro Inc. 
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cc: Office of Info.rm.ation and Regulatory Affairs 
CXficc of Managermnt and. Budget 
Attn: MS, Fumie Yokota, Desk Officer for FDA 
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