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transverm processes of the thoracic and lumba;rl: Vertebrae, and the wings af 

a8 sacrum), and dorsal rout gaa&a of cat&l8 30 months and older; and the 

ton&.ls and distal ileum. of &8 smti intestine tif & catie. Prohibited cat&? 

materials do not include tallow-that cont.&~ no more &an 0,lS peroent : ” 
h8xan84nsolubie illlpWiti8S and ta&w de&&i-. The prear&le to the 

intsrirn final de describes the background and justification for th8 

on prcihibited ca@ materMs fn human food and cosmetfes, : 

prooessors of humen food zmd cosmet&s that em man-d ikom, processed 

with, OP 0~~8 co&aizx, m&e.rid km cat& must establish aad m&t&n 

recods mfficisnt to demoX&rate the food OP cosmetic is not manufkctured 

from, pSoC8SS8d with, or does not o&erwise contain, prohibited catie 

mate&&. We beIi8ve &at records documenting the absence of prohibited cattle 

mater%& in human food and cosmetics are czitica]. far manuiEachlEers, 

prOC8SSOrS, andFDAto ensure C~ptiLUX8Wi$hthe X&NlS8 

of proh-ibited catie matis in &8 interim fkal nile. ice Itllbff3Eiaz is 

remov8d f&n cat& we may’not be abls to obtain I&B information n8c8ssary 

to de@nnk8 whethez it is prohbited cattle material. Theare is currently no way 

to t8st rdia~y far the prssence of de bo&e spongiform 8ncephalopathy (BSEI 

ag8nt or for the presence of prohibited cadle materials, Therefor8, 

man-d processors of human food md cosmetics must depend on 

records hrn the suppiers of cattle m&&l to demonstrate that the supplk’s 

Cattle maferial does not oontain prohibfted catie maimi&. 

Through these mco~ds, manufacms and plXIc8SSOl25 of humen food and 

cosmetics can ensure that prohibited cattle materids are not jncluded is *eir , 

products. The agenoy b&eves that recordkeeping and records aCC8SS , ** 



proposed rule at the time of entry fate tie United Statss ad provfde requSred 

r8cord.6 ifrequested. 

S. Costs 8nd Bearefits of fbe Proposed Rule 

This proposed rule would require IIIEXXL~~ and processors of FDA= 

regulated human food end cosm&ics mawfacwred &am, processed with, or 

prohibited cattle nmt8xia.k BSB not wed h their products. This propose,d rule - 

would require that the manufac;turer Or processor retain recordfl for 2 years 

after using the cattle material in foad M cosmetics. Rmmrds mzst be kept at 

the 3rnhnh* or process5ng establishment ox aaothBlp FBilsomibly 

acoekible location. Mentic~ and procwsors mubt protide FDA with 

access to tie requked records fa inspection and copy&. 

a. Costs of propmed rub, w FDA used eskbUsbment data 
from the FDA Small Basineh;s Model (which includes infonnatim cm all 

etilishme~t6 in a m;laufact* sector regardless of ske] (IX8f. I)%3 

dstehnine the nuimber of bad MapufElrctuTas.=d processors that w3.l need to 

comply w-f& fhg proposed recordkeep~ requirements. The model coMainS 

irbzruatio~ on the number of tmibl.hhnents in carfain food producing sectors 

but does not have information on specific ti~edients used by tlxe food 

establ~~hx~ents” xn&kkg products. Data fmm the model k.zdka&s &at 181 

est&&&1118nts produce spreads, 127 estab&heQt6 produe fiavorfng extra& * 
40 establishments produce canned soups and &tews, 625 establishments 

produce nonchocolate candy, 88 etitimti produce yogurt, and 451 

estab~shmexxts produce ice cx~am. PrlA c-t v&@ that d Of t;he68 


