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DEPARTMENT OF HEALTH AND HUMAN SERVICES . é mﬁm ] (\S

“™od and Drug Administration I

21 CFR Parts 189 and 700

[Docket No. 2004N-0081]

RIN 0910-AF47

Use of Materials Derived From Cattle in Human Food and Cosmetics

AGENCY: Food and Drug Administration, HHS.

ACTION: Interim final rule and request for comments.

SUMMARY: The Food and Drug Administration (FDA) is amending the interim
final rule on use of materials derived from cattle in human food and cosmetics
%blished in the Federal Register of July 14, 2004. In the July 14, 2004, interim
nnal rule, FDA designated certain materials from cattle, including the entire
small intestine, as “‘prohibited cattle materials” and banned the use of such
materials in human food, including dietary supplements, and in cosmetics.
FDA is taking this action in response to comments received on the interim
final rule. Information was provided in comments that persuaded the agency
that the distal ileum, one of three portions of the 'smal/linfestine, could be
consistently and effectively removed from the small intestine, such that the
remainder of the small intestine, formerly a prohibited cattle material, could
be used for human food or cosmetics. We (FDA) are also clarifying that milk
and milk products, hide and hide-derived products, and tallow derivatives are
not prohibited cattle materials. Comments also led the agency to reconsider
“™ method cited in the interim final rule for determiﬁing insoluble impurities

in tallow and to cite instead a method that is less costly to use and requires
c£0527



ule to minimize

2
less specialized equipment. FDA issued the interim final
#=man exposure to materials that scientific studies have demonstrated are
highly likely to contain the bovine spongiform encephalopathy (BSE) agent in
cattle infected with the disease. FDA believes that the amended provisions of
the interim final rule provide the same level of protection from human

exposure to the agent that causes BSE as the original provisions.

DATES: The amendments to the interim final rule are effective [insert date 30

days after date of publication in the Federal Register]. Submit written or

electronic comments on the amendments to the interim final rule by linsert

date 60 days after date of publication in the F ederal Register]. The Director

of the Office of the Federal Register approves the incorporation by reference

in accordance with 5 U.S.C. 552(a) and 1 %FR part 51 of celitainz lications
X 1 ¢

b
in 21 CFR 189.5 and 700.27 as of [jnsert%dat; of py b]z'»cg tion in the Federal fffr an

o~

. gister].

ADDRESSES: You may submit comments, identified by Docket No. 2004N-0081, OM

by any of the following methods: Q'I’ﬁg

e Federal eRulemaking Portal: httpé//www.regufations,go%. Follow the
instructions for submitting comments.

* Agency Web site: http://www.fda.gov/dockets/ecomments. Follow the
instructions for submitting comments on the agency Web site.

e E-mail: fdadockets@oc.fda.gov. Include Docketh. 200\4N——GG*8’1 and/or
RIN number RIN 0910-AF47 in the subject line of your e-mail message.

° FA};: 301-827-6870.

e Mail/Hand delivery/Courier [For paper, disk, or CID-ROM submissions]:

Tﬁvision of Dockets Management, Food and Drug Administration (HFA -305),

5630 Fishers Lane, rm. 1061, Rockville, MD 20852.
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}vL and dorsal root ganglia of cattle 30 months and older and the tonsils and distal
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ileum of the small intestine of all cattle.

(6) Tallow means the rendered fat of cattle obtained by pressing-or by
applying any other extraction process to tissues derived directly from discrete f‘? 4
adipose tissue masses or to other carcass parts and tissues. Ta}low must be | /Z’(;/ﬁ’
produced from tissues that are not prohibited cattle materialé or must contain Va 05
not more than 0.15 percent mscluble impurities as determmed g ethgd > d
entitled “Insoluble Impurltles” (AO fﬁcml/Method Ca 3a*4 ‘Amancan XTH ‘

Oil Chemists’ Society (AOCS mcorporated gy reZarence in accordance with
A

5 U.S.C. 552(a) and 1 CFR part 51, or another method equivalent in accuracy,

precision, and sensitivity to AOCS Official Method Ca 3a-46. You may obtain

copies of the method from AOCS (h ttp://www.aocs.\org); Copies may be g\om
examined at the Center for Food Safety and Applied Nutrition’s Library, 5100 W\W

- Paint Branch Pkwy., College Park, MD 20740, or at the National Archives and

Records Administration (NARA). For information on the availability of this
material at NARA, call 2027-741;—6,0»30, or go to hitp://www.archives.gov/
federal _register/code_of _federalwregulations/ibrﬁ_]acations.htm].

(7) Tallow derivative means any chemical obtained through initial
hydrolysis, saponification, or trans-esterification of tallow; chemical |
conversion of material obtained by hydrolysis, saponification, or trans-
esterification may be applied to obtain the desired prodimt.

(b} Requirements.

(1) No human food shall be manufactured from, processed with, 6r
otherwise contain, prohibited cattle materials.

(2) The small intestine is not considered prohibited cattle material if the

distal ileum is removed by a procedure that removes at least 88 inches of the
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= processes of the thoracic and lumbar vertebrae, and the wings of the sacrum),
and dorsal root ganglia of cattle 30 months and older and the tonsils and distal

ileum of the small intestine of all cattle.

D

\ (6) Tallow means the rendered fat of cattle obtained by pressing or by
applying any other extraction process to tissues derived directly from discrete
adipose tissue masses or to other carcass parts and tissues. Tallow must be
produced from tissues that are not prohibited cattle materials or must contain

g\ not more than 0.15 percent insoluble impurities as détermi jed by the method

g“r‘é' N ARV

entitled “Insoluble Impurltles” (A0CS Oiﬁmal Method Ca 3&-46),

Amerman

Oil Chemists’ Society (AOCS{A mcorporate‘é by reféence in accordance with

5 U.S.C. 552(a) and 1 CFR part 51 or another method eqmvalent in ancuracy, H%jf;"
precision, and sensitivity to AQCS Official Method Ca 3a-46. You may obtain
COpleS of the method from the AQOCS (hitp://www. c;cs—o.r% Copies may be 0%
v examined at the Center for Food Safety and Applied Nutrition’s Library, 5100 4"/ 15

Paint Branch Pkwy., College Park, MD 20740, or at the National Archives and

§
3 Records Administration (NARA). For information on the avaﬂabiiity of this
“?TK material at NARA, call 202-741-6030, or go to/http://www.archz\'ves.gav/
‘\f\ federal register/code_of federal_regulations/ibr_locations.html. |
(7) Tallow derivative means any chemical obtained through initial
hydrolysis, saponification, or trans-esterification of tallow; chemicai \
conversion of material obtain:ed by hydrolysis, saponification, or trans-
esterification may be applied to obtain the desired product.

(b) Requirements.

(1) No cosmetic shall be manufactured from, processed with, or otherwise

#=. contain, prohibited cattle materials.
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proximal small intestine, proximal colon, distal colon, and rectum, or even

RITVTSIONS

The study by Terry and others (Ref. 8) indicated that the myenteric plexus

M the distal small intestine (Ref. 9).

of the distal ileum contained some abnormal prion protein in neurons. This &
tissue extends throughout the small intestine, so we cannot completely We £ ke
eliminate the possibility that infectivity might exist in the jejunum or the
duodenum. However, that same study found no evidence of abnormal prion

protein in the sections of the duodenum and the jejﬁnum' examined. Therefore,

it is likely that, if any infectivity is present, it is at levels too low to present

a public health risk. We realize that the studies on tissue infectivity have
limitations, but we are not aware of evidence that intestine other than the distal
ileum harbors infectivity in cattle with BSE. If we become aware of data

indicating that other portions of the small intestine or the lai‘ge intestine in

o~
attle harbor infectivity, we will take action appropriate to the public health

OMBE

risk presented by the tlssue%
B29-05

We also do not agree that cross contamination of other parts of the
intestine with infectivity in the distal ileum.is unavoidable in the
slaughterhouse. Comments provided several methods by which the distal
ileum can be consistently and effectively removed from the rest of the small
intestine without cross contamination during slaughter. We agree that, if these
methods are properly implemented, cross contamination can be avoided.

Finally, we do not agree that we should require that the entire intestine
of all cattle be designated an SRM because the IRT recommended it. As stated
previously in this document, the agency does not find fhat there is sufficient

/™ /idence to support designating the entire intestine as.an SRM.

c4— 0837)
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FDA provided the public with an opportunity to comment on the issues raised by the.interim final rule and addressed in thls
document. v amendmen'gto the interim final rule 4 m response to some of those comments.
A .
o~ hese
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equivalent to the AOCS method cited in the interim final rule as amended

~here; it is not necessary that FDA approve the use of an alternate test.

{II. Summary of Amendments to the Interim Final Rule

We are amending §§ 189.5(a)(1) and 700.27(a)(1) to reflect that small
intestine is a prohibited cattle material unless it meets the provisions of new
§§189.5(b)(2) and 700.27(b)(2). New §§ 189.5(b)(2) Qand 700~.\2‘7(b)(\~2]'state tilat
small intestine is not considered prohibited cattle material if the distal ileum
is removed by a procedure that removes at least 80 inches of thre &ncoiled and
trimmed small intestine as measured from the caeco-colic junction and
progressing proximally towards the jejunum or by a procedure that the
establishment can demonstrate is equally effective in ensuring complete
removal of the distal ileum. o |

We are amending §§ 189.5(a)(1) and 700.27(a)(1) to specify that milk and

#~=ailk products and hides and hide-derived products are not prohibited cattle
materials.

Finally, we are amending §§ 189.5(a}(6) and ~7D(}.27(§)(6) to indicate that
tallow, if it is sourced from unknown materials, must contain not more than
0.15 percent insoluble impurities as determined by the method “Insoluble
Impurities” (AOCS Official Method Ca 3a—46),’AOCS,\ or another n;iethod
equivalent in accuracy, precision, and sensitivity to AQCS Official Method Ca
3a-46. |
IV. Effective Date and Opportunity for Public Comment

V’I‘—}E{Zmendments to tﬁ&xﬁnal rule are effective [insert date 30 daym

date of publication in the Federal Register] J DA 1nv1tes pubhc: Comment on

these amendments to the interim final rule. The comment perlod wﬂl be 60
M‘:ays. The agency will consider modifications to these amendments to the

interim final rule based on comments made during the comment period.
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I1. Amendments and Clariﬁcétions toi the Interim Final Rule
A. Prohibition on the Use of Small Intestine From All Cattle

In the interim final rule of July 14, 2004, ‘FZDA prohibited thc;: use of the entire,
small intestine in human food and cosmetics, even though the agency,{at the time the =
interim final rule was issued) only considered, and currently only éonsider’sgg the distal
ileum portion of the small intesfme to be an SRM. As-stated in the p;'eamblé to’thé
interim final rule, FDA prohibited the use of the entire small intestiné becausé’ af the time
we believed: (1) It would be difficult to distinguish one end of the ’small,intesti;ne from k
the other once it had been removed from the animal; (2) there was-a lack of intemaﬁahal

agreement on how much of the small intestine should be removed to ensure that the distal

~ileum is separated from the remainder of the intestine; and (3) given the lack of

international consensus on the issue, a manufacturer or processor wopld not be able to
document that the distal ileum v?as adequately removed (69 FR 42256 at 42259). We
requested comments addressing our reasons for prohibiting use of the entire:small |
mt?sﬁne and solicited specific information on whether processors may be able to
effectively remove just the distal ileuni,
1. Comments Received

In response to the interim ﬁn@l*mle, FDA received comments from beef
processors, the natural casing ingustry, the beef by-product induétry, and impqrtars and
exporters of natural casings and beef by-products that requested that the agency amend its
prohibited cattle materials rule to prohibit only the distal ileum portion of the mn
intestine for human food and cosmetics, rather than the entire small intestine. As stated in

the comments, infectivity has only been confirmed in the distal ileum of the small

CPC
FPA

_{ Deleted: ,




intestine of cattle infected with BSE under experimental conditions, and the technology
exists to effectively remove the distal;ilre:um portion from the rest of the small intestine.

Comments also described, in detail, examples of verifiable procedures forthe

effective removal of the distal ileum portion of the small intestine, which is made up of
: . { Deleted: T

three sections: the duodenum, the jejunum, and the ileum. One pzf@c;,esiwéééss?@%@ inthe .-
comments begins with the removal of the small intestine from the abyamas'um.‘ Under this
procedure, the small intestine is separated from the caecum at the ileocecal Oriﬁce,\anc’i
the ileum is separated from the jejunum at the flange. According to the connhéms; the .
resulting segment that contains the distal ileum would measure 36 to 72 inches in length '
depending on the age and size of the animal.

Another procedure described in the comments also begins with removal of the

small intestine from the abomasum, except that under this procedure the small intestine

remains attached to the caecum. The separation of the nonileum sections of the small

intestine from the ileum is made at a point 36 to 80 inches from the caecum, leaving the
’ . { Deleted: section

entire ileum of the small intestine attached to the caccum, According to the comments, e

leaving the ileum attached to the caecum at this initial stage provides an casily verifiable
point of reference for on-line inspectors. The next s;tep in this procedure is to separate the
36 to 80 inch portion of the intestine that mntains:ﬂxe ileum from the caecum at the
ileocecal orifice, leaving the caecum and the small intpstine for edible use,

Another comment noted that, prior to December 2003, Japan accepted importation -
of beef casings from the United States on the basis of U.S, government certified removal

of the distal ileum from the small intestine. The procedure mquire& the removal of at least



80 inches of the small intestinte, measured from the junction of the ileum and the caecixm,
to ensure removal of the distal ileunm.

Several comments indicated that, becatise: of the distinct shape of the distal ilaﬁmN
of cattle, it is easy to verify the effective removal. of this portion of the small intestine.
Furthermore, comments from the namra]:cas/ing industry stated that, because of the distal
ileum’s physical properties, particularly the absence of a curve and an irregular thick
surface, the distal ileum is not useable as a natural casing for sausage prodgcts, Thus,
these comments noted, many slaughter establishments in the United States and-Canada
have a policy of removing the distal ileum from all cattle at the time of slaughter. -
Furthermore, as stated by the comments, slaughter establishments in Brazil, Argentina, -
and Uruguay, the three countries that are the majgr_ exporters of natural casings to the | :
United States, have all been able to certify the removal of the distal ileum uéing |
achievable standards when requested to do so by tﬁeig U.S. customers.

In addition to comments requesting that cmly the distal ileum portion of the small
intestine be prohibited from use in human food and cosmetics, we received \qmnentg :
stating that the entire small intestine or bpth the small and large intestines should be
considered SRMs. Comments noted that the European Union (EU) identifies both the
small and large intestine as speciﬁeé risk material and prohibits ;heir use in food. As \
stated in comments, this was done in the EU because BSE infection is asséciated with

absorption of the BSE agent from contaminated feed and because it is not possible to

prevent slaughterhouse contamination of other intestinal areas with matter from the

. 1 Deleted: an unpublished study showing i

that positive imnmnostaining for prion
protein was found along the length of the
intestine




.- Deleted: , not just in the distal ileum as
.| reported in the literature, when
____________ bioassayed in calves.

intestine, the possibility of infectivity in other sections of the intestine cannot be

discounted. Comments also noted that tﬁe International :Review\Tcam (IRT), appoiﬁted to
review BSE prevention measures in the United States after the discovery of the BSE-
positive cow in Washington State, recommended ;hat the SRM ban be amended to
include the entire small and large intéstines.

2. Response to Comments

After considering the comments submitted on the removal of the distal ileurs,.

FDA has concluded that processors have the technology to effectively remove the distal
: 7 ’ - .| Deleted: Webelieve that the small |
ileum portion from the rest of the small intestine. FDA believes that procedures to ensure -~ | iiesine bilowing ffcive cemoul of
of exposing humans to the BSE agent. §

effective removal of the distal ileum require that at least 80 inches of the uncoiled and
trimmed small intestine, as measured from the caeco-colic junction and progressing
proximally towards the jejunum, be removed. We believe that these procedures ensure

removal of the gntire distal ileum despite differences in length of the intéstinal fract.or its

segments between breeds or among animals of different sizes of the same breed. An
alternative removal procedure may be used if an establishment can-demonstrate that it is
equally effective in ensuring that the entire distal ;Ieum is completely removed.

We do not agree with comments that stated that the entire small intestine or both
the small and the large intestine should be designa;ed as SRMs. Though the‘EU prohibits
the entire intestine from use in food, the data that\we/ are awaré of indicating infectivity '
along the entire intestine is from other spécies, not from cattle-infected with BSE or other
transmissible spongiform encephalopathies (TSEs) (Refs. 1 to 6). Though the studies in \

other species represent the distribution of infectivity in those species, they may not



represent the distribution of infectivity in cattle infected with BSE as evidenced by

studies with bovine tissue.

.| Deleted: one study found that \f
.7 | infectivity in J

In catile, infectivity has been found in the distal ileun in tissue bicassa

.4 Deleted: was detected only in the distal }

. . i . I . .7 ileam of the small intestine and notany !
cattle experimentally given BSE (Ref. 7, see discussion in sections I Eand Fofthe . “" | Giier pats ofthe smal or largo inestine.
h . - TS s © M
interim final mile)  In pattle avmarimantale infactad with RAR ancitive Dagarte nate - '{ Deleted: Similarly, in another study, no
ALEWN/E 1321 AAXIAL 4. Al p=J Ey

large intestine, except for the distal ileum.

rule). Jn cattle experimentally infected with BSE, positive Peyer's patches -~ | infecrivity was detected in the small or
I Specifically, §

were found by immunohistochemistry only in the distal ileum, and in cattle with naturally

occutring and experimental BSE, positive myenteric plexus neurons were found only in’

. 1 Deleted: One study found no infectivity
P i the splanchnic nerve, rumen, omasum,
3 Abmndasime  smeavivenl denall Setantde s

ﬂwilm“llh FIVAILE UL RS,
. Y proximal colo; distal colon, and rectum,

; i : e N or even the distal small intestine, when
demonstrated infectivity when tested by mouse bicassay and has been negative for the . | these tissucs from coufimied.cases of
) : X \ L BSE in cattle wer¢ subjected to mouse
presence of abnormal prions when examined by immunchisiochemistry during all stages N\

the distal ileum (Ref. 8). The duodenum of cattle experimentally given BSE haspot

SRRt e

bicassay (Ref. 9).

f Deleted: been negative ]
in the pathogenesis of the disease (Refs. 8 and 9}, Few samples of jejunum have been
: ‘ . { Deleted: for imfectivity ]
tested, but those that have been tested were negative, for the presence of abnormal prions .- “Deleted: Though commentors cited an
/1 unpublished study showing positive
i i istochenii ) i F g + | inimunostaining for prion protein along
when examined by immnohistochemistry (Ref. 8). In a bioassay qf tissues from cattle ! | the length Of the intestine, data from ths
) 11 study are not available to the agency. In
: - : ; Forh H i . ;1 fact, communication with researchers in
with naturally-occurring BSE, no infectivity was found in the splanchnic nerve, tumen, 7| the UK indicates that work o determine
: : | | whether immunostaining for prion protein
H 1 intest ima) ; . ’ / could be detected outside of the distal
omasum, abomasum, proximal small intestine. proximal colon, distal colon, mu:’i/rgemm, | oun has not boen andertaken (Ref: 10),
. o . o ! { Deleted: did
or even the distal small intestine (Ref, 93 ) o /,{ i — )
- i X ‘e /{ Deleted: was positive }
Jhe study by Terry \ . /,’(’{ Inserted: was positive. )
. g ’ { Deleted: ; }
distal ileum contai 1 pri in i This, lissue £ R - { Inserted: ; )
: 7. { Deleteds and that ]
N { Inserbed: and thac )
kY
Y \\{\Wg t }
A
\\{ Insérted: ¢ }
{ Deleted: does )
,{ Deleted: 1o be acgative for infectivity ]
)]

examined, Therefore, itis likely that, if any infectivity is present, it is at levels too low 1o ,2~~ émﬁ‘ﬁﬁfﬂ&%?mmy'

E nfectivity is present, it is at Jevels too
resent a public health risk, We realize that the studies on tissue infectivity have |t prsenta bl et e
' \ : "~ { Deleted: be detectable by current
i assays or to




limitations, but we are not aware of evidence that intestine other than the distal ileum
harbors infectivity in cattle with BSE. If we become aware of data indicating that other

portions of the small intestine or the large intestine in cattle harbor infectivity, we will

take action appropriate to the public health risk presented by the tissues and worldwide - .-~

incidence of BSE.

We also do not agree that cross contamination of other parts of the intestine with
infectivity in the distal ileum is gnavp’idable in fhe’ slaughterhouse. Comments 'provided’
several methods by which the distal ileum can be. consistently and effectively reﬁmved ‘
from the rest of the small intesti}ne without cross contamination during slaughter. We
agree that, if these methods are \properly‘imﬁlcmeimed,/ cross contamination can be

avoided.

Finally, we do not agree that we should require that the entire_ intestine of all cattle

be designated an SRM because the IRT recommended-it._As stated above, the Agency.

does not find that there is sufficient evidence to support designating the rsntirgamte;s/tim as

., { Deleted: appropriate

anSRM.,

Therefore, we are amending §§ 189.5(a)(1) and 700.27(@)(1) to reflect that small
intestine is a prohibited cattle material unless it meets the provisions of new §§
189.5(b)(2) and 700.27(b)(2). New §§ 189.5(b)(2) and 700.27(b)(2) state that small
intestine is not considered prohibited cattle material if the distal ileum is removed by a
procedure that verifiably removes at least 80 inches of the uncoilqci and trimmed small :
intestine as measured from the@aeco-colk junction and progressing proximaily mards
the jejunum or by a procedure that the establishment can demonstrate is eqﬁaliy’ effective

in ensuring complete removal of the distal ileum,

.1 Deleted: In its report (Ref. 11), the IRT

noted that removal of the tissues currently
designated as SRMs in USDA’s and
FDA’s interim final rales, which did not
incinde the small intestink, eliminates the
highest risk tissues from the food supply
and that the current SRM designation is
consistent with the level of BSE risk in
the Undted States, in which one positive
case of BSE has been found in one
imported cow. If the increased
surveillance for BSE currently underway
by USDA's Animal and Plant Health
Tuspection Service (APHIS) reveals
additional cases of BSE, we will re-

't evaliate the recommendations of the IRT

thet the entire intestine be desiguated as
an SRM and prohibited.y




These amendments to FDA’s imeﬁm final rule are consistent with aﬁ:endments '
that USDA made to its interim final rule regarding use of small intestine appearing'
elsewhere in this issue of the Federal Register. FDA regulates stripped and cleaned
casings derived from bovine small intestine, and USDA’s FSIS regulates dnpmccssed
bovine small intestine and *‘meat food”’ products made with beef mings. It is important
to note that natural beef casmgs and other FDA regulated products derived from small
intestine are also subject to FSIS requirements when used in F SIS»fzjgulated products. ;
Specifically, FSIS will not pernﬁt natural casings: derived ffom beef small intestine to be
used in meat food products unless the casings are derived from cattle that have been
inspected and passed in a U.S. official establishment or in a certified foreign
establishment.
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Food and Drug Administration E

21 CFR Parts 189 and 700 | o OM S Com IEr
- QeCRAVEP 870

[Docket No. 2004N-0081]

RIN 0910-AF47
Use of Materials Derived From Cattle in Human Food and Cosmetics

AGENCY: Food and Drug Administration, HHS.

ACTION: Interim final rule and request for comments.

SUMMARY: The Food and Drug Administration (FDA) is amending :ihe interim
final rule on use of materials derived frém cattle in human food and cosmetics
published in the Federal Register of July 14, 2004. In the ‘Iul‘y 14, 2004, interim
final rule, FDA designated certain materials from cattle, including the entire
small intestine, as “‘prohibited cattle materials” and banned the use of such
materials in human food, including die{ary supplements;/and in cosmetics.
FDA is taking this action in response to comfnents received on Vthe» interim
final rule. Information Waé provided in comments that persuaded the agency
that the distal ileum, one of three portions of the small intestine, could be
consistently and effectively removed from the small intestine, such that the
remainder of the small intestiﬁe,‘ formerly a prohibited cattle material, could
be used for human food or cosmetics. We (FDA) are also clarifying that milk
and milk products, hide and hide-derived prodﬁcts, and tallow derivatives are
not prohibited cattle materials. Gomménts also led the agency to reconsider
the method cited in the interim final rule for determining insoluble impurities

in tallow and to cite instead a method that is less costly to use and requires



2
less specialized equipment. F DA issued the intefim final rule to minimize
human exposure to materials that scientific studies have demonstrated are
highly likely to contain the bovine spongiform éncaphéiépgxthy (BSE) agent in
cattle infected with the disease. FDA believes that the amended provisions of
the interim final rule provide the samé\ level of pmtecﬁom from human
exposure to the agent that causes BSE as the original provisions.
DATES: The amendments to the interim final rule are effective linsert date 30
days after date of pub]jcation in the Federal Registerj. Submit wm;.’r,ten or
electronic comments on the amendments to the interim final rule by linsert
date 60 days after date of pubhcatmn in the Federal Reglster] The Director
of the Office of the Federal Register approves the incorporaiionfby:reference
in accordance with 5 U.S.C. 552(&) and 1 CFR part 51 of certain publications
in 21 CFR 189.5 and 700.27 as of [insert date éf publication in the Federal
Register]. |
ADDRESSES: You may subr‘nit\comments, identified by Docket No. 2004N-0081,

by any of the following methods:

¢ Federal eRulemaking Portal: http://mwvw.regalations.goV\‘ Follow the
instructions for submitting comments. 4

e Agency Web site: http://www. fda gov/dockets/eaomments Follow the
instructions for submitting comments on the agency Web s;tte

 E-mail: fdadockets@oc.fda.gov. Include Docket No. 2004N-0081 and/or
RIN number RIN 0910-AF47 in the subject line of your éﬂmail message.

e FAX: 301-827-6870. | |

e Mail/Hand delivery/ Co‘uri)e'r){For\ paper, disk, or CD-ROM submissions]:
Division of Dockets Management, Food and Drug Administra\/tiqn‘(}HFA -305),

5630 Fishers Lane, rm. 1061, Rockville, MD 20852.
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Instructions: All submissions received must include the agency name and
Docket No. or Regulatory Information Number (RIN) for thisﬁzlemaking, All
comments received will be’ posied witﬁcmt change to http://www. fda.gdv/
ohrms/dockets/default.htm , including any p_ersonai" information provided. For
detailed instructions on submitting comments and édditional information on
the rulemaking process, see the “Effective Date and Opp‘ormhity for Public
Comment” heading of the SUPPLEMENfARY INFORMATION in section 1V of this
"document. |
Docket: For access to the docket to read background documents or
comments received, go to http://www.fda.gov/ohrms/dockets/default.htm and
insert the docket number, found in brackets in the heading of this document,
into the “Search” box and follow the prompts and/bf go to ,thejjivjs;ion of

Dockets Management, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT: Rebecca Buckne:,' Center fqr Food Safety
and Applied Nutrition (HFS-306), Food and Drug Administration, 5100 Paint

Branch Pkwy., College Park, MD 20740, 301-436-1486.
SUPPLEMENTARY INFORMATION:

I. Background

On July 14, 2004, FDA issued an interim final rule entitled “Use of
Materials Derived From Cattle in Human Food and Cosmetics” (aléo referred
to as ““the interim final rule”), to address the potential risk of BSE in human
food and cosmetics (69 F R 42256, July 14, 2004). Iri the ‘;nterim finél rule, FDA
designated certain materials from cattle as ”prohﬂaited cattle materials’ and
banned the use of such materials in human food, including dietary
supplements, and in cosmetics in §§ 189.5 and 700.27 (21 CFR 189.5 and 21

CFR 700.27). In the interim final rule, FDA designated the foﬂaWing as
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prohibited cattle materials: Speciﬁed risk materialé (SRMs), the small intestine
from all cattle, material from nonambulatory cattle, nﬁate\riél from cattle not
inspected and passed for human consumption, and mechanically separated
(MS)(Beef). The materials designated as \SRMS weie the brain, skull, eves,
trigeminal ganglia, spinal cord, vertebral column (excluding the vertebrae of
the tail, the transverse processes of the thoracic and lumbar vertebrae, and the
wings of the sacrum), and dorsal root ganglia of cattle 30 months and older,
and the distal ileum of the small intestine and tonsils froﬁl all batile. The Food
Safety and Inspection Service (FSIS) éf the UnitedS*g&tes Dép’artment of
Agriculture (USDA) designatéd the same list of materiﬂié as SRMs in its rule
entitled “Prohibiﬁon of the Use of Specified Risk Materials for Human Food
and Requirements for the Dispositio‘n of Nc‘m«ambulatf:ﬁyDisabledCattle” (69
FR 1862, January 12, 2004). n addition, FDA provided an alternative standard
for tallow in its interim final rule. Tallow must be produCEd,by éiiih@r
excluding prohibited cattle materials or, if producéd using ,pmhib‘i‘teﬂ cattle
materials, must contain no more thai; 0.15 percent inspluble impurities. Tallow
derivatives were exempted from the provisions of FDA’s interim final rule.

The comment period for the interim final rule closed on October 12, 2004.
After reviewing comments received on the interim final rule, FDA determined
that it needed to make some changes and clarifications now, rather than
waiting until we could address all of the comments in zx»final rule. We are
amending or clarifying the interim finé{i rule in the following five areas:

1. Use of small intestine,

2. Status of milk and milk products,

3. Status of tallow derivatives,

4. Status of cattle hide, and
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5. Testing method cited fortdete‘rmining the level of :i:uéoiuble impurities
in tallow. |
We are making these;amendmen,ts to the interim final rule in part in
response to comments indicatiﬁg uncertainty regarding the status of certain
products under the interim final rule and new ill,i"drmatioll rggarding removal
of the distal ileum.

II. Amendments and Clarifications to the Interim Final Rule

A. Prohibition on the Use:of Small Inteétine From All Cattle

In the interim final rule of July 14{;2004, FDA prohibited the use of the
entire small intestine in hﬁman food and cosmetics, even though f}m agency
(at the time the interim final rule was ;gfssued) onlyconsidéfed, and currently
only considers, the distal ileum portion of the small ’.igtestiﬁé to be an SRM.
As stated in the preamble to the interim final Tule, FDA prohibited the use
of the entire small intestine because at the time we béiie}ve(i:’(l) It would be
difficult to distinguish oné end of the small intestine fro\mft{he other once it
had been removed from the animal; (2) there was a lack of international
agreement on how much of the small intestine should be removed to ensure
that the distal ileum is separated ffromlthe remainder-of the iﬁteétine;/and (3)
given the lack of international consensus on the issue, a manufactu rer or
processor would not be able to document that the diéiél ileum was adequately
removed (69 FR 42256 at 42259)‘ We requested commenté adedr\essing our
reasons for prohibiting use of the entire small intestine aﬁdzﬁs\olicimd specific
information on whether processors may be able té effectively rém(,:;ve just the

distal ileum.
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1. Comments Received

In response to the interim final rule, FDA received comments from beef
processors, the natural casing industry, the beef by-product industry, and
importers and exporters of natural casings and beef by-products that requested

that the

agency amend its prohibited cattle materials rule to prohibit onl
distal ileum portion of the small intestine for human food and cosmetics, rather
than the entire small intestine. As stated in the comments, infectivity has only
been confirmed in \ ofc
BSE under experimental éondiﬁons, and the technology exis;ts to effectively
remove the distal ileum portion from the rest of the‘ small intestine.

Comments also described, in detail, examples of vefifiébie procedures for
the effective removal of the distal ileum portion of the small intestine, which
is made up of three sections: The duodénum, the jejunum, and the ileum. One
procedure described in the comments begins with the removal of the small
intestine from the abomasum. Under this procedure, the small intestine is
separated from the caecum at the ileocecal orifice, and the ileum is separated
from the jejunum at the ﬂe}nge. According to the comments, the resulting |
segment that contains the distal ileum would measure 36 t0 7 2-inches in length
depending on the age and size of the animal.

Another procedure described in the comments also b\e\ginslw:ith removal
of the small intestine from the abomasum, except that under ‘th’is procedure
the small intestine remains attached to the Acaecum. The separation of the non-
ileum sections of the small intestine from the ileum is made ai‘a Api\)int 36
to 80 inches from the caecum, leaving the entire ileum of the small intestine
attached to the caecum. According to the comments, leaving the ileum attached

to the caecum at this initial stage provides an easily verifiable point of
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reference for on-line inspectors. The next step in this procedure is to separate
the 36 to 80 inch portion of the intestine that contains the ileum from the
caecum at the ileocecal oﬁficze, leaving the caecum and the émal]. intestine for
edible use.
Another comment noted that, prior to December 2003. Japan ‘accepted
importation of beef casings from the United States on the basis of U.S.

government certified removal of the distal ileum from the small intestine. The

measured from the junction of the ileum and the caecum, to ensure removal

of the distal ileum.

Several comments indicéted that, because of the distinct shaﬁé of the distal
ileum of cattle, it is easy to verify the effective removal of this portion of the
small intestine. Furthermore, comments from the natural casing industry stated
that, because of the distal fﬂeum’is physical properties, particularly the absence
of a curve and an irregular thick surface, the distal ileum is not useable as
a natural casing for sausage products; Thus, these C’o/mmentsl noted. many
slaughter establishments in the United States and Canada have a policy of
removing the distal ileum from all cattle at the time of slaughter. Furthermore,
as stated by the comments, slaughter establishments in Brazil, Argentina, and
Uruguay, the three countries that are the major expo:fters of natural casings
to the United States, have all been able to certify the removal of the distal
ileum using achievable standérds when requested to do so by their U.S.
customers.

In addition to comments requesting that only the distal ileum portion of
the small intestine be proﬁibi‘ted from use in hunian food and c;osmétics, we

received comments stating that the entire small intestine or both the small and
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large intestines should be considered SRM:s. ,Comménts noted that the
European Union (EU) identifies both the small and large intestine as specified
risk material and prohibits their use in food. As stated in comments, this was
done in the EU because BSE infection is associated with absorption of the BSE
agent from contaminated feed and because it is not passible to p&évent |
slaughterhouse contamination of other intestinal areas: with‘matté;r from the
ileum. Comments also cited a study shQWing that the myenteric plexus of the
distal ileum was positive when immunostained in naturé;lly infected and
experimentally infected cattle. The comments noted that, because the
myenteric plexus runs throughout the intestine, the possibility of:‘infectivity
in other sections of the intestine cannot be di«scounted.Comménts also noted
that the International Review Team (IRT), appointed to review BSE ’Prevention
measures in the United States after the discovery of the BSE-positive cow in
Washington State, recommended that the SRM ban be amended to include the

entire small and large intestines.

2. Response to Comments:

After considering the comments sﬁbmitted on the removal of the distal
ilenm, FDA has concluded that processors have the iecllll'olbgy to effectively
remove the distal ileum pértion from the rest of the small intestine.

FDA believes that procedures to ensure effective removal of the distal
ileum require that at least 80 inches of the uncoiled and trimmed small
intestine, as measured from the caeco-colic junction and progressing
proximally towards thejejﬁnum, be removed. We believe that these procedures
ensure removal of the entire distal ileum despite differences in length of the
intestinal tract or its segments betw/een: breeds or among animals of different

sizes of the same breed. An alternative removal procedure may be used if an
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establishment can demonstrate that it is equally effective in ensuring that the
entire distal ileum is'completely removed.

We do not agree withlcomments that stated that the entire small intestine

or hath the emall 4
AL RAALAr LA JdakALl

the EU prohibits the entire intestine from use in food, the data that we are
aware of indicating infectivity along the entire intestine is from other species,
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encephalopathies (TSEs) (Refs. 1 to 6). T hough the studies in other species
represent the distribution of infectivity in those species, they may not represent
the distribution of infectivity in cattle infected with BSE as evidenced by
studies with bovine tissue.

In cattle, infectivity has been found in the distal ileum in tissue bioassay
from cattle experimentally given BSE (Ref. 7; see discussion in sections . E
and F of the inlerim final rule). In cattle experimentallﬁ/' infected with BSE,
positive Peyer’s patches were found by immunohistochemistry only in the
distal ileum, and in cattle with naturally occurring and experimental BSE,
positive myenteric plexus neurons were found only in the distal ileum (Ref.

8). The duodenum of cattle experimentally given BSE has ﬁc)t demonstrated
infectivity when tested by mouse bioassay and has been negative for the
presence of abnormal prions when examined by immunohistochemistry during
all stages in the pathgenesis of the disease (Refs. 8 and 9). Few samples of
jejunum have been tested, but those thét have been tés‘ted w'ere negative for

the presence of abnormal prions when examined by immunohistochemistry
(Ref. 8). In a bioassay of tis;,sues from cattle with na‘guraily—gocéuring BSE, no

infectivity was found in the splanchnic nerve, rumen, omasum, abomasum,
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proximal small intestine, proximal colon, distal colon, and r’ectuiﬁ, or even
in the distal small intestine (Ref. Q). | |

The study by Terry and others (Ref. 8) indicated that the myenteric plexus
of the distal ileum contained some abnormal prion protein in neurons. This
tissue extends throughout the small intestine, so we Q:zmn‘ot completely
eliminate the possibility that infectivity might exist in the \}’ﬂe;'u)num or the
duodenum. However, that same study found no evidence of abnormal prion
protein in the sections of the duodenum and the jejuﬁm:n examined. Therefore,
it is likely that, if any infectivity is pfe&ent, it is at levels too low to present
a public health risk. We realize that thé studies on tissue infectivity have
limitations, but we are not aware of évidencé that in\\tesﬁnevothér fhan the distal
ileum harbors infectivity in catﬂe with BSE. If we become awére of data
indicating that other portions of the small intestine or the large intestine in
cattle harbor infectivity, we will take action appropriate to the public health
risk presented by the tissues and worldwide incidence of BSE.

We also do not agree that cross contamination of o\thei"parts\ of the
intestine with infectivity in the distal ileum is unavoidable in the
slaughterhouse. Cominents provided several methods by which the distal
ileum can be consistently and effectively removed from the rest of the small
intestine without cross contamination during slaughter. We agree that, if these
methods are properly implemented, cross contamination can be avoided.

Finally, we do not agree that we should require that the entire intestine
of all cattle be designated an SRM because the IRT recommended it. As stated
previously in this document, the agency dbes not find that there is sufficient

evidence to support designating the entire intestine as an SRM..
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o~ Therefore, we are amending §§ 18*9.5(21}(1) and 700.27(a)(1) to reflect that
small intestine is a prohibited cattle material unless it meets the provisions
of new §§ 189.5(b)(2) and 700.27(b)(2). New §§ 189.5(b)(2) and 700.27(b)(2)
state that small intestine is not considered prohibited Caﬁtle material if the
distal ileum is removed by a procedure that 'verifia‘o},y removes at least 80
inches of the uncoiled and trimmed small intestine as measured from the
caeco-colic junction and progressing proximally towards the jejunum or by a
procedure that the establishment can demonstrate is equally effective in

ensuring corplete removal of the distal ileum.

These amendments to FDA’s interim final rule are consistent with
amendments that USDA made to its interim final rule regarding use of small
intestine appearing elsewhere in this issue of the Federal Register. FDA

regulates stripped and cleaned casings derived from bovine small intestine,
o~

&

and USDA’s FSIS regulates unprocessed bovine small intestine and “meaf
food” products made with beef casings. It is important to note that natural
beef casings and other FDA regulated?roducts deri&ed from small intestine
are also subject to FSIS requirements y{zhen used in FSIS regulated products.
Specifically, FSIS will not permit natural casings derived from beef small
intestine to be used in meat food products unless the casings are derived from
cattle that have been inspected and passed in a U.S. official establishment or

in a certified foreign establishment.

B. Status of Milk and Milk Products
The interim final rule provides that no human food or cosmetics shall be
manufactured from, processed with or otherwise contain, prohibited cattle
~m  materials. Prohibited cattle materials include material froﬁ:l cattle not inspected

and passed for human consumption.
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~=. 1. Comments Received

Several comments noted that milk and milk piﬂduct‘s could be viewed as
products that are not inspected and passed because milk is obtained from live
animals that do not undergo the same inspection as cattle during slaughter.
These comments noted that milk and milk products are internationally
recognized to present a negligible risk of transmitting the agent that causes
BSE and asked that we clarify the status of milk and milk products under the

interim final rule.

2. Response to Comments

The interim final rule applies to materials from cattle slaughtered on or
after the effective date and was not meant to apply to milk and milk products,
which come from live catﬂe. Therefére, we are amendihg §§189.5(a)(1) and
700.27(a)(1) to clarify that milk and milk products are not included in the

definition of “prohibited cattle materials.”

C. Clarification of the Classification of Tallow Derivatives

The interim final rule defines tallow and tallow derivatives and states that
prohibited cattle materials do not include tallow that contains no more than

0.15 percent hexane-insoluble impurities and tallow derivatives.

1. Comments Received

Several comments reques’ced‘ that we clarify whether the tallow used as
starting material for the tallow derivatives has to contain no more than 0.15
percent insoluble impurities in order for the tallow derivatives not to be

included in the definition of “prohibited cattle materials.”
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~ 2. Response to Comments

The exemption of tallow derivatives from the deﬁﬁitien of “prohibited
cattle materials™ does not depend on the source tallow for the derivatives. For
the reasons discussed in the preamble to the interim final rule, tallow
derivatives present a negligible risk of transmitting the agent that causes BSE
regardless of the source tallow. Therefore, all tallow derivatives are exempt
from the ban on the use of prohibited cattle materi’;ﬂs in human food and

cosmetics.

D. Status of Human Food .and Cosfnétic:s Derived From Cattle Hide
The interim final rule provides that no human food or cosmetics shall be
manufactured from, processed with or otherwise contain, prohibited cattle
materials. Prohibited cattle materials include produéts that have not been
.~ inspected and passed for human consumption. Cattle hi'des, which are used
as source material for collagen and collagen casings, reﬁeive anten;iortem but

not postmortem inspection in most slaughter operationé.

1. Comments Received

Several comments stated that the commenters did not believe that FDA
meant to designate all cattle hide and products derived from hide as prohibited
cattle material because they do not undergo postmortem inspection. These
comments also pointed out that antemortem inspection is when BSE might be
detected from the behavior or appearance of the animal, while postmortem
inspection is more useful for detecting cross contamination among parts of the
carcass. Comments indicated that risk of cross contamination by other carcass
parts is not relevant for the hide because it is removed at the beginning of

== the slaughter process. In addition, commeknts noted that cattle hide is

internationally recognized to be a tissue with a negligible risk of transmitting
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the agent that causes BSE, and the World Organization for Animal Health (OIE)
recommends that it be freely traded regardless of the BSE risk status of the

exporting countries.

2. Response to Comments

We agree with these comments. It was not our intention to designate all
products derived from cattle hide as prohibited cattle materials for use in
buman food and cosmetiés. We also recognize that cattle hide has been
determined to be a tissue with negligible risk of transmitting the agent that
causes BSE and that the OIE recommends that it be freely traded regardless
of the BSE risk status of the exporting countries. Therefore, we are exempting
hides from the provisions of the interim final rule and are amending
§§189.5(a)(1) and 700.27(&)(1) to clarify that hides and hide-derived products
are not included in the definitions of ““prohibited cattle materials.”” Though
we are exempting hides from the provisions of the interim final rule,
manufacturers and processors must take precautions to avoid cross
contamination of hides and other nonprohibited cattle material with prohibited
cattle material during slaughter and processing. If hides are cross contaminated

with prohibited cattle material, they will be considered adulterated.

E. Method for Determining the Level of Insoluble Impurities in Tallow

Under the interim final rule (§§ 189.5(a)(6) and 700.27(a)(6)), any raw
materials may be used as the starting material for tallow production as long
as the resulting tallow contains no more than 0.15 percent hexane insoluble
impurities. The interim final rule requires that the method for “‘hexane-
insoluble matter”” described in the 5th edition of the Food Chemicals Codex

(FCC) be used to measure hexane-insoluble impurities in tallow. The interim
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final rule also states that an alternative method may be used if it is equivalent

to the FCC method.

1. Comments Received

We received several comments requesting thaf we specify a different
method for measuring insoluble impurities in tallow. Comments stated that
the domestic tallow induétry primarily uses a method of the American Oil
Chemists’ Society (AOCS) to measure insoluble impurities. In comparison to
the FCC method, commeﬁts stated that the AOCS method is less expensive,
requires less solvent and has lower solvent disposal ,costs; and does not require
specialized equipment or supplies. These comments requ ested thét FDA

approve the AOCS method for measuring insoluble impurities.

2. Response to Comments'

FDA agrees that the FCC method is more expensive, uses more solvent,
and requires more specialized equipment than other methods currently used
by industry. In response to comments and the information we obtained about
the various methods, we are amending the interim final rule to cile the method
for measuring insoluble impurities of the AOCS (“Insoluble Impurities,” AOCS
Official Method Ca 3a-46) or a method equivalent to it in accuracy, precision
and sensitivity. The AOCS method is currently used by the daznestic: tallow
industry, uses updated eqﬁipmem, is less expensive to implement, and may
be more sensitive than the FCC method.

Reference to the AOCS method in the amended interim final rule does
not exclude use of the FCC method we cited in the interim final rule. Any
testing method may be used that is equivalent to the AOCS method. Those

wishing to use an alternate test are responsible for determining that it is
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equivalent to the AOCS method cited in the interim final rule as amended
here; it is not necessary that FDA approve the use of an alternate test.

IIL. Summary of Amendments to the Iriterim Final Rule

We are amending §§ 189.5(a)(1) dlﬂd 700.27(&)@1) {o reflect that small
intestine is a prohibited cattle material unless it meets the provisions of new
§§189.5(b)(2) and 700.27(b)(2). New §§ 189.5(b)(2) and 700.27(b)(2) state that
small intestine is not considered prohibited cattle material if the distal ileum
is removed by a procedure that removes at leést 80 inches of the uncoiled and
trimmed small intestine as measured from the caeco-colic jﬁnciion and
progressing proximally towards the jejunum or by a procedure that the
establishment can demonétrate is equally effective in ensuring complete
removal of the distal ileum. | |

We are amending §§ 189.5(a)(1) anpl 700.27(a)(1) to specify that milk and
milk products and hides and hide-derived products are not prohibited cattle
materials. “

Finally, we are amending«§§ 189;5(3)(6) apd 700.27(a){6) to indicate that
tallow, if it is sourced frorin unknown materials, must contain not more than
0.15 percent insoluble imﬁ)uriﬁes as determined by the method “Insoluble
Impurities” (AOCS Official Method Cé 3a~46), AQCS, or another method
equivalent in accuracy, précisi()n, and sensitivity to AOCS Official Method Ca
3a-46. | | |
IV. Effective Date and Opportunity for Public Comment

The amendments to the final rule are effective [insert date 30 days after
date of publication in the Federal Register]. FDA iﬁvites public comment on
these amendments to the interim final rule. The comment period will be 60
days. The agency will conéidei‘ modifications to these amendments to the

interim final rule based on comments made during the comment period.
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Interested persons may submit to ‘;he Division of Dockets Management (see
ADDRESSES) written or electronic comments regarding these amendments to the
interim final rule. Submii a single copy of electronic chménts or two paper
copies of any mailed comiments, except that indivj}dualsq may submit one paper
copy. Comments are to be identified with the docket number fomid in brackets
in the heading of this document. Received comments may be seeﬁ in the
Division of Dockets Management be'twéjen 9 a.m. and 4 p.m., Monday through
Friday. |

FDA will address other comments received in response to the interim final
rule and comments recei\fed in response to this amendment i further
rulemaking. |
V. Executive Order 1286({ and Regulatory Flexibility Act - /

FDA has examined the economic implications of this amendment (o the
interim final rule as required by Executive Order 12866. Executive Order 12866
directs agencies to assess fcxll costs and benefits of available regulatory
alternatives and, when regulation is necessary, to select ragulatdry approaches
that maximize net beneﬁté{ [including potential eco:ﬁomic,%emfimnmental,
public health and safety, and other advantages; distributive-impacts; and
equity). Executive Order 12866 classifies a rule as significant if it meets any
one of a number of specifi;ed conditions, including: Having an annual effect
on the economy of $100 nziillian, adversely affecting a sector of the economy
in a material way, adversely affecting competition, .or adversely affecting jobs.
A regulation is also considered a significant regulatory action if il r\aisés novel
legal or policy issues. FDA has determined that this amendment to the interim

final rule is not an economically significant regulatory action.
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FDA has examined the economic implications of this amendment to the
interim final rule as required by the Regulatory Flexibility Act (5 T;T.S.C. 601-
612). If a rule has a significant economic impact on a substantial hmnber of
small entities, the Regulatory Flexibility Act requires agencies to analyze
regulatory options that would lessen the economic effect of the rule on small
entities. FDA has determined that this amendment to the interim final rule
does not have a significaﬁt economic impact on a substantial number of small

entities.

Bovine Small Intestine

The effect of amending the interim final rule will be that FDA regulated
human food and cosmetics may be manufactured from, processed with, or
otherwise contain small intestine if the distal ileum is effectively removed.
FDA regulates stripped and cleaned casings derived from bovine small
intestine, and USDA’s F SiS regulates unprocessed bovine small intestine and
“meat food” products made with beef casings. Very few, if any, FDA regulated
faoods use beef intestines or beef casings as an ingredient. Theref@ﬁé, the impact
on FDA regulated food industries as a result of this amendment to the final
rule is expected to be small. In the economic analyéis of the interim final rule,
FDA did not estimate any opportunity costs for cattle slaughterers or
manufacturers that used beef sméll intestines and beef natural casings in their
products because the small intestine had already been banned as human food
by the FSIS interim final rule (69 FR 1862, Ianuary (1" 2, 2}304:);

USDA’s FSIS is amending its interim final rule to allow the use of bovine
small intestine, without the distal ileum, in USDA regulated products. FDA’s
amendment will benefit tﬁose FSIS regulated manufacturers whé use beef

casings; FDA’s amendment again allows this bovine material potentially to be
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used in FSIS regulated pfoducts. See the FSIS interim final rule (69 FR 1862;
January 12, 2004) and accompanying analysis for the cost savings associated
with the renewed use of bovine small intestine in human foods products.

Tallow

FDA is amending the interim final rule to cite the AOCS zﬁethmd for
measuring insoluble impurities in tallow. The domestic tallow industry
primarily uses the AOCS method to measui;e insoluble impurities‘in tallow,
so this change to the rule will redﬁce the burden of having to switch to a new
measurement standard for many of the domestic tallow manﬁfacturers. In
comparison to the FCC métho‘d cited by the interim final rule, commenters
stated that the AOCS method is less expensive than the FCC method. Tallow
producers do not have to use the AOCS method if they use another method
that is equivalent to the AOCS method in éccuracy, preciéiox;, and sensitivity.
Tallow producers using nénAOCS methods that can bé vai%_da{éd will likely
not switch methods and will only bear the cost burden of validating that their-
method is equivalent to the AOCS method. Tallow/ pmducérs, ‘who do not
currently use the AOCS method but decide to switch to the method as a result
of this amendment to the interim final rule, will pay a $50 fee to obtain the
AOCS copyrighted method. '

VI. References |

The following references have beei; placed on display/in the Division of
Dockets Management (see :\ADDRESSES) and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday through Friday. (FDA has verified the Web
site addresses, but we are not responsible for subsequent changes to the

nonFDA Web sites after this document publishes in the Federal Register.)
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at its Meeting of November 7-8, 2002, Following the Subn‘xissibii of a Risk Assessment
by the German Federal Ministry of Consumer Protectioﬁ; Foaa and Agriculture and
New Scientific Evidence Rs;garding BSE Infectivity Distﬁbution in Tonsils,” accessed

online at http:// europa,eu.iht/comm/food/}fs/bse/scz’eniiﬁc_»advice(}&_en.html .
List of Subjects

21 CFR Part 189

Food additives, Food packaging, Incorporation by reference.

21 CFR Part 700

Cosmetics, Packaginé and containers, Incorporation by reference.
® Therefore, under the Federal Food, Drug, and Césmetic Act, and ﬁnder
authority delegated to the Commissioner of Food and Drugs;,ﬁ?l CFR parts 189

and 700 are amended as follows:

PART 189~SUBSTANCE$ PROHI\B!'F\\ED FROM USE IN HUMAN FOOD

m 1. The authority citation?for 21 CFR part 189 continues to read as follows:
Authority: 21 U.S.C. 321 342 348, 371. |

m 2. Part 189 is amended b}} revising §/’Lv~89.5 to read as follows:

Subpart B—Prohibited Cattle Materials -

Sec.

§189.5 Prohibited cattle materials.

Subpart B—Prohibited Cattle Materials
§189.5 Prohibited cattle materials. '

(a) Definitions. The definitions and interpretations of terms contained in
section 201 of the Federal Food, Drug, and Cosmetic Act (the act) apply to

such terms when used in this part. The following definitions also apply:
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(1) Prohibited cattle materz'als means specified risk materiais,, small
intestine of all cattle except as provided in paragraph (b)(2) of this section,
material from norlambul@tary disabled cattle, mateﬁ&l from cattle not inspected
and passed, or mechanicaﬂly separated (MS)(Beef). Prohibited cattle materials
do not include tallow that contains no more than 0.15 percent insoluble ‘
impurities, tallow derivafives, hides and hide-derived praducts, aynd milk and
milk products.

(2) Inspected and passed means that the produczt has been inspected and
passed for human consumption by the appropriate regulatory authority, and
at the time it was inspected and passed, it was found to be not adulterated.

(3) Mechanically Separated (MS){Beef) means a meat féod\ product that is
finely comminuted, resulting from the mechanical separation and removal of
most of the bone frofn attached skeletal muscle of cattle carcasses and parts
of carcasses that meets the speciﬁcatioﬁs contained in 9 GFR 319.5, the
regulation that prescribes :the standard of identity for MS (Spec:ies}.

(4) Nonambulatory disab]ed cattle means cattle that cannot ;ri;s/’e\from a
recumbent position or that cannot walk, including, but not «iimigteci to, those
with broken appendages, severed tendg)hs or ligaments, nerve paralysis,
fractured vertebral column, or metabolic conditions. |

(5) Specified risk material means the brain, skull, eyes, trigeminal ganglia,
spinal cord, vertebral column (excluding the vertebrae of the tail, the transverse
processes of the thoracic ahd lumbar vertebrae, and the wings ol the sacrum),
and dorsal root ganglia of cattle 30 months and older and the tonsils and distal
ileum of the small intestine of all cattle. |

(6) Tallow means the rendered fat of cattle obtained by pressing or by

applying any other extraction process to tissues derived directly from discrete
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adipose tissue masses or to other carcass parts and tissues. Tallow must be
produced from tissues thgut are not prohibited cattle materials or must contain
not more than 0.15 percent insoluble impurities as determined by the method
entitled “Insoluble Impurities”” (AOCS Official Method Ca 3a-46), American
Oil Chemists’ Society (AOCS), incorporated by reference in accordance with
5 U.5.C. 552(a) and 1 CFR part 51, or another method equﬁfalent in accuracy,
precision, and sensitivity to AOCS Official Method (\]aviia~46; You may obtain
copies of the method from AOCS (http://www.aocs.org). Copies may be
examined at the Center for Food Séfety'and Applied Nutrition’s Library, 5100
Paint Branch Pkwy., College Park, MD 20740, or at the National Archives and
Records Administration (NARA). For informatioﬁ on the:a\failability of this
material at NARA, call 202-741-6030, or go to http:// WM’Y;L’.‘(II“,thVéS gov/
federa]_register/codeﬁof;fedem]ﬁ_regula’tionS/ibrmlocdiions.htm].

(7) Tallow derivative fneéns any chemical obtained through initial
hydrolysis, saponiﬁcation(i, or trans-esterification of tallow; chemical
conversion of material obt}ained by hydrolysis, saponification, or trans-
esterification may be applied to obtaiﬁ the desired product.

(b) Requirements.

(1) No human food shall be mamxfgbtured from, pracessed with, or
otherwise contain, prohibi;ted cattle maferials.

(2) The small intestine is not considered prohibited cattle material if the
distal ileum is removed by a procedure that removes at least 80 inches of the
uncoiled and trimmed small intestine, as measured from the caeco-colic
junction \and progressing proximally towards the jejunum, or by a procedure
that the establishment can demonstrate is equally éff@ctive in eailsuring

complete removal of the distal ileum.
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(c) Records. Manufacturers and processors of human food that is
manufactured from, processed with, or otherwise contains, cattle material must
make existing records relevant to compliance with this section available to
FDA for inspection and copying.
(d) Adulteration. -

(1) Failure of a manufacturer or processor to operate in compliance with

the requirements of paragraphs (b) or (c) of this section renders human food

adulterated under section 402(a)(4} of the act.

(2) Human food manufactured from, processed with, or otherwise
containing, prohibited cattle materials is unfit for human food and deemed
adulterated under section 402(a)(3) of the act,

(3) Food additive status. Prohibited cattle materials for use in human food
are food additives subject to section 409 of the acl, except when used as dietary
ingredients in dietary supplements. The use or intended use of any prohibited
cattle material in human food causes the material and the food to be
adulterated under section 402(a}(2)(C) of the act if the prohibited cattle material
is a food additive, unless it is the subject of a food additive regulati.an or of

an investigational exemption for a food additive under § 170.17 of this chapter.

PART 700—GENERAL
w 3. The authority citation for 21 CFR part 700 continues to read as follows:
Authority: 21 U. S. C. 321, 331, 352, 355, 361, 362, 371, 374.

m 4. Part 700 is amended by revising § 700.27 to read as follows:
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§700.27 Use of prohibited cattle materials in cosmetic products.

(a) Definitions. The definitions and interpretations of terms contained in
section 201 of the Federal Food, Drug, and Cosmetic Act (the act) apply to
such terms when used in this part. The following definitions also apply:

(1) Prohibited cattle materials meaﬁs specified risk materials, small
intestine of all cattle except as provided in paragraph (b)(2) of this section,
material from nonambulatory disabled cattle, material from cattle not inspected
and passed, or Mechanically Separated (MS)(Beef), Prohibited cattle materials
dé not include tallow that contains no more than 0.15 percent insoluble
impurities, tallow derivatives, hides and hide-derived products, and milk and

milk products.

- (2) Inspected and passed means that the product has been inspected and
passed for human consumption by the appropriate regulatory authority, and

at the time it was inspected and passed, it was found to be not adulterated.

(3) Mechanically Sepdrated (MS)(Beef) means a meat focd product that is
finely comminuted, resulting from the mechanical separation and removal of
most of the bone from attached skeletal muscle of cattle carcasses and parts
of carcasses that meet the ‘spelcifica’tions contained in 9 CFR 319.5, the

regulation that prescribes the standard of identity for MS (Species}.

(4) Nonambulatory disabled cattle means cattle that cannot rise from a
recumbent position or that cannot walk, including, but not limited to, those
with broken appendages, severed tendons or ligaments, nér;ve paralysis,
fractured vertebral column, or metabelic conditions.

(5) Specified risk material means ’che brain, skull, eyes, trigeminal ganglia,
spinal cord, vertebral column (excluding the vertebrae of the tail, the transverse

processes of the thoracic and lumbar vertebrae, and the wings of the sacrum),
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and dorsal root ganglia of cattle 30 months and older and the tonsils and distal

ileum of the small intestine of all cattle.

(6) Tallow means the render,ed fat of cattle obtained by pressing or by
applying any other extraction process to tissues derived directly from discrete
adipose tissue masses or to other carcass parts and tissues. Tallow must be
produced from tissues that are not prohibited cattle materials or must contain
not more than 0.15 percent insoluble impurities as determined by the method
entitled “Insoluble Impurities” (AOC/S(Ofﬁcial Method Ca 3a-46), lAmerican
Oil Chemists’ Society (AOCS), incorporated by referencb in accordance with
5 U.S.C. 552(a) and 1 CFR part 51, or another method equivalent in accuracy,
precision, and sensitivity to AOCS Official Method Ca 3a-46: You may obtain
copies of the method from the AOCS (http://www.aocs.org)\; Copies may be
examined at the Center for Focjd Safety and Applied Nutrition’s Library, 5100
Paint Branch Pkwy., College Park, MD 20740, or at the National Archives and
Records Administration (NARA). For information on the availability of this
material at NARA, call 202~741-6030, or go to http://www.archives.gov/
federal register/code of ,federal,_regulations/ibr_ﬂ]oafztions:iﬂ‘m].

(7) Tallow derivative means any chemical obtained th}:(:itlgh initial
hydrolysis, saponification, or trans-esterification of tallow; chemical
conversion of material obtained by hydrolysis, saponification, or trans-
esterification may be applied tb obtain the desired product. |

(b) Requirements. |

(1) No cosmetic shall be manufactured from, processed with, or otherwise
contain, prohibited cattle materials.

(2) The small intestine is not considered prohibi\ted\catﬂe material if the

distal ileum is removed by a procedure that removes at least 80 inches of the
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uncoiled and trimmed small in‘restihe, as measured from the caeco-colic
junction and progressing proximally to,wards the jaijanum. or by a procedure
that the establishment can demonstrate ié equal],yveffeg:tivé in eushrjng
complete removal of the distal ileum.

(c) Records. Manufacturers and processors of cosmetics that are
manufactured from, processed with, or otherwise Cogniaixi, cattle rnaterial must
make existing records relevant to compliance with this section available to
FDA for inspection and copying.

(d) Adulteration. Failure of a manufacturer or processor to operate in
compliance with the requirelﬁents of paragraph (b) or (c) of this section renders

a cosmetic adulterated under section 601(c) of the act.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration T T e

21 CFR Parts 189 and 700

[Docket No. 2004N-0081]

RIN 0910-AF47
Use of Materials Derived from Cattle in Human Food and Cosmetics

AGENCY: Food and Drug Administration, HHS.

ACTION: Interim final rule and request for comments. -

SUMMARY: The Food and Drug Administration (FDA) is amending the interim
final rule on use of materials derived from cattle in human food and cosmetics
published in the Federal Register of July 14, 2004. In the July 14, 2004, interim
final rule, FDA designated certain méterials from cattle, including the entire
small intestine, as “prohibifed\ cattle materials” and banned the use of such
materials in human food, including dietary supplements, and in cosmetics.
FDA is taking this action in response to comments’received on the interim
final rule. Information was Lpro’x\lidedjn comments that persuaded the agency
that the distal ileum, one of three portions of the small intvzestine, could be
consistently and effectively removed from the small intestine, such that the
remainder of the small intestine, formerly a prohibited cattle material, could

be used for human food or cosmetics. We (FDA) are also clarifying that milk

and milk products, hide and hide-derived products, and tallow derivatives are

not prohibited cattle material%,%;édwi cattle hides are not-prohibited cattle-

Comments also led the agency to reconsider the method cited in the interim
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(Ref. 8). In a bioassay of tissues from cattle with naturally-occuring BSE, no
#“““infectivity was found in the splanchnic nerve, rumen, omasum, ébomasﬁm,
proximal small intestine, proximal colon, distal colon, and rectum, or even
in the distal small intestine (Ref. 9). |
The study by Terry and others (Ref. 8) indicated that the myenteric plexus
of the distal ileum contained some abnormal prion protein in neurons. This
tissue extends throughout the small intestine, so we cannot completely -
eliminate the possib}ity that infectivity might exfst in the jejunum or the 35’1&/ eheol
duodenum. However, that same study fbund no evidence of abnormal prion
protein in the sections of the duodenum and the iejunum examined. Therefore,
it is likely that, if any infectivity is present, it is at levels too low to present
a public health risk. We realize that the studies on tissue infectivity have
_limitations, but we are not aware bf evidence that intesfiné other than the distal
ileum harbors infectivity in cattle with BSE If we become aware of data
indicating that other portions of the small intestine or the. large intestine in
cattle harbor infectivity, we will take action appropriate to the public health

risk presented by the tissues and worldwide incidence of BSE.

We also do not agree that cross contamination of other parts of the
intestine with infectivity in the distal ileﬁm is unavoidable in the
slaughterhouse. Comments provided several methods by which ‘the'distal
ileum can be consistently and effectively removed from the rest of the small
intestine without cross contamination during slaughter. We agree:\that, if these

methods are properly implememed, cross contamination can be avoided.

Finally, we do not agree that we should require that the entire intestine
WN ) N
of all cattle be designated an SRM because the IRT recommended it. As stated
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final rule also states that an alternative method may be used if it is equivalent

. to the FCC method.

1. Comments Received

We received several comments requesting that we specify a different
method for measuring insohible’impurities in tallow. ComméntSjstated that
the domestic tallow industry primarily uses a method of the American Oil
Chemists’ Society (AOCS) to measure insoluble impurities. In comparison to
the FCC method, comments stated that the AOCS method is less expensive,
requires less solvent and has lower solvent disposal costs, and »d()és not require
specialized equipment or supplies. These comments requeisted that FDA

approve the AOCS method for measuring insoluble impurities.

2. Response to Comments
JWQ*L . e
FDA agrees that the FCC method is more expensive, uses more solvent,

and requires more specialized equipment than other methods currently used
by industry. In response to comments and the information we obtained about
the various methods, we are amendi %g the interim final rule to cite the method

i
the AOCS (“Insoluble Impurities,” AOCS aclc i
Q{)L; &y 5{

for measuring insoluble 1mpur1tlesf>

Official Method Ca 3a-46) or a method equivalent to it in accuracy, precision

and sensitivity. The AQCS metﬁod is currently used by the domestic tallow

industry, uses updated equipment, is less expensive to implement, and may

be more sensitive than the FCC method. |

Reference to the AOCS method in the amended interim final rule does

not exclude use of the FCC method we cited in the interim final rule. Any

“resting method may be used that is equivalent to the AOCSméthod, Those

wishing to use an alternate test are responsible for determining that itis -
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adipose tissue masses or to other carcass parts and:ﬁssues;. Tallow must be
f’“"aproduced from tissues that are not prohibited cattle materials ér must contain
not more than 0.15 percent insclul))lue im;gurities. as fdete;fmined /bythe method
entitled “Ins%uble Impurities” (AOCS Official M’eth‘od‘(}é ,33;46), Americany
Oil Chemists’ Society (AOCS), incorporated by reference in accordance with
5 U.S.C. 552(a) and 1 CFR part 51, or another method @uis{alent in accuracy,
precision, and sensitivity to AOCS Official Method Ca 3a-46. You,may obtain
copies of the method from AOCS A(http://WWW.aocs.org). Copies may be
examined at the Center for Food Safety and Applied Nﬁtriﬁcn’s Library, 5100
Paint Branch Pkwy., College Park, MD 20740, or at the National Aréhives and
Records Administration (NARA). For iﬁformat’ion on the availability of this
material at NARA, call 202~741-6030, or go to http://www.drch,ives.gov/
federal register/code_of jederq]“reguIationS/ibrf]Ocatious.htmI.

- (7) Tallow derivative means any chemical obtained through injtial
hydrolysis, saponification, or tranéfesterification of tallow; chemical
conversion of material obtained by hydrolysis, saponi\ficétion; or trans-
esterification may be applied to obtain the desired pro&uct.

(b) Requirements.

(1) No human food shall be manufactured from, processed with, or

otherwise contain, prohibited cattle materials.

(2) The small intestine is not considered prohibited cattle méterial if the
distal ileum is removed by a procedure that removeé at r}ea)si 80 inches of the
uncoiled and trimmed small intestine, as measured frqm the caeco-colic
junction and progressing proximally towards the jejunum, or by a procedure

‘hat the establishment can demonstrate is equally effective in ensuring

complete removal of the distal ileum.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

4 {
o &W oS
Food and Drug Administration ’ '

21 CFR Parts 189 and 700 ed 1S
B ‘ . . . It

[Docket No. 2004N-0081]

RIN 0910-AF47

Use of Materials Derived from Cattle in Human Food and Cosmetics

AGENCY: Food and Drug Administration, HHS.

ACTION: Interim final rule and request for comments.

SUMMARY: The Food and Drug Aaministratien (FDA) is amenéing fhe\interim
final rule on use of materials derived from cattle m human food and cosmetics
published in the Federal Register of July 14, 2004. In the July 14, 2004, interim
final rule, FDA désignated certain materials from cattle, mciuding,ﬂie entire
small intestine, as “prohibited cattle materials” and banned the use of such
materials in human food, inchiding.di@tary- supplements, and in cosmetics.
FDA is taking this action in response to comments received on the interim
final rule. Information was pmﬁda\d in comments that pemuacied the agency
that the distal ileum, one of three portions of the small‘inte#tine, ccau‘ld be
consistently and effectxvely removed from the small intestine, such, that the
remainder of the small intestine, formerly a prohibited cattle matenal could
be used for human fo or cesm;eucs We (FDA) are also clarifying that milk
and milk pro ductsﬁan tallow dan’t\rdaaﬁ’ves are not pmx ‘11:79:1 cattle materials
and that cattle hides are not prohibited cattle material when they are sourced
from cattle that péss antemortem inspection. Comments also led the agency

to reconsider the method cited in the interim final rule for determining
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2
ingoluble impurities in tallow and to cite instead 4 method that is less costly
to use and requires less specialized :eqliipment. FDA issued the interim final
rule to minimize human exposure to materials that scientific stgdiés have
demonstrated are highly hkely 1o contain the bovine ,spangia?drm ‘
encephalopathy (BSE) agent in cattle infected with the disease. FDA believes
that the amended provisions of the interim final rule provide tha same level
of pro:cectiun from human exposure to the agent that cauges ‘,‘BSE as the original \/
provisions.

DATES: The ame;xdments to the interim final rule are effective [insert date ?f—? d%j d;%
publication in the.Fédeml kegism}‘ Submit written mﬁ electronic comments RN
on the arpendments to the inta}rini’ﬁnalv rule by [insert aate 60 d}:zya after date @
of publication in the Federal !;egisteﬂ, The }jiréctor of the Office of the Federal
Register approves the incorporation by reference in accordance with 5 U.S.C.

552(a) and 1 CFR part 51 of certain publications in 21 CFR 189.5 and 700.27
as of [insert date of publication in the Federal Register],

ADDRESSES: You may submit cgmmenfs, identified by Docket No. 2004N-0081,
by any of the following methods:

;' Federal eRulemaking Portal: fhttp;//www_regulaﬁansﬁ.gav. Follow the
instructions for submitting comments. |

s Agency Web site: hitp://www.fda.gov/dockets/econunents. Follow the
instructions for submitting conments on the agency Web slte. |

e E-mail: fdadockets@oc.fda.gov. Include Daéléat No. 2004N-0081 and/or
RIN number RIN 0910-AF47 in the subject line of your e-mail message.

e FAX: 301-827-6870.




Baiccd

i ot e ST 5 LT s SR

sree

’i

A

TS o

l) /28705 11 FAX 3014382832 FDA CFSAN OPDF igood

2. Status of milk and milk products,

3, Status of tallow derivatives,

4, Status of cattle hide, and. |

5. Testing method cited for determining the level of insoluble impurities
in tallow. |

We are making these ameﬁdments to the interim final rule in part in
response to comments indic&ti’(ngunca’i:tainty regarding the status of certain
products under the interim final rule and new information mgardin.g removal
of the distal ileum. ,
I Amendments and Clarifications to the Interim Final Rule

A. Prohibition on the Use of Small Intestine From All Caitle
In the interin;. final rule of July 14, 2004, FDA prohibited the use of the
entive small intestine in human food and cosmetics, even though the agency ‘
(at the time the interim final mle was issued) only cansidenadjnci, currently \/
only considers, the distal ileum portion of the small intestine to be an SRM.
As stated in the preamble to ﬂ;w interim final rule, FDA prohibited the use
of the entire small intestine because at the time we biali’evadf: (i) It would be
difficult to distinguish one eﬁd of the small intestine from the other once it
had been remaoved from fhe animal; (2) there was a lack of international
agreement on how much of the small mtesﬁne“shauld'bé «ramqvéd to ensuxe
that the distal ileum is separated from the remainder of the intestine; and (3)
given the lack of international cox}.sensus: on the issue, a xrﬁanufapnlrer or
procéssor would not be able to document that the:dis%ail,ileum, was adequately
removed (69 FR 42256 at 4225 9). We requested comments addressing our
reason$ for prohibiting use of the entire small intestine and solicited specific
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8
ensure removal of the entire distal fleum despita differences in length of the
intestinal tract or its segments between breeds bz: smong animals of different

sizes of the same breed. An alternative removal procedure may be used if an

e S e e S,

establishment can demonstrate that it is equally effective in ensuring that the
entire distal ileum is completely removed.

w\j\:ie do not agree with comments that stated that the enﬁre: small intestine
or both the small and the large intestine should be designated as SRMs. Though
the EU prohibits the entire intestine from use in food, the: déta thét we are
aware of indicating infectivity along the entire intestine is from other species,
not from cattle infocted with BSE or other transmissible spongiform
encephalopathies (TSEs) (Refs. 1 to 6). Though the studies in other species
represent the distribution of infectivity in those syeaias,_ they may not represent \ j
the distribution of infectivity in cattle infected vnth BSEas Qm'adericed by &
studies with bovine tissua{l?nfaﬁtlé,’,iﬁfgctivity has been found in the distal
ileum in tissue bioassay from cattle experimentally given BSE (Ref. 7; see
discussion in sections I. E and F of the interim final rule). In cattle

experimentally infected with BSE, positive Peyer’s patches were found by
immunahistochémistry only in the distal ileum, and in cattle with naturally
occurring and experimental BSE, positive myenteric plexus neurons were
found only in the distal ileum (Ref. 8). The duodenurﬁ of cattle experimentally
given BSE has not demonstrated im‘fectivitywhm tested by ma}x.se bioassay

g S

and has been negative for the presence of abnormal prions when examined

by immunchistochemistry during all stages in the pathgeneéis of the disease

(Refs. 8 and 9). Few samples cjzf jejunuxn have been tested, but those that have

been tested were negaﬁveéor*the presence of abnormal prions when examined \/

by immunohistochemistry (Ref. 8). In a biocassay of tissues from cattle with

w
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1. Comments Received

Several comments noted that milk and milky#oducts,cauld be viewed as
producfs that are not inspected and péssed'becausa milk is obtained from live
animals that do noet ﬁ.ndargo the same inspection as cattle during slaughter.
These comments noted that mﬂk and milk products are internationally
recognized to present a negligible risk of transmitting the agent that causes
BSE and asked that we clarifjsthe status of milk and milk products under the

interim final rule.

2. Response to Camm,enw \

"The interim final rule applies to materials from cattle slaughtered on or
after kth,e effective date and was not megfnt to apply to milk and milk products,
which come from live cattle. Therefore, we are amending §§ 189.5(a)(1) and
700.27(2)(1) to clarify that milk and milk products are not iﬁclgded in the
definition of “prohibited cattle materials.”

C. Clarification of the Classifiéaﬁoh of Tallow Derivatives -

The interim final rule defines tallow and tallow derivatives and states that
prohibited cattle materials do not include tallow ’dx&t; contains no more than
0.15 percent hexane-insoluble impurities and tallow derivatives.
1. Comments Received

WSéveral comments requested that we clarify whether the tallow used as
startiugmateriai for the tallow derivatives has towcgntaium more than 0.15
pércent minsaluble impurities in order for the tallow derivatives not to \/
be included in the definition of “prohibited cattle materials.”
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the'agent that cauées BSE, and the World Heslih rQrganizéﬁan(forAnimal \/
Health (OIE) recommends that ii: be freely traded regardless of the BSE risk
status of the exporting counixies. ’ |

2. Response to Comments

We agree with these comments. It was not our intention to designate all
products derived from cattle hide as prohibited cattle materials for use in
human food and cosmetics. We also recognize that cattle hide has been
determined to be a tiésue with ;negligzlble risk of transmming the agent that
causes BSE and that the OIE recommends that it be freely traded regardless
of the BSE risk status of the ie#paxtif;xg\ iﬁwmri-es. Therefore, we are exempting
hides from the provisions of the interim final rule and are amending
§§189.5(a)(1) and 700.27{a)(1) i:_a clarify that hides and hide-derived products
are not included in the definitions of “prohibited cattls materials.” Though
we are exempting hides from tﬁev provisions of the interim final rule,
mani;f%.cturers and processors musﬁ take precautions to avaid cross
contamination of hides and other nonp;:ahibited qattlamaté&ialwi;th prohibited
cattle in,aterial during slaughter and processing. Ifnhic‘l:es/aiegcxbss contaminated

with prohibited cattle material, they will be cansidafed adulterated.

E. Method for Detérmining;thefL&val of Insoluble Irpurities in Tallow
Under the interim, final rule (§§ 189.5(a)(6) andg?i)ﬂ,zf(&}{ﬂ)), any raw

materials may be used as the starting material for tallow production as long

as the resulting tallow contains no more than 0.15 percent hexane insoluble
impurities. The interim final rule requires that the method for “hexane-
insoluble matter” described in the 5th edition of the Food Chemicals Codex

(FCC) be used to measure hexane-insoluble impurities in tallow. The interim
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final rule also states that an alternative me%hod may be usad if it is equivalent
to the FCC method.

1. Comments Received

We received several comments reqnestmg that we speclfy a different
method for measuring insoluble impurities in tallow. Comments stated that
the domestic tallow industry przmanly uses a method of the Amemqan 0il
Chemists’ Society (AOCS) to measure insoluble impur‘ities. In comparison to
the FCC method, comments stated that the AOCS mmethod is less expensive,
requires less solvent and has lower solvent disposal costs, and dcas not require
specialized equxpment or ,supphes,z These comments requested that FDA
approve the AOCS method for measuring insoluble impuriﬁes.'

2. Response to Comments

FDA agrees that the FCC method{ is more expensive, ilsés more solvent,
and requires more specialized equipment than other methods currently used
by industry. In response to comments and the infqzm,éffidn we obtained about
the various methods, we are amending the interim final rule to cite the method
for measuring insoluble impuritiesof the AOCS (“Insoluble Impurities,” AOCS
Official Method Ca 3a-46) or a method equivalent to it in‘acwacy; precision
and sensmwty The AOCS method is currently used by'ﬁomestic tallow
mdustry, uses updated equipment, is less expenswe to implement, and may
be more sensitive than the FCC method.

Refarence to the AOCS method in the amended interim final rule does
not exclude use of the FCC method we cited in the interim ﬁnal rule. Any
testing method may be used that is equivalent to the AQCS method. Those
wishing to use an alternate test are xes]_mn.siblé' for d&teminiﬁg that it is

@008
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equivalent to the AOCS method cited in the iﬁterimfﬁnai rule as amended
here; it is not necessary that FDA appxove the use of an alternate test.
ITl. Summary of Amendmenta to the Interim Final Rule

We are amending §§ 189.5 (2)(1) and 700.27(a)(1) to ,rsﬂsct’that small
. intestine is a prohibited cattle material unless it meets the provisions of new
§§189.5(b)(2) and 700.27(b)(2). New §§ 189. 5(b3(2) and 70&27(&(2) state that
small intestine is not considered pmhibited cattle material if the distal ileum
is removed by a procedure that removes at least 80 inches éf”che’umoﬂed and
trimmed small intestine as msasvred from the caeco-colic junction and -
progressing proximally towards the jéiunum or by a procedure that the
establishment can demonstrate is equally effective in ensurmg complete

removal of the distal ileum. , :

ﬂ_{ We are amending §§ 189.5(a)(1) and 700.27(a)(1) ia specify that milk and
milk products and hides and hide-derived products are not prohibited cattle
materials. |

g Finally, we are amending §§ 189.5(a)(6) and 700.27(a)(6) to indicate that

V tallow, if it is sourced from unknown materials, must contain not more than

| 0.15 percent insoluble impurities as determined by the method “Insoluble
Impurities” (AOCS Official Method Ca 3a-46), AOCS, or ,angﬂzér method
equivalent in accuracy, precision, and sénsitix%ity to AQCS Official Method Ca

3a-46.
1IV. Effective Date and Oppormmxy for Public Comment ‘
[FDA provided the public with an opportunity to comment on the issues
raised by the interim findtsule and addressed in this doc Nen 8

amendment to the interim final rule isTeregfonse ta some af those comments.
“™  Generally, the Administ ative Procedure Act (APAJ B 5.C. 553{&). requires
that arstibstantive rule be published not less than 30 days before its

g
The dmzhdments to He fral e ava\f:;l\%
Cingert daaf:» 50 days after pwkucah o fw PE-].
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date. Secttorn553(d)(1) of the APA (5 U.8.C. 553(d)(1)) pmﬁdesu exeaplion
for a substantive rule “Whick-grants or recogeizesan exemption or relieves
a restriction.” FDA findsthat this exeyeption bs-app) icable becauss these

amendfients relieve resicti(mﬁ imposed by the interim final'Pnie. Therefore,

M}DA invites pu‘blic ccmmant on these amendments to the
interim final rule. The comment period will be 60.days. The agency will
consider modiﬂcéﬁqns to these amendmems‘ to the interim final rule based

on comments made during the comment period. Iz:ztarastediperso@ssmay submit
to the Division of Dockets Management (see ADDRESSES) written ur electronic
comments regarding thess améudments to the interim final rule. Submit a
single copy of electronic comments or two paper copies of any mailed

- . comments, except that individuals may submit one paper copy. Comments are

to be identified with the dockst number found in brackets in the heariing of
this document. Received comments may be seen in the Biﬁrision of Dockets
Management between 9 a.m. and 4 p.m., Monday through Friday.

FDA will address other comments received in response to the interim final
rule-and comments received in response to this amendmant in further
rulemakmg. E
V. Executive Order 12866 and R&gﬁlj@ry Flexibility Act

FDA has examined the sconomic implications of this émendﬁ;en% to the
interim final rule as required by Executive Order 12866. Executive Order 12866
directs agencies to assess all’cséts and benefits of étvailable S:agulatory
alternatives and, when regulation is necessary, to sslect regulatory approaches
that maximize net benefits (including potential economic, énvho@antal,

public health and safety, and other advantages; distributive impacts; and

Zolo
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| manufacturers that used beef small intestines and beef natural casings in their
§ pmd{mts because the small intestine had ali*eady been banned. as human food |
| by the FSIS interim final rule {69 FR isﬁ 2, January 12, 2004).
USDA's FSIS is amending its interim final ruls to allow the use of bovine
small intestine, without the chstal ilaglin, in USDA regulated products. FDA’s

amendment will benefit those FSIS regulated manuiaémegs who use beef

. casings; FDA’s amendment agamallaws this bovine material potentially to be
|  used in FSIS regulated products. See the FSIS interixn final rule (69 FR 1862;

é - January 12, 2004) and accompanying analysis for the cost savi:cigs associated
1 -~ with the renewed use of bovine small intestine in human foods products.

Tallow

FDA is ame;a‘;:iing the interim final rule to cite the AOCS method for

| | measuring insoluble impurities in tallow. The domestic tallow industry
primarily uses the AOCS method to measure insoluble impurities in tallow,
so this changs to the rule will reduce the burden of having to switch to a new
measurement standard for many of the domestic tallow manufacturers. In
comparison to the FCC method cited by the interim final r!.ytle,k commenters
stated that the AOCS method is less expensive than the FCC method. Tallow
producers do not have to use the AOCS method if they use another method
that is equivalent to the AOGCS method in accuracy, precision, and sensitivity.
Tallow producers using nonAOCS methods that can be validated will likely
not switch methods and will only bear the cost burden of validating that their
method is equivajlent to the AOCS method. Tallow producers, who do not /
currenﬂy@:xe AQCS methdd but decide to switch to the method as a result’

of this amendment to the interim final rule, will pay a $50 fee to obtain the
AQCS copyrighted method. ‘
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7. Wells, G. A. H., M. Dawson, 8. A. C. Hawkins, et al., “Infectivity in the lleum
of Cattle Challenged Qrally With Bovine Spengiform Encephalopathy,” Veterinary
Record, 135: 4041, 1994,
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' Scientific Steering Committee atits Meati;;’g of January 10-11, 2002, ami Aménded

at its Meeting of November 7-8, 2002, Following the Submission of a Risk Assessment
by the German Federal Ministry of Consumer Protection, Food and Agriculture and

New Scientific Evidence Regarding BSE I;afectivﬁy Distr‘ibuﬁon;in ?on.éils,” accessed

online at hup://europa;eu.int/cmm/jbad/fs/bssfscieixtiﬁcydﬁmﬂbﬁeﬁ.Iitml.

Rersonal communication, Daniel Engeljchn, Food -Sufs d Inspection

Service, United StatesDe entnf zarture.

s R

- 11. International Reyis ea.m, “Repa orlVleasures Relating to BSE in the
United States/*February 4, 2004, accessed online at http://iwwws Iiis.zézsdaggavﬂpa/
issu6s/bse/US_BSE_Report.pdf. “
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J  List of Subjects -

} 21 CFR Part 189

* Food additives, Fcod\paekaging., Incorporation by refa:ame.

1 crmpart 700

Cosmetics, Packaging and containers, Incorporation by reference.

w L Thﬁrgfﬂm, under the Federal Food, Dru
authority delegated to the Commissioner of Food and Drugs, 21 CFR parts 189

and 700 are amexded as follows:

- &
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" PART 183—SUBSTANCES PROHIBITED FROM USE IN HUMAN FOOD
B x {\ ) -
_‘95 / , 1. The authority citation for 21 CFR par

Autharity: 21 U.5.C. 321, 342, 348, 371.

- s e

|| ’ : 2. Part 186 is amended by revising § 18t
Subpart B—ProhibitedCattle Materials

Seb.

e o b

: §189.5 Prohibited cattle materials, / /
Subpart B—Prohibited Catls Materials
§189.5 Prohibifked ‘cattle maiar{ials., - 7

(a) Definitions. The deﬂ:gxiti@s: a‘;xd interpretations Qf;i:ems ‘contained in
X seci:tion 201 of the Federal Food, Drug, and Cosmstic Act (the act) apply to
su?h terms when nsedin thzspart ‘The following definitions also apply:

(1) Prohibited cattle materials means specified risk materials, small
intestine of all cattle except as proi?iﬂaé{ in paragraph (b)(z)%~ of this section, |
material from nonanxbulatory,;disablé& cattle, mataxial from c@tﬁe not inspected
and passed, or mechanically separated (MS)(Beef). Prohibited cattle materials
donot include tallow that contains no more than 0.15 peﬁcent insaoluble
impurities, tallow derivatives, hides and hide-derivedpmdﬁcts, and milk aﬁd
milk products. v

(2) Inspected and passed means that the product has been inspected, and
passed for human consumption by the appiopﬂate;,:egiﬂaidry authority, and
at 1§:he time it was insp ected and passed, it was found to be not adulterated.

{3) Mechanically Separated (MS)(Beef) means a meat food product that is
finely comminuted, resulting from the‘machanical‘saparaﬁqn and removal of

most of the bone from attached skeletal muscle of cattle uargassés and parts




23
of carcasses that mests the specifications contained in 9 CFR 319.5, the
regulation that prescribes the estan&ard of identity for MS (Species).
(4) Nonambulatory disabled cattle means cattle that cannot rise from a
reciimbent position or that cannot walk, including, but not. lumted to, those
wﬂ:h bmken appendages, severed tendons or ligaments, nerve paralysis,

fractured vertebral column, or metabolic conditions,

(5) Specified risk material means the brain, skull, eyes; tngemmal ganglia,
spinal cord, vertebral column (excluding the vertebrae of the tail, the transverse
processes of the thoracic and lumbar vertebrae, and the m;zgs:nf,’ﬁhe sacrum),
and dorsal root ganglia of cattle 36 months and oldé:; and the tonsils and distal
ileum of the small intestine of all c_attlé. |

(6) Tallow means the rendered fat of cattle abtame& by pressing or by
applying any other extraction process to tissues derived directly from discrete
adipose tissue masses or to mher carcass parts and tissues. Tallow must be
produced from tissues that are not prohibited cattle mate;ialé or must contain
not more than OJ 15 percent insoluble impurities as determined by the method
entitled “Insuluble I,mpurmes” (AOCS foicial Method Ca 3a-46), American /
Oil Chemists’ Society (AOCS%mcarpo::ated by reference in accordmce with
5 U.S.C. 552(a) and 1 CFR part 51, or another msthod equivalent in accuracy,
precision, and sensitivity to AOCS Official Method Ca 3’#&«9;& You may obtain

copies of the method from AOCS (http:/lew.aoc;a.arg]. Copies may be W we
examined at the Center for Food Safety and Applxed Nutrition’s Iibrary, 5100 33.;-\»\(‘{'4 3
~ Paint Branch Pkwy., College Park MD 20740, or at the National Archives and é" \/\gw
Records Administration (NARA). For information on the availability of this t a/b‘\' ,;W
materjal at NARA, call 202-741~6030, or go to hitp://www,archives.gov/ _Q,“; Je Cov.

fadmwwxcgster/cbde_of»_federalg__reguiaﬁans/ibrjacaiians!html. ‘
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cattle material in human food causes the material and the food to be
adulterated under section 402(a){2)(C) of the act if the prohibited cattle material
is a food additive, unless it is the subject 6f a food additive fi’egulaﬁan or of

an investigational exemption for a food additive under § 170.17 of this chapter.

i PART 700—GENERAL

: q ’ . 3. The suthority citation for 21 CFR par

™y,
Ve A ?m

]
T Anthority: 21 U. S. C. 321, 331, 352, 355, 361, 362, 371, 374.

" . 4. Part 700 is amended by revising § 70(
§700.27  Use of prohibited cattle materials in cakmgﬁc\/prédums\.
(a) Definitions. The definitions and interpretations of terms contained in
section 201 of the Federal Fooc?, Drug, and Cosmetic Act (the act) apply to
such terms when used in this part. The following definitions also apply:
(1) Prohibited cattle materials means specified risk méter,ialsa small
intestine of all cattle except as provided in paragraph (b)(2) of this section,

" material from nonambulatory disabled cattle, material from cattle not inspected
and passed, or Mechanica}ly;Sapaxata\& (MS)(Beef). Prohibited cattle materials
do not include tallow that éontaiilé no more than 0.15 peme;tlt insoluble
impurities, tallow da,ri«vatives; hides and hide-derived pmdmiis, and milk and
m;tlk products. |

(2) Inspected and passed means that the product has &Eee':u inspected and
passed for human consumption by the appropriate regulatory authority, and
at the time it was inspected and passed, it was found (to benot adulterated.

(3) Mechanically Separated (MS){Beef) means a meat food product that is
finely comminuted, \,resulting‘ from the mechanical §eparatioxx and removal of

most of the bone from attached skeletal muscle of cattle carcasses and parts
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(7) Tallow derivative means any chemical obtained through initial
hydrolysis, saponification, or trans-esterification of tallow; chemical
conversion of material obtained by hydrolysis, saponification, or trans-
esterification may be applied io obtain the desired product.

(b) Eequiramenis['i)Na casmaﬁé shall be manufactured f_rom, processed
2 hav Whe W 184.5
with, or otherwise contain, pmhihited cattle matenals

{2) The small intestine is not cons,xderad(prohzblted cattle material if the
distal ileum is removed by a procedure that removes at least 80 inches of the
uncoiled and trimmed small intestine, as measured from the caeco-colic
junction and progressing pmﬁmally towards the jejunum, or by a procedure
that the establishment can demonstrate is e‘quailly /effaqtive in ensw:mg
complete removal of the distal fleum. |

(&) Records. Manufacturers and processors dfyaasmeﬁcsthat are
manﬁfactured from, processad&vith, or otherwise contain, cattle material must
make existing records relevant to cdnipliance with this section available to
FDA for inspection and‘copyiﬁg. | |

(d) Adulteration. Failure of a manufacturer or processor to operate in
compliance with the requirements of paragraph (b) or (\c)N of this section renders

a cosmetic adulterated under section 601(c) of the act. -
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current draft):

D. Status of human food and cosmetics derived, from cattle hide

; _ . - { Formatted: Right: 0" ]

The interim final rule provides that no human food or cosmetics shall be manuﬁw‘turedV
from, processed with or otherwiée contain, prohibited cattle materials. f’rphibited cattle
materials include products that have not been inspected and passed for human
consumption, Cattle hides, which are used as source material for collageﬁ and collagen
casings, receive antemortem but not postmortem jnspéctiun in most stlaughtertaperatiens‘

1. Comments Received

« - - - {_Formatted: Right: 0" )

Several comments stated that the commenters *dici not believe that FDA meant to
designate all cattle hide and products derived from hide as prohibiﬁedcattle material
because they do not undergo postmorterm inspection. These comments also poimed/out
that antemortem inspection is when‘BSEmightfb‘g \dete,c:tcd\ from the fmchavior or
appearance of the animal, while- postmortem inspection is more useful for de‘sécting crogs
contamination among parts of the carcass. Comments indicated thaf risk of cross
contamination by other carcass ;}arts ié. not relevant for the hide because 1t is/ removed a{-
the beginning of the slaughter process. In ad&ition, comments noted that cattle hide is
internationally recognized to be a tiss\x;e\with, a negligible risk of fransnitting \t}:}e agent
that causes BSE, and the World Health Organizaﬁan for Animal Health (OIE)
recommends that it be freely traded regardless offythe BSE risk status of the expofting
countries. | |

2. Response to Comments



We agree with these comments. It was not our intention to designate all products derived )
from cattle hide as prohibited cattle materials for use in human food and cosmetics. We

also recognize that cattle hide has been determined to be a tissue with negligible risk of

transtitting the agent that causes BSE and that the OIE recommends that it be freely

traded regardless of the BSE risk stait{;s, of the exporting counu*ies.‘g herefore, weare . .- -

exempting hides from the provisions of the interim final rule and are amending §§

189.5(a)(1) and 700.27(a)(1) to clarify that hides-and hide-derived products are not
included in the definition of “prohibited cattle mg_térials." Though we are exempting

hides from the provisions of the interim final rule, manufacturers and processors ruust

o
, o oo Ly
take precautions to avoid cross contamipation of hides hibited

ot

material with prohibited cattle material during slaughter and progessing. If hides are

cross contarminated with prohibited cattle material, they will be considered adulterated.

E. Method for determining the level of insoluble impurities in tallow -

Under the interim final rule (§§ 189.5¢a)(6) and 700.27(a)(6)), any faw, materials maybe__.-

used as the starting material for tallow production as long as the resulting tallow contains

no more than 0.15 percent hexane insoluble impurities. The interim final rule requires

that the method for “‘hexane insoluble matter”’ described in the 5th edition of the Food

Chemicals Codex

(FCC) be used to measure hexane-insoluble impurities in tallow. ’Ifhe interim final rule

also states that an alternative method may be used if it is equivalent‘to the FCC. methdd

1. Comments Received
We received several comments requesting that we specify a different method for

measuring insoluble impurities in tallow. Comments stated that the domestic tallow

3

”

{ Deleted: To clarify the status of cattle

hide, we are amending the definition of
*“ingpected and passed.”” We are adding a
sentence 1o the definition in §§
189.5(a)(2) and 700.27(aX2) stating,
““{iln the case of cattle hide, inspected
and passed means the hide was sourced
from an animal that passed antemortem
inspection by the appropriate regulatory
authority, and at the time it was ispected
and passed, it was found o be not
adulterated,” .

. { Deleted: raw materials




industry primarily uses a method of the American Oil Chemists’ Society (AOCS) to

measure insoluble impurities. In comparison to the FCC method, comments stated that

the AOCS method is less expensive, /requir:\-:s less solvent and has lower solvent disposal
costs, and does not require specialized equipment or supplies. These comments requested

that FDA approve the AOCS method for measurifng insoluble hnpuﬁﬁes.

2. Response to Comments

FDA agrees that the FCC method is more expensive, uses more solvent, and requires

more specialized equipmént than other methods giurrently used by.industry. ,gxi respense to . g
comments and the information we obtained about the various methods, we are amending ‘

the interim final rule to cite the igethoki for measuring insoluble impurities of the AOCE - 7
# P o e

(“Insoluble Impurities ;50 \‘E%Sf Official Method Ca 3a-46
in accuracy, precision and sensitivity. The AOCS method is currently used by the .-

A

”A

or a method equivalent to it

Reference to the AOCS method in the amended interim final rule does not exclude use of
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for determining that it is equivalent to the AOCS method cited in the interim final rule 35 _ " ajetedi 150
"~ { Deleted: 150

amended here; if is not necessary that FDA apprévé, the use of an alternate test\.‘
01, Summary of Amendments to the Iuterim Einal Rule

We are amending §§ 189.5(a)(1) andx700;27(a)( 1,) fo reflect that small intestine is a
prohibited cattle material unless it meets the provisions of new §§ 189.5(b)(2) and

700.27(b)(2). New §§ 189.5(b)(2) and 700.27(b)(2) state that

_for comparison with the FCC method.

Deleted: After considering the
comments, we reviewed information
available for sevetal methods for
measuring insoluble impurities in tallow

Deleted: Intemational Organization for
Standardization {180} (**Animal and
vegetable fats and oils-Determination of
insoluble impurities content,” 1SO
663:2001) o

[ Deleted: The 1SO method is

. { thau the AOCS method. Furthermore, t

internationally accepted as’a standard
method for determining insoluble
impurities in animal fais. In the interests
of harmonizing our regulations with the
international regulatory community, the
agency is citing the 18O method rather

" _{ Deleted: 150
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S , VO L N

"~ Deletéd: AOCS method to measure

msoluble impurities in tallow, if it is
equivalent to the 180 method or use of
the
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small intestine is not considered prohibited cattle material if the distal iletim is removed
by a procedure that removes at least: Bexi)‘nchesfaf the uncoiled and trimmed small |
intestine as measured from the caeco-colic junction and progressing proximally towards
the jejunum or by a procedure that the establishment céxi demonstrate is équally effective
in ensuring complete removal of the distal ileum. \
We are amending §§ 189:5(a)(1) and 700,27(a)(1j o specify that milk and milk products

and hides and hide-derived products are not bmhﬂﬁwited cattle materials.

Method Ca 3a-46), American Oil.Chemists*-Suciet v

equivalent in accuracy, precision, and sensitivity to
V. Executive Order 12866 and Regulakory Flexibility Act

FDA has examined the economic implications of this amendment to the interim
final rule as required by Executive Order 12866. Executive Order 12866 dirac@ aggncies
to assess all costs and benefits of available regulatory alternatives and, when regulation is
necessary, to select regulatory app;oécheé\xhat maximize net bcueﬁtsl(inoluding potential
economic, environmental, public health and safety, and other advantages; distributive
impacts; and equity). Executive Order 12866 classifies a rule as significant if it meets any
one of a number of specified cohdiﬁorxs, Linc}udi’ng: Having an annual effect on the
economy of $100 million, adversely affecting a sector of the economy in a material way,

adversely affecting competition, or adve;sély\affectingvjnbs.

_ 1 Deleted: We are amending §§
189.5(a)2) and 700.27(s}2) to indicate
that, in the case of cattle hide, inspected
and passed means that the hide was
sourced from an animal that passed
antemortem inspection by the appropriate
regulatoryy

authority, and at the time it was inspected
and passed, it was found to be not
adylterated.y

) AY
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A regulation is also considered a é}igniﬁcam regulatory acﬁoﬁ if it raises novel
legal or policy issues. FDA has determined fchét this amendment to the interim final rule
is not an economically signiﬁcahtrégulatory action. FDA has examinéd the economic
implications of this amendment to the-interim final rule as required ;o\y,‘thei Regulatory |
Flexibility Act (5 U.S.C. 601—&1 2). If a rule has \aksigm‘ﬁcant econormic impa& ona
substantial number of small entities, the Regulatory Flexibility Aét‘xequiirgs, agencies to
analyze regulatory options that would lessen the ee:‘onbmiq effect of the rule on small
entities. FDA has determined that this amendment to the interim final rule does not h%ve
a significant economic impact on a substgntigl number of small entities. i |

Bovine Small Intestine

The effect of amending the i;it,erim final rule will be that FDA regtilate§ hu#nan
food and cosmetics may be manufactured from, grcioessed with, or otherwise contain
small intestine if the distal ileum is effectively removed. FDA regulates stripped and
cleaned casings derived from bovine sma}l intestine, and USDA’s F SXSiegt;iaies
unprocessed bovine small intestine anci h ‘?ineat food”” products made with beef casings.
Very few, if any, FDA regulated foods use beef intestines or beef casings.as ai;
ingredient. Therefore, the impact on FDA regukafed food iﬁdustr;es as a result of this
amendment to the final rule is expected to be small. In thf: €Conomic a@lysis of the
interim final rule, FDA did not estimate any opportunity costs for cattie slaughterers or
manufacturers that used beef small intés;ines and beef natural casings in their products \
because the sraall intestine had already been banned as human food by the FSIS ,inxérim \

final rule (69 FR 1862, January 12, 2004).



USDA’s FSIS is amending its interim final rule to allow the use of bovine small

intestine, without the distal ileum, in USDA regulated products. FDA’s amendment will

benefit those FSIS regulated manufacturers wh\of'use beef casings; FDA?S\an;epdmﬁt

; o . Da}ewd: As noted previously, natural
. . . . . P ; . : . | beefcasings and other FDA repslated
again allows this bovine material potentially to be used in FSIS regulated pm@uqts.&eg_ - “products derived from small intestine are
. also subject to FSIS requirements when
used inn FSIS regulated products.

Tallow

urities in tallow. The domestic tallow industry primarily uses the AGC

insoluble imp

method to measure insoluble i:mg urities in taliow,‘sé this change to. the rule will reduce
the burden of having to switch to a naw:measure@ient standard for many of the domestic

tallow manufacturers. In comparison to the FCC method cited by the inferim final rule,
commenters stated that the AOCS method isilegsteg@ensive than the FCC method.

Tallow producers do not have to use the AOCS method if they use another method that is

equivalent to the AOCS method in accuracy, gzéggsion and sensitivity. Tg}]éw\pm&ucefs

only bear the cost burden of validating that their method is equivalent to the AQCS
method. Tallow producers, who do not currendly use the AOCS method but decide fo

nt to the interim fi .ai rule. will pava

switch to the method as a yesuli of this.a e

$50 fee to obtain the AOCS copyrighted method.

Codified changes based on OMB’s comments:
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Subpart B—Prohibited Cattle Materials il
§ 189.5 Prohibited cattle materials.

in70027) \ ]

(8) Definitions. The definitions and interpretations of terms contained in section 201 of

the Federal Food, Drug, and Cosmetic Act (the ael:;)\ gpply to such terxz‘mwhen used in this
part. The following definitions also apply:

(1) Prohibited cattle materials means specified risk maiterials, sma}; intestine of all cattle
except as provided in paragraph (b)(Z} of this section, material from nonambulatory
disabled cattle, material from cattle not inspected and passed, or meqhanicaliysepﬂated
(MS)(Beef). Prohibited cattle materials do not include tallow that contains no more than
and milk and milk products.

(2) Inspected and passed means that the product has beeu inspected and passed for
human consumption by the appropriate regulatory authority, and at the time it was -
inspected and passed, it was found to be not adulterated. ,
(3) Mechanically Separated (M&(Beeﬁ/means a meat food product that is finely
comminuted, resulting from the mechanical separg;tion and removal of most of the bone
from attached skeletal muscle of cattle carcasses and parts of carcasses that meets the
specifications contained in 9 CFR. 319,3, the regulation that prescribes the standard of
identity for MS (Species).

(4) Nonambulatory disabled cattle means ca;;tle: that cannot rise from a recumbent

position or that cannot walk, including, but not limited to, those with bmken/apgendages,

-

. | Deleted: hexane

-

-

Deleted: In the case of cattle hide,
inspested and passed means the hide was
sourced from an animal that passed
antemortem inspection by the appropriate§
regulatory authority, and at the time it

was inspected and passed, it was found to
be not adulterated.
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severed tendons or ligaments, nerve paralysis, fractured vertebral column, or metabolic.
conditions. |

(5) Specified risk material means the brain, skxill‘,-\ eyes, trigeminal ganglia, spinal cord,
vertebral column (excluding the vertgbfae of thef:tail, the transverse p?oéessés‘of the
thoracic and lumbar vertebrae, and the wings of the sacrum), and dorsal root ganglia of
cattle 30 months and older and the tonsils and distal ileurr; of@the/sinall imesﬁne of all
cattle. ‘

(6) Tallow means the rendered fat of cattle obtained by pressing or by applying any other
extraction process to tissues derived directly’ from discrete adipose tissue \mgssés orto
other carcass parts and tissues. Tallow must be produced from tissues;thap are not

prohibited cattle materials or must contain not more than 0.15 percent insalublg

. ‘t Delgted: Animal and vegetable fats and }
.
.

impurities as determined by the method entitled *Jusoluble Im ; O Tinaton of ifolikle J
/ o  AES L *~ { Deleted: 150 6632001 b
Ofﬁcxal Method Ca 33-46), American Qi Chemist Scci? , }g@@g{g&@gjﬁj@ﬁ&;@g@ v -~ { Delotod: Tomations] ramioation fo ]
. 7 s . o Standardization (ISO) ,
in accordance with 5 U.S.C. 552(a) and 1 CFR pait 51, or another method equivalent in )
’ . : .4 Deleted: method SO 663:2001 }

accuracy, precision, and sensitivity t0,A:Q.C.8. Official 3a-46, Youmay .-
\ ’ /& g ) .+ Deleted: Intemationa) Organization for

)
obtain copies of the method from theAmericanOit-Chemistsk-bosicty . 7" | Standardization é

AAAAA L Deleted: iso.org/iso/en/ISO0nline front

| (hip:/www gogs,0rg), Copies may be examined at the Center for Food Safetyand o e
2 TR T 7777 7 4 peleted: or the Division of Dairy and
) . . . 5 ) o Egy; Safety (HFS-306), Center for Food
Applied Nutrition’s Library, 5100 Paint Branch Pkwy., College Park, MD 20740, or at Safety and Applied Nutrition, Food and
’ : : ‘ . Drug Administration, 5100 Paint Branch
! Pkwy., College Park, MD 20740 !

the National Archives and Records Adnﬁnisﬁation {(NARA). Forinfonnétioh on the
availability of this material at NARA, call 202-741-6030, or go to-

http:/ﬁwww.archz’ves.gov/federal?_regi;sfter/éade_gfufedemlwregulatigr;s/,ibr_jocatz’ons. himl



(7) Tallow derivative means any chemical obtained through initial hydrolysis, -
saponification, or trans-esterification of tallow; chemical conversion of material obtained -
by hydrolysis, saponification, or transesterification may be applied to obtain the desired

product.
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PART 181—NORTH AMERICAN FREE

TRADE AGREEME!

is revised to read as follows:

Authority: 19 U.5.C.}66, 1202 (General
Note 3{i}, Harmonized {Tan{f Schedule of the
United States), 1624, 3814;

PART 191—DRAWHBACK

m 27. The general athority citation for
part 191 is revised fo read as follows:
Authority: 5 U.8.C.B01; 19 U.S.C. 66, 1202
{General Note 3{i), H onized Tariff
Schedule of the Unitgd States}, 1313, 1624;

* * * * *

Dated: September ¥, 2005.
Robert C. Bormer,
Commissioner, Bureal of Custorns and Border

Protection. .
[FR Doc. 05-17662 Fijed 9-6-05; 8:45 am}
BILLING CODE 9110-06-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Parts 189 and 700

[Docket No. 2004N-0081}
RIN 0910-AF47

JMUse of Materials Derived From Cattle in

‘Juman Food and Cosmetics

AGENCY: Food and Drug Administration,
HHS.

ACTION: Interim final rule and request
for comments.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
interim final rule on use of materials
derived from cattle in human food and
cosmetics published in the Federal
Register of July 14, 2004, In the July 14,
2004, interim final rule, FDA designated
certain materials from cattle, including
the entire small intestine, as “prohibited
cattle materials” and banned the use of
such materials in human food,

including dietary supplements, and in
cosmetics. FDA is taking this action in
response to comments received on the
interim final rule. Information was
provided in comments that persuaded
the agency that the distal ileum, one of
three portions of the small intestine,
could be consistently and effectively
removed from the small intestine, such
that the remainder of the small
intestine, formerly a prohibited catile
material, could be used for human food
or cosmetics. We (FDA) are also
clarifying that milk and milk products,

£ Thide and hide-derived products, and

tallow derivatives are not prohibited:
cattle materials. Comments also led the
agerncy to reconsider the method cited

in the interim final rule for determining

insoluble impurities in tallow and to
cite instead a method that is less costly
to use and requires less specialized |

equipment. FDA issued the interim final
- rule'to minimize human exposure to

materials that scientific studies have
demonstrated are highly likely to
contain the bovine spongiform
encephalopathy [BSE} agent in caitle
infected with the disease. FDA believes.
that the amended provisions of the
interim final rule provide the same level
of protection from human exposure to
the agent that causes BSE as the ongma]

' provisions.

DATES: The amendments to the interim
final rule are effective October 7, 2005.
Submit written or electronic commients
on the amendments to the interim final
rule by November 7, 2005. The Director
of the Office of the Federal Register
approves thie incorporation by reference
in accordance with 5 U.S.C. 552(a) and
1 GFR part 51 of certajn publications in
21 CFR 189.5 and 700.27 as of October
7, 2005. ‘

ADDRESSES: You may submit comments.
identified by Docket No. 2004N-0081,

* by any of the following methods:

» Federal eRulemaking Portal: htip://
www.regulations,gov. Follow the
instiuctions for submitting comments,

s Agency Web site: hitp://

_www.fda.gov/dockets/ecomments. -

Follow-the instructions for submitting
comments on the agency Web site,

« E-mail: fdadockets@oc.fda.gov.
Inchade Docket Mo. 2004N-0081 and/or
RIN number RIN 0910~AF47 in the
subject line of your e-mail message.

» FAX: 3018276870,

« Mail/Hand delivery/Courier [For
paper, disk, or CB-ROM submissions}:

-Division of Dockets Management, Food

and Drug Administration (HFA -305), .
5630 Fishers Lane, rm. 1061, Rockv;lie,

MD 20852.
Instructions: All submissions received

must include the agency name and.
Docket No. or Regulatory Information-
Nuipber {RIN) for this rulemaking. Al
comments received will be posted
without change to http://www fda.gov/
ohrms/dockets/default.htm , including
any personal information prov1ded For
detailed instruetions on submitting
comments and additional information-
on the rulemaking process, see the
“Effective Date and Opportunity for
Public Comment” heading of the
SUPPLEMENTARY INFORMATION in section
IV of this decumem

Docket: For access to the docket to
read background documents or

c£osFF (FS)

comments received, go to http://
www.fda.gov/ohrms/dockets/
defauit.htm and insert the docket
number, found in brackets in the
heading of this document, into the
“*Search” box and follow the prompts

" and/or go to the Division of Dockets

Management; 5630 Fishers Lane, rm.

. 1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Rebecca Buckner, Center for Food Safety
and Applied Nutrition (HF5-306), Food
and Drug Administration, 5100 Paint
Branch. Pkwy., College Park, MD 20740,
301~436-1486.

SUPPLEMENTARY :INF ORMATION:
1. Background
On July 14, 2004, FDA issued an

“interim final rule entitled “Use of

Materials Derived From Cattle in

* Human Food and Cosmetics” {also
.referred to as “‘the interim final rule”),

to address the potential risk of BSE in
human food and cosmetics (69 FR

. 42258, July 14, 2004). In the interim

final rule, FDA designated certain
materials from cattle as “prohibited
cattle materials™ and banned the use of
such materials in human food,
mcludmg chefary supplements, and in
cosmetics in §§ 189.5 and 700,27 (21
CFR 189.5 and 21 CFR 700.27). In the
interim final rule, FDA designated the
following as prohibited cattle materials:
Specified risk materials (SRMs), the
small intestine from all cattle, material

. from nonambulatory cattle, material

from cattle not inspected and passed for
huinan consumption, and mechanically

‘'separated (MS)(Beef). The materials

desighated as SRMs were the brain,
skull, eyes, trigeminal ganglia, spinal
cord, vertebral column {excluding the
vertebrae of the tail, the transverse
processes of the thoracic and lumbar
vertebrae, and the wings of the sacrum),
and dorsal root ganglia of cattle 30
months and older, and the distal ileum
of the small intestine and tonsils from
all cattle. The Food Safety and
Inspection Service (FS}S) of the United
States Department of Agriculture
{USTIA)} desxgnated the same list of
materials as SRMs in its rule entitled
“Prohibition of the Use of Specified

- Risk Materials.for Human Food and
‘Requirements for the Disposition of

Non»zm‘xbulatok'y Disabled Cattle” {68 FR
1862, January 12, 2004}. In addition,
FDA provided an alternative standard
for tallow in its interim final rule.
Tallow must be produced by either
excluding pmhibrted cattle materials or,
if produced using prohibited cattle
materials, ntust contain no more than

_ 0.15 percent insoluble impurities.

Tallow derivatives were exempted from
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the provisions of FDA’s interim final
rule.
The comment period for the interim

A final rule closed on October 12, 2004.

After reviewing comments received on
the interim final rule, FDA determined
that it needed to make some changes
and clarifications now, rather than
waiting until we could address all of the
comments in a final rule. We are
amending or clarifying the interim final
rule in the following five areas:

1. Use of small intestine,

2. Status of milk and milk products,

3. Status of tallow derivatives,

4. Status of cattle hide, and

5. Testing method cited for
determining the level of insoluble
impurities in tallow. :

We are making these amendments to
the interim final rule in part in response
to comments indicating uncertainty
regarding the status of certain products
under the interim final rule and new
information regarding removal of the
distal ileum.

11, Amendments and Clarifications fo
the Interim Final Rule

A. Prohibition on the Use of Small
Intestine From All Cattle

In the interim final rule of July 14,
2004, FDA prohibited the use of the
entire small intestine in human food
and cosmetics, even though the agency

A at the time the interim final rule was

.ssued) only considered, and currently
only considers, the distal ilenm portion
of the small intestine to be an SRM. As
stated in the preambile 1o the interim
final rule, FDA prohibiied the use of the
entire small intestine because at the
time we believed: {1) It would be
difficult to distinguish one end of the
small intestine from the other once it
had been removed from the animal; (2)
there was a lack of international
agreement on how much of the small
intestine should be removed to ensure
that the distal ileum is separated from
the remainder of the intestine; and (3)
given the lack of international
consensus on the issue, a manufacturer
or processor would not be able to
document that the-distal ileum was
adequately removed (69 FR 42256 at
42259). We requested comments
addressing our reasons for prohibiting
use of the entire small intestine and
solicited specific information on
whether processors may be able to
effectively remove just the distal ileum.

1. Comments Received

In response to the interim final rule,
FDA received comments from beef
processors, the natural casing industry,
he beef by-product industry, and

importers and exporters of natural
casings and beef by-products that
requested that the agency amend its
prohibited cattle materials rule to
prohibit-only the distal ileum portion of
the small intestine for human food and
cosmetics, rather than the entire small
intestine. As stated in the comments,
infectivity has only been confirmed in
the distal ileum of the small intestine of
cattle infected with BSE under
experimental conditions, and the
technology exists to ‘effectively remove
the distal ileum portion from the rest of
the small intestine.

Comments also described, in detail,
examples of verifiable procedures for
the effective removal of the distal ileum
portion of the small intestine, which is
made up of three sections: The

- duodenum, the jejunum, and the ileum.
' One procedure described in the

comments beging with the removal of

“the small intestine from the abomasum.

Under this procedure, the small
intestine is separated from the caecum
at the ileocecal orifice, and the ileum is
separated from the jejunum at the -
flange. According to the comments, the
resulting segment that contains the
distal ileum would measure 36 to 72
inches in length depending on the age
and size of the animal, o
Another procedure described in the
comments also begins with removal of
the small intestine from the abomasum,
except that undet-this procedure the
small intestine remains attached 1o the
caecum. The separation of the non-
ileum sections of the small intestine .
from the ileum is. made at a point 36 to
80 inches from the caecum, leaving the |
entire ilenm of the small intestine
attached to the caécum. According to
the comments, leaving the ileum
attached to the cascum at this initial
stage provides an easily verifiable point
of reference for on-line inspectors. The
next step in this procedure is to separate

the 36 to-80-inch portion of the intestine

that contains the leum from the caecum
at the ileocecal orifice, leaving the
caecum .and the small intestine for
edible use.

Another comment noted that, prior to
December 2003, Japan accepted
importation of beef casings from the
United States on the basis of U.S.
government certified removal of the

‘distal leum from the small intestine.

The procedure required the removal of
at least 80 inches of the small intestine,
measured from the junction of the ileum
and the caecum, to ensure removal of
the distal ileum.

Several comments indicated that,
because of the distinct shape of the
distal ileum of cattle, it is easy to verify
the effective removal of this portion of -

the small intestine. Furthermore,

comments from the natural casing
industry stated that, because of the
distal ileum’s physical properties,
particularly the absence of a curve and
an irregular thick surface, the distal
ileum is not useable as a natural casing
for sausage products. Thus, these
conunents neted, many slaughter
establishments in the United States and
Canada have a policy of removing the
distal ileum from all cattle at the time
of slaughiter. Furthermore, as stated by
the comments, slaughter establishments
in Brazil, Argentina, and Uruguay, the
three countries that are the major
exporters of natural casings to the
United States, have all been able to

certify the refnoval of the distal ileum

using achievable standards when
requested to do so by their U.S.
customers,

In addition to comments requesting
that only the distal ileum portion of the
small intestine be prohibited from use
in hnman food and cosmetics, we
received comments stating that the
entire small intestine or both the small
and large intestines should be
considered SRMs. Comments noted that
the European Union (EU] identifies both
the small and Jarge intestine as specified
risk material and prohibits their use in

food. As stated in comments, this was
" done in the EU because BSE infection is

associated with absorption of the BSE
agerit from contaminated feed and
because it is niot possible to prevent
slaughterhouse contamination of other
intestinal areas with matter from the
Hleum, Comments also.cited a study
showing that the myenteric plexus of
the distal ileum was positive when
immunostained in naturally infected
and experimentally infected catile. The
comments noted that, because the
myenteric plexus runs throughout the
intestine, the possibility of infectivity in
other sections of the intestine cannot be
discounted. Comrnents also noted that

~the International Review Team (IRT],
' appointed to review BSE prevention

measures in the United States after the
discovery of the BSE-positive cow in
Washington State, recommended that
the SRM ban be amended to include the
entire small and farge intestines.

2. Response to.Comments

After considering the comments
submiited on the removal of the distal
ileund, FDA has concluded that
processors have the technology to
effectively remove the distal ileum
portion from the rest of the small
intestine, ‘

FDA believes that procedures to
ensure effective removal of the distal
ileum require that at least 80 inches of
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the uncoiled and trimmed small
intestine, as measured from the caeco-
colic junction and progressing

£ proximally towards the jejunum, be

removed. We believe that these
procedures ensure removal of the entire
distal ileum despite differences in
length of the intestinal tract or its
segments between breeds or among
animals of different sizes of the same
breed. An alternative removal procedure
may be used if an establishment can
demonstrate that it is equally effective -
in ensuring that the entire distal ileum
is completely removed.

We do not agree with comments that
stated that the entire small intestine or
both the small and the large intestine
should be designated as SRMs. Though
the EU prohibits the entire intestine
from use in food, the data that we are
aware of mdxcanng infectivity along the
entire intestine is from other species,
not from cattle infected with BSE or
other transmissible spongiform
encephalopathies{TSEs) (Refs. 1 to 6).
Though the studies in other species
represent the distribution of infectivity
in thoge species, they may not represent
the distribution of infectivity in cattle
infected with BSE as evidenced by

studies with bovine tissue.

In cattle, infectivity has been found in
the distal ileum in tissue bioassay from
cattle expenmentally given BSE {Ref. 7;
see discussion in sections I. E and F of

‘g “he interim final rule). In cattle

experimentally infected with BSE,
positive Peyer’s patches were found by
immunohistochemistry only in the
distal ileum, and in cattle with naturally
occurring and experimental BSE,
positive myenteric plexus neurons were
found only in the distal ileum (Ref. 8).
The duodenum of cattle experimentally
given BSE has not demonstrated
infectivity when tested by mouse
bioassay and has been negative for the
presence of abnormal prions when
examined by immunohistochemistry
during all stages in the pathgenesis of
" the disease (Refs. 8 and 9). Few samples
of jejunum have been tested, but those
that have been tested were negative for
the presence of abnormal prions when
examined by immunohistochemistry
(Ref. 8}). In a bioassay of tissues from
cattle with naturally-occuring BSE, no
infectivity was found in the splanchnic
nerve, rumen, omasum, aboymasum,
proximal small intestine, proximal
colon, distal colon, and rectum, or even
in the distal small intestine {Ref. 9).
The study by Terry and others (Ref. 8)
indicated that the myenteric plexus of
the distal ileum contained some
abnormal prion protein in neurons. This
tissue extends throughout the small
“ntestine, so we cannot completely

e]xminate the possibility that mfeetmty
might-exist in the jejunum or the
duodenum. However, that same study
found no evidence of abnormal prion
protein in the sections of the duodenum
and the jejunum examined. Therefore, it
is likely that, if any infectivity is
present, it is at levels {00 low to present

a public bealth risk. We realize that the -

studies on tissue infectivity have |
limitations, but we are not aware of
evidence that intestine other than the
distal ileum harbors infectivity in cattle
with BSE. If we become aware of data

" indicating that other portions of the
small intestine or the large intestine in
cattle harbor infectivity, we will take

_ action appropriate to the public héalth -
risk presented by the tissues.

We also do not agree that cross
contamination of other parts of the.

- intesting with mfect;vxty in the distal
ileum is unavoidable in the
slaughterhouse. Comments provided
several methods by which the distal |
ileum can be consistently and
effectively removed from the rest of the
small intestine without cross
contamination during slaughter. We

agree that, if these methods are properly |

xmplememed Cross comammatmn can
be avoided.

Finally, we do not agree that we-
should require that the entire intestine
of all catile be designated an SRM
because the IRT recommended it. As
stated previously in this document, the
agency does not find that there is
sufficient evidence to support
designating the entire intestine as an
SRM.

Therefore, we are amending
§§189.5(a)(1) and 700.27(a){1} to reﬂect
that small intestine is a prohibited cattle
material unless it meets the provisions
of new §§ 189.5(b){2) and 700.27(b}2).-
New §§189.5(b}(2] and 700.27(b)(2)
state that small inlestine is not
considered prohibited cattle material if
the distal ileum is removed by a
procedure that verifiably removes at
least-80 inches of the uncoiled and
trimmed small intéstine as measured
from the caeco-colic junction and,
progressmg proximally towards the
jejumim or by a procedure that the
establishment canf demonstrate is -
equally effective in ensuring complete
removal of 'the distal ileum.

These amendments to FDA's interim
final rule are consistent with
amendments that USDA made to its
interim final rule regarding use of small
intestine appearing elsewhere in this
issue of the Federal Register. FDA
regulates stripped and cleaned casings .
derived from bovine small intestirie, and
USDA’s FSIS regulates unprocessed
bovine small intestine and “meat food”

products made with beef casings. It is
important to note that natural beef
casings and 6ther FDA regulated
products derived from small intestine
are-also subject to FSIS requirements
when used in FSIS regulated products.
Specifi cal}y, FS!S will not permit
natural casings derived from beef small
intestine to be used in meat food
products unless the casings are derived
from cattle that have been inspected and

‘ passed in a U.5. official establishment

or in a certified foreign establishment.

B. Status of Milk and Milk Products

The interimi final rule provides that
no human food or cosmetics shall be
manufactured from, processed with or
otherwise contain, prohibited cattle
materials. Prehibited catile materials
inchude material from cattle not
inspected and passed for human
consumption.:

1. Comments Received

Several comments noted that milk
and .milk products could be viewed as
products that are not inspected and
passed because milk is obtained from
live animals that do not undergo the
same inspection as cattle during
slaughter. These comments noted that

_milk and milk products are
‘internationally recognized to present a

negligible risk of transmitting the agent
that causes BSE and asked that we
clarify the status of milk and milk

products under the interim final rule.
’ 'Z.QResponse to Comments

The interim final rule applies to
materials from cattle slanghtered on or
after the effective date and was not
meant to apply 1o milk and milk
prodicts, which come from live cattle.

© Therefore, we are amending

§§ 189.5(a)(1} and 700.27(a}(1) to clarify
that milk and milk products are not

included in the definition of

“‘prohibited cattle materials.”

‘C. Clarification of the Classification of

Tah’cw Derivatives

" The interim fmal rale defines tallow
and tallow derivatives and states that
prohibited.cattie materials do not
include tallow that contains no more

_ than 0.15 percent hexane-insoluble

impurities and tallow derivatives.

1. Comments Received

~ Several comments requested that we
clarify whether the tallow used as
starting material for the tallow
derivatives hasto contain no more than
0.15 percent insoluble impurities in
order for the tallow derivatives not to be
inchuded in the definition of
“prohibited cattle materials.”
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2. Response to Comments

The exemption of tallow derivatives
from the definition of " prohibited cattle

© ’materials” does not depend on the

source tallow for the derivatives. For the

reasons discussed in the preamble to the’

interim final rule, tallow derivatives
present a negligible risk of transmitting
the agent that causes BSE regardless of
the source tallow. Therefore, all tallow
derivatives are exempt from the ban on
the use of prohibited cattle materials in
human food and cosmetics.

D. Status of Human Food and Cosmetics
Derived From Cattle Hide

The interim final rule provides that
no human food or cosmetics shall be
manufactured from, processed with or
otherwise contain, prohibited cattle
materials. Prohibited cattle materials
include products that have not been
inspected and passed for human
consumption. Cattle hides, which are
used as source material for collagen and
collagen casings, receive antemortem
but not postmortem inspection in most
slaughter operations.

1. Comments Received

Several comments stated that the
commenters did not believe that FDA
meant to designate all catile hide and
products derived from hide as
prohibited cattle material because they
do not undergo postmortem inspection.

‘These comments also pointed out that

antemortem inspection is when BSE
might be detected from the behavior or
appearance of the animal, while
postmortent inspection is more useful
for detecting cross contamination among
parts of the carcass. Comments
indicated that risk of cross
contamination by other carcass parts is
not relevant for the hide because it is
removed at the beginning of the
slaughter process. In addition,
comments noted that cattle hide is
internationally recognized to be a tissue
with a negligible risk of transmitting the
agent that causes BSE, and the World
Organization for Animal Health (OIE)
recommends that it be freely traded
regardless of the BSE risk status of the
exporting countries.

2. Response to Comments

We agree with these comments. It was
not our intention to designate all
products derived from cattle hide as
prohibited cattle materials for use in
human food and cosmetics. We also
recognize that cattle hide has been
determined to be a tissue with negligible
risk of transmitting the agent that causes
BSE and that the OIE recommends that
it be freely traded regardless of the BSE

Hisk status of the exporting countries.

Therefore, we are exempting hides from

- the provisions of the interim final rule

and are amending §§189.5(a}{1) and
700.27{a)(1) to clarify that hides and
hide-derived products are net included
in the definitions of “prohibited cattle
materials.” Though we are exempting
hides from the provisions of the interim

> final rule, manufacturers and processors

must take precaytions to avoid cross
contamination of hides and other
nonprohibited cattle material with
prohibited cattle material during
slaughter and processing. If hides are -
cross contaminated with prohibited’
cattle material, they will be considered:
adulterated,

E. Method for Determining the Level of
Insoluble Impurities in Tallow

Under the interim final rule
(8§ 189,5(a)(6) and 700.27(a)(6}}, any
raw materials may be used as the
starting material for tallow production
as long as the resulting tallow contains
no more than 0.15 percent hexane
insoluble impurities. The interim final
rule requires that the method for -
“hexane-ingoluble matter” described in
the 5th edition of the Food Chemicals
Codex {(FCC) be used to measure
‘hexane-insoluble impurities in tallow.
The interim final rule also states that an
alternative method may be used if it is
- equivalent to the FCC method.
1. Gomments Received
We received several comments
requesting that we specify a different
method for measuring insoluble
impurities in tallow. Comments stated
.that the domestic tallow industry
‘primarily uses a method of the .
American Oil Chemists” Society (ADCS)
*to measure insoluble impurities. In
comparison to'the FCC method,
comiments stated that the AOCS method
is less expensive, requires less solvent ~
and has lower solvent disposal costs,-
and does hot réquire specialized -
equipment or supplies. These cominents
requested that FDA approve the AOCS
method for measuring insoluble ‘
impurities.
2. Response to Comments
FDA agrees that the FCC method is-
more expensive, uses more solvent, and
requires more specialized equipmsnt
than other methods currently used by '
industry. In respense to comments and
the information we obtained about the
various methods, we are amending the
interim final rule to cite the method for
measuring insojuble impurities of the
AOCS (“Insoluble Impurities,” AOES.
Official Method Ca 3a-46) or a method
equivalent to it in accuracy, precision
and sensitivity. The AOCS method is

currenily used by the domestic tallow
industry, uses updated equipment, is
less expensive to implement, and may
be more sengitive than the FCC method.
Reference to the AOCS method in the
amended interim final rule does not
exclude use of the FCC method we cited
in the interim final rule. Any testing
method may be used that is equivalent
to the AOCS method. Those wishing to

- use an alterniate test are responsible for

determining that it is equivalent to the
AOCS methad cited in the interim final
rule as amended here; it is not necessary
that FDA approve the use of an alternate
test.

IH. Summary of Amendments to the
Interim Final Rule

We are amending §§ 189.5(a){1) and
700.27{a}(1} to reflect that small
intestine is a prohibited cattle material

. unless it meets the provisions of new
-§§ 189.5(b}{(2} and 700.27(b)(2). New

§§ 189.5(b}(2} and 700.27(b)(2) state that
small intestine is not considered
prohibited catile material if the distal
ileum is removed by a procedure that

- removes at least 80 inches of the

uncoiled and trimmed small intestine as
measured from the caeco-colic junction

‘and progressing proximally towards the
* jejunum or by a procedure that the

establishment can demonstrate is
equally effective in ensuring complete
removal of the distal ileum.

We are amending §§ 189.5(a)(1) and
700.27(a)(1) to specify that milk and

" milk products and hides and hide-

derived products are not prohibited
cattle materials. -
‘Finally, we are amending

" §§ 189.5(a}{6) and 700.27(a){6) to

indicate that tallow, if it is sourced from
unknown materials, must contain not

_more than 0.15 percent insoluble

impurities as determined by the method
“Inseluble Impurities” (AOCS Official
Method Ca 3a-46}, AOCS, or another
method equivalent in accuracy,

-precision, and sensitivity to AOCS

Official Method Ca 3a-46.

IV. Effective Date and Opportunity for
Public Comment

FDA provided the public with an
opportunity to comment on the issues
raisect by the interim final rule and
addressed in this document. These
amendments to the interim final rule are
in response to some of those comments.
These amendnients to the interim final
rule are effective October 7, 2005. FDA
invites public comment on these
amendments to the interim final rule.
The comment period will be 60 days.
The agency will consider modifications
to these amendments to the interim final
rule based on comments made during
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the comment period. Interested persons
may submit to the Division of Dockets
Management (see ADDRESSES] written or

f! ™ electronic comments regarding these

amendments to the interim final rule.
Submit a single copy of electronic
comments or two paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

FDA will address other comments
received in response to the interim final
rule and comments received in response
to this amendment in further
rulemaking.

V. Executive Order 12866 and
Regulatory Flexibility Act -

FDA bas examined the economic
implications of this amendment to the
interim final rule as required by

Executive Order 12866. Executwe Order

12866 directs agencies to assess all costs
and benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). Executive Order

_ #77"12866 classifies a rule as significant if

it meets any one of a number of
specified conditions, including: Having
an annual effect on the economy of $100
million, adversely affecting a sector of
the economy in a material way,
adversely affecting competition, or
adversely affecting jobs. A regulation is
also considered a significant regulatory
action if it raises novel legal or policy
issues. FDA has determined that this
amendment to the interim final rule is
not an economically significant
regulatory action.

FDA has examined the economic
implications of this amendment to the
interim final rule as required by the
Regulatory Flexibility Act (5 U.S.C.
601-612). If a rule has a significant
economic impact on a substantial
number of small entities, the Regulatory
Flexibility Act requires agencies to
analyze regulatory options that wounld
lessen the economic effect of the rale on
small entities. FDA has determined that
this amendment to the interim final rule
does not have a significant economic
impact on a substantial number of small
entities.

Bovine Small Intestine

The effect of amending the interim

final rule will be that FDA regulated

f ™urman food and cosmetics may be

manufactured from, processed with, or
otherwise contain small intestine if the
distal ileum is effectively removed. FDA
‘regulates stripped and cleaned casings
derived from bovine small intestine, and
"USDA’s FSIS regulates unprocessed
bovine small intestine and ““meat food”
products made with beef casings. Very
few, if any, FDA regulated foods use
beef intestines or beef casings as an
ingredient. Therefore, the impact on
FDA regulated food industries as a
result of this amendment to the final -
rule is expected to be small. In the
‘economic analysis of the interim fmal
rule, FDA did not estimate any
opportunity costs for cattle slaughterers
or manufacturers that used beef small
intestines and beef natural casings in
their products because the small
intestine had already been banned as
human food by the FSIS interim final
rule (69 FR 1862, ‘January 12, 2004).

USDA’s FSIS is amending its interim
final rule to allow the use of bovine
small intestine, without the distal
ileum, in-USDA regulated products.
FDA’s amendment will benefit those
FSIS regulated manufacturers who-use
beef casings; FDA’s amendment again
allows this bovine material potentially

,to be used in F8IS regulated products.
See the FSIS interim final rule (69 FR
1862;. ]anuary 12, 2004) and '
accompanying analysis for the cost

-savings associated with the renewed use
of bovine small intestine in‘human
foods products.

Tallow \

FDA is amending the interim final
rule Yo cite the AOCS method for
measuring insoluble impurities in
tallow. The domestic tallow industry
primarily uses the AOCS method to
‘measure insoluble impurities in tallow,
so this change to the rule will reduce-
the burden of having to switch to anew
measurement standard for many of the
domestic tallow manufacturers. In-
companson to the FCC method cited by

- the interim final rule, commenters
stated that the:AOCS method is less

_expensive than the FCC method. Tallow .
producers do not have to use the AQCS
method if they use another method that
is equivalent to the AOCS method in
accuracy, precision, and sensitivity.
Tallow producers using nonAOGS
methods that can be validated will

likely not switch methods and will only |
bear the cost burden of validating that
their method is equivalent to the AOCS

“method. Tallow producers, who do not
currently use the AOCS method but
decide to switch 1o the method as a
result of this amendmem to the interim
final rule, will pay a $50 fee to.obtain
the AOCS copyrighted method.
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The following references have been
placed on display in the Division of
Dockets Management {see ADDRESSES)

-and may be seen by interested persons
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Web site addresses, but we are not
responsible for subsequent changes to

" the nonFDA Web sites after this

document publishes in the Federal
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53068 Federal Register/Vol. 70, No. 172/ Wednesday, Septernber 7, 2005/Rules and Regulations

List of Subjects
21 CFR Part 189

£ Food additives, Food packaging,

Incorporation by reference.
21 CFR Part 700

Cosmetics, Packaging and containers,
Incorporation by reference.
m Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
authority delegated to the Cominissioner

of Food and Drugs, 21 CFR parts 189
and 700 are amended as follows:

PART 189—SUBSTANCES
PROHRIBITED FROM USE IN HUMAN -
FOOD

® 1. The authority citation for 21 CFR
part 189 continues to read as follows:

Authority: 21 U.S.C. 321, 342, 348, 371.
m 2. Part 189 is amended by revising
§189.5 to read as follows:

Subpart B—Prohibited Cattle Materials

Sec.
§189.5 Prohibited cattle materials.

Subpart B—Prohibited Cattle Materials

§189.5 Prohibited cattle materials.

(a) Definitions. The definitions and
interpretations of terms contained in
section 201 of the Federal Food, Drug,
and Cosmetic Act (the act) apply to such

£ "erms when used in this part. The

following definitions also apply:

(1) Prohibited cattle materials means
specified risk materials, small intestine
of all cattle except as provided in
paragraph (b)(2) of this section, material
from nonambulatory disabled caitle,
material from cattle not inspected and

assed, or mechanically separated
(MS){Beef). Prohibited cattle materials
do not include tallow that contains no
more than 0.15 percent insoluble
impurities, tallow derivatives, hides and
hide-derived products, and milk and
milk products.

{2) Inspected and passed means that
the product has been inspected and
passed for human consumption by the
appropriate regulatory authority, and at
the time it was inspected and passed, it
was found to be not adulterated.

{3} Mechanically Separated
(MS){Beef} means a meat-food product
that is finely comminuted, resulting
from the mechanical separation and
removal of most of the bone from
attached skeletal muscle of cattle
carcasses and parts of carcasses that
meets the specifications contained in 9
CFR 319.5, the regulation that prescribes
the standard of identity for MS

MSpecies).

(4) Nonambulatory disabled cattle
means cattle that cannot rise from a
recumbent position or that cannot walk,
including, but not limited to, those with
broken appendages, severed tendons or
ligaments, nerve paralysis, fractured
vertebral column, or metabolic
conditions.

() Specified risk material means the
brain, skull, eyes, trigeminal ganglia,
spinal cerd, vertebral column
{excluding the veftebrae of the tail, the -
transverse processes of the thoracic and
lumbar vertebrae, and the wings of the
sacrum}, and dorsal root ganglia of cattle
30 months and oldér and the tonsils and
distal ileum of the small intestirie of all
cattle.

(6) Tallow means the rendered fat of
cattle obtdined by pressing or-by-
-applying any other extraction processto
tissues derived directly from discrete.
adipose tissue masses or to other carcass
parts and tissues. Tallow must be
produced from tissues that are not
prohibited cattle materials or must
contain not more than 0.15 percent’
insoluble impurities as determined by
the method entitled “Insoluble :
Impurities” {ADCS Official Method Ca
3a-46), American Oil Chemists’ Society
(ADCS), 5th Edition, 1997, incorporated

by reference in accordance with 5 U.5.C,

552(a) and 1 CFR part 51, or another
method equivalent in accuracy, -
precision, and sensitivity to AOCS

‘Official Method Ca 3a-46. You may
obtain copies of the method from AOCS- -
{http://www.aocs.org) 2211 W, Bradley

Ave. Champaign, IL 61821. Copies may
be examined at the Center for Food

Safety and Applied Nutrition's Library,
5100 Paint Branch Pkwy., College Park,

‘MDD 20740, or at the National Archives
‘and Records Administration (NARA).

For information on the availability of -
this material at NARA, call 202-741~"

‘6030, 0r go to http://www.archives.gov/

federal_register/
code_of federdl regulations/
ibr_locations.himl.

(7) Tallow derivative means any
chemical obtained through initial
hydrolysis, saponification, or trans-
esterification of tallow; chemical
conversion of material obtained by
hydrolysis, saponification, or trans-
esterification may be applied to obtain
the desired product.

{bY Requirements.

{1} No human food shall be
manufactured from, protessed with, or
otherwise contain, prohibited cattle
materials.

{2) The small intestine is not
considered prohibited cattle material if

the distal ileum is removed by a
procedure that removes at least 80
inches of the uncoiled and trimmed
small intestine, as measured from the
caeco-colic juniction and progressing
proximally towards the jejunum, or by

" a procedure that the establishment can

demonstrate is equally effective in
ensuring complete removal of the distal

_ileum.

{c} Records. Manufacturers and
pracessors of Human food that is
manufactured from, processed with, or
otherwise contains, cattle material must
make existing records relevant to
compliance with this section available

1o FDA for inspection and copying.

{d} Adufteration.

(1) Faibure of a manufacturer or
processor to operate in compliance with
the requirements of paragraphs (b} or (c)
of this section renders human food
adulterated under section 402{a){(4) of
the act.

{2) Human food manufactured from,
processed with, or otherwise containing,
prohibited cattle materials is unfit for
human food and deemed adulterated
under section 402{a)(3} of the act.

(3) Food additive status. Prohibited
cattle materialg for use in human food
are food additives subject to section 409
of the act, except when used as dietary

.ingredients in dietary supplements. The

use or intendéd use of any prohibited
cattle material in' human food causes the

-material and the food to be adulterated

under section 402{a}{2)(C) of the act if
the prohibited cattle material is a food
additive, unless it is the subject of a
food additive regulation or of an

" investigational exemption for a food

additive under §170.17 of this chapter.
PART 700—GENERAL

® 3. The authority citation for 21 CFR.
part 700 ¢ontinues to read as follows:

Authority: 21 U. 8. C. 321, 331, 352, 355,
361,362, 371, 374.

# 4. Part 700 is amended by revising

§ 700.27 to read as follows:

§700.27 Use of prohibited cattle materials
in cosmetic products.

{a) Definitions. The definitions and
interpretations of terms contained in
section 201 of the Federal Food, Drug,
and Cosmetic Act {the act) apply to such
terms when used in this part. The
following definitions also apply:

(1] Prohibited cattle materials means
specified risk materials, small intestine
of all cattle except as provided in
paragraph (b}{2) of this section, material
from nonambulatory disabled catile,
material from cattle not inspected and
passed, or Mechanically Separated
{MS)(Beef). Prohibited cattle materials



?%M.

Federal Register/Vol. 70, No. 172/ Wednesday, September 7, 2005/Rules and Regulations 53069

do not include tallow that contains no
more than 0.15 percent insoluble
impurities, tallow derivatives, hides and
hide-derived products, and milk and
milk products.

(2) Inspected and passed means that
the product has been inspected and
passed for human consumption by the
appropriate regulatory authority, and at
the time it was inspected and passed, it
was found to be not adulterated.

{3) Mechanically Separated
{MS){Beef) means a meat food product
that is finely comminuted, resulting
from the mechanical separation and
removal of most of the bone from
attached skeletal muscle of caitle
carcasses and parts of carcasses that
meet the specifications contained in 9
CFR 319.5, the regulation that prescribes
the standard of identity for MS
(Species).

{4) Nonambulatory disabled cattle
means cattle that cannot rise from a
recumbent position or that cannot walk,
including, but not limited to, those with
broken appendages, severed tendons or
ligaments, nerve paralysis, fractured
vertebral column, or metabolic
conditions.

(5) Specified risk material means the
brain, skull, eyes, trigeminal ganglia,
spinal cord, vertebral column

e (excluding the vertebrae of the tail, the

&

‘ransverse processes of the thoracic and
lumbar vertebrae, and the wings of the

sacrum), and dorsal root ganglia of cattle *

30 months and older and the tonsils and
distal ileum of the small intestine of all
cattle. :

{6) Tallow means the rendered fat of
cattle obtained by pressing or by
applying any other extraction process to
tissues derived directly from discrete
adipose tissue masses or to other carcass
parts and tissues. Tallow must be

roduced from tissues that are not
prohibited cattle materials or must
contain not more than 0.15 percent
insoluble impurities as determined by
the method entitled “Insoluble
Impurities” (AOCS Official Method Ca
3a-46), American Oil Chemists’ Society
(AOCS), 5th Edition, 1997, incorporated
by reference in accordance with 5 U.S.C.
552(a) and 1 CFR part 51, or another
method equivalent in accuracy,
precision, and sensitivity to AOCS
Official Method Ca 3a-46. You may
obtain copies of the method from the
AQCS (http://www.aocs.org) 2211 W.
Bradley Ave. Champaign, IL 61821.
Copies may be examined at the Center
for Food Safety and Applied Nutrition’s
Library, 5100 Paint Branch Pkwy.,

##mollege Park, MD 20740, or at the

&

Jational Archives and Records

Administration (NARA}. For
information on the availability of this
material at NARA, call 202-741-6030, .
or go to http://www.archives.gov/federal
_register/code_of_federal_regulations/

_ibr_locations.html.

(7} Tailow derivative means any
chemical obtained through initial
hydrolysis, saponification, or trans-
esterification of tallow; chemical -

v L et arinl silvesy

conversion of material obtained by
hydrolysis, saponification, or trans-
esterification may be applied to obtain
the desired product.

(b} Réquirements.

{1) No cosmetic shall be manufactured
from, processed with, or otherwise
contain, prohibited cattle materials.

£3Y L
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{2} The small iptestine is not
considered prohibited cattle material if
the distal ileum jsremoved bya
procedure that removes at least 80
inches of the uncoiled and trimmed
small intestine, as measured from the’
caeco-colic junciion and progressing

" proximally towards the jejunum, or by
" a procedure that the establishment can

demonstrate is equally effective in
ensuring complete removal of the distal
ileum. : )

{c) Records. Manufacturers and
processors of cosmetics that are )
manufactured from, processed with, or
otherwise contain, cattle material must
make existing records relevant to
compliance with this.section-available
to FDA for inspection and copying.

{d) Adulteration. Failure of a
manufacturer or processor to operate in
compliance with the requirements of
paragraph {b) or (c] of this section
renders a cosmetic adulterated under
section 601{c) of the act.

Dated: August 34, 2005,

Jeffrey Shuren,

Assistant Commjssé’oper for Policy.

[FR Doc. 0517683 Filed 9-6-05; 8:45 am}
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DEPARTMENT Of HEALTH AND
HUMAN SERVICH!

Food and Drug Administration

21 CFR Part 866 .}
[Docket No. 2003D-0221]

Amendment
AGENCY: Food and
HHS.

ACTION: Final rule;
amgndment.

rug Administration,

echnical

.rule in the Feder

R ANWON N 13

_ Accordingly, FDA
- regulation in § 866
866.3610) to corred

" amended as follow

- m 2, Section 866.36

SuMMARY: The Fobd and Drug
Administration (§DA) published a final

31, 2003 (68 FR 6£007). The final rule

classified the en
1l (special contro

vt

toxin assay into class

J. The agency

classified the device into class 11

reasonable-assu
effectiveness pf :
amending the.ag

{special controls}}in order to provide

ce of safety and

e device. FDA is
ncy’s regulations to

redesignate the s¢ction number listed in
the Code of Fédetal Regulations. {CFR)

from § 866.3610 fo

DATES: Thisrule |s
7, 2005.

§866.3210.

effective September

FOR FURTHER INFORMATION CONTACT:

; A e
Freddie M. Poole

and Radiological

Mot £, 4
Center for Devices

Health (HFZ—440},

Food and Drug Administration, 2098

Gaither Rd., Rock

1 cyille, MD 20850, 240—
2760496 ext, 111 ;

SUPPLEMENTARY IN

ORMATION: FDA has

found that the endptoxin assay

regulation does nol
section number Hs

redesignating the s
§866.3610 to 866.3

List of Subjects in ]

Biologics, Labors
devices. .

u Therefore, undex
Drug, and Cosmeti
authority delegateq
of Food and Drugs

PART 866—IMMU
MICROBIOLOGY

1. The authority
part 866.continues

Authority: 231 U.S.
360§, 371.

reflect the correct
ed in the CFR.

s amending the
3610 (21 CFR

k the error by

bction number from
(210.

21 CFR Part 866

tories, Medical

the Federal Food,

b Act and under

to the Commissioner
21 CFR part 866 is

5

OLOGY AND
EVICES

Eitation for 21 CFR
to read as follows:

. 351, 360, 360c, 360e,

0 is redesignated as

§;86§.36w {R:e,deslrated as §866.3210 ]

§866.3210.

Dated: August 26, 2
Linda S. Kahan,
Deputy Diféciqx, Cent
Radiological Health.

005.

br for Devices and

[FR Dbc. 05-17645 Flled 9-6-05; 8:45 am]
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