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Bé);ujatoty Flexibility Act

We certify that these rules will not
have a significant economic unpacl on
a substantial number of small entities.
Therefore, a regulatory flexibility
analysis as provided in Pub. L: 96--354,
the Regulatory Flexibility Act, is not .
required.
{Calalog of Federal Domestic Assistance

Program No. 96.006, Supplemcntal Security
Income) .

List ofSu!:,ecls in z0 CFR Part 416
Administrative practice and
procedure, Aged, Blind, Disability

‘benefits, Public assistance programs,

Reporting and recordkeeping
nts, Supplemenlal Security

Income (Ss1)..
- ‘Dated: May 27, 1997

Jobm J. Callahan,

Acﬂlg Gmmmzo;wrof Sacial Seamty
"Subpart D of part 416 of chapter II1 of

. title 20 of the Code of Federal .
: Regulations i is sménded as ﬁollom

PART 415-{AMENDED]

i. The authodtycxtatmn ﬁor oubpar£ b

- of part 416.continues to read as follows:-

 Awtherity: Secs. 702(a)5), 16116a), Bl. (c).-

and fo), 1612, 1617, and 1631 of the Sacial-

Act (42 US.C, 902(a){5). 13824l ®),
[c). and (e), 1382a, 1382f,and 1363). : -

2 Section 416.420 is amended by
i {a) and mdsdgnat_in

OWS:

' -"-'_-uiuzo Demmhaumofb‘neﬂls.

countable income in. thesecond
‘prior to the current month to -~

-useindetemnnmg

income the.amount by which your
Social Security benefit in February
exceeds the amount of your Secial
Security benefit in December.

" Example 1. Mrs. X's benefit amount is
‘being determined for September (the current

" month). Mrs. X’s countable income.in July is

usedtodelcrmnelhebemﬁtmoumfor
B‘mmp)ez Mr. YsSSlbcneﬁtamounl\s

"being determined for January {the curreat

mn{h). Mr. Y has Social Secusity incoms of
$100 in November, $100 in December, and
$165 in January. We find the amount by

_ which his Social Security income in Janaary

exceeds his Social Security income in
Nuvenber(ss)nndaddﬂmttnhlsmoomem
November to determine lheSSl bonelil
alnuun( for Januery.

LR » - -

. {c) Reliable mfomaalum leuch is-

‘ ‘currently avuilable Jor determining -

benefits. The Commissioner has -
deteiinined that no reliable information
exists which is currently available to -
beuiofit amounts.

- (1) Raliable information. For purposes

 of this' -section “‘reliable-information"
. means payinent informatiori that is--

‘maintained on a-computer system. of

_records by the goveriiment agency

determining the payments (e.g .
Departiutent of Veterans Affairs, Ofﬁce

' of Personnel Managemont far Federal

civil ser¥ice information and the
Railroad Retirement Board). - :
A{2) Currently available mfommtmn

8 . For purposés of this section “currently

available information’ means” - .
mfotmauon that iz available at such
time that it permits us to compute’ and
issue e correct benefit for the month the
information is pertment -

- ® xe ..

S [FRDoc 97-14614 l-'iled 8-—4-—97 8:45 am|
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DEFARTI‘*NT OF HEALTH AND

-mempuuu ’

. smmm::eamwy

‘WBS‘G mmon
» AW’ Fnogl andDmg I\dmlmstranon, )

Actml?mal;ula.

. ’September 15,1989 (54 FR 38219).°F:":  ©°
: ’l‘hesemkwmaﬁrmedpsGRASbased, ’
s on the chemical similarity between: .~

hydrogenated menhaden oil with an
iodine number between 86-and 119 is -
GRAS as a direct human food ingredient
with no limitation other than current
good manufacturing pracnce These
actions completé the agency’s respense

Jp a petition filed by the National Fish
Meal and Oil Association. -

DATES: Effective Jurie-S, 1997. The

"_Director of the Office of the Federal

Register approves the incorporation by
refersnce, in accordance with 5 U.S.C.
552(a)and 1 CFR part 51, of certain
publications in 21 CFR 184.1472(a)(2),
effactive June 5, 1997. .

Fm FURTHER INFORMATION | CONTACT
Lawrence J. Lin, Center for Food Safety
and Applied Nutrition (HFS—206), 200 C
St. SW., Wasblngton. 'DC 20204, 202~
418-3103, :

SUPPLEMENTARY INFORMATION: In -
accordance with 21 CFR 170.35; the .
National Fish Meal-and Oil:Association,
2000 M St. NW., suite 580, Washington,
DC 20036 {current address: 1525 Wilson-
Blvd., suite 500, Arlington, VA 22269),
submitted a'petition {GRASP 6G0318)
seeking affirmation that menhaden.oil
and partially hydrogenated menhaden . .
oil are GRAS for use as direct human - -
food ingredients. The petition incliided
information about thé identity of, and .
menufacturing processes far, menhaden -
.oil and ially hydrogenatad -
en oil; final reports and ) \q
pnblished articles of long-term nnimal
feeding studiss with partiaily . :
hydrogenated menhadénail; S
information about the history of human
*food use of partially hydrogenated =
menhaden oil; and the results of an .
_extensive search of the published
scientific litesature (encompassing over
2,600 articles) with Tespect 10 the safety ’
of fish oils in general. *-

FDA published s notice of filing of *

» ﬂﬂspetluonmﬁwi‘edeulkwmrof, ‘

'july 31,1986 (51 FR 27461), and gave ‘
interested petsoinis an opportumtyto

. . submit comments to FPA's'Dockets
S Managanent!!nm:hj-‘DAmcewed '
© . threecomments, twe from °

manufacturers and,one froma’
gaverament agency. All of the - :
comments supported the affirmation of

_'GRASstatustrusaoftBaollsmfood.

FDA affirmed that partially
‘hydrogemated ménhaden oil {wtth an -
iodine number ot mars than 85) and o
fully Eydrogenated menhadeir-oil are o

GRASinthaP.&anemot : o

these oils and partiajly hydrogmmmd

he  commisn edible vegetabla oils; and.on °

the ostab!uhedhutory of use in. Europe L
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."-menhaden oil that has not been .
hydrogenated, bacause this oi} contalns -

" high levels of the omega:3
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of these oﬂs in: mn‘@mnemd
T shommmg(stl FR 38218 atsazzz)

Pendmgﬁuthm- evaluation; the
its decision on -

po fatty-acids’:
_eicosapentsenoic acid (EPA) and

- docosahexsenoic acid [DHA},thch m
. knowa ta have physiologic effects, for:-

exnmple. ts on blood clomng (52

‘-" FR30219L'1’heagencysevaluabonxs :
' LBamforGRASShIns '

Under sel:tlon 201(3) of the? act {21

- US.C, 321(5)) and §170.30 (21 CFR

"+ 170.30), general recognition of safety -
. may be bssed anly on the viaws of

" experts qualified by scientific training ™

and experience'to evaluate the safety of -
substances added to food. The basis of
such views may beeither: (1) Scientific

- .. procedures.or, (2)-in-.the case of a
.substance.used in food prior to Jazivary
-1, 1958, expanencahsedoncommon

nseinfood.cenemlmcogmnonof

. -sufety based upon muﬁcprocndm-‘

requires the same quantity and quality -
of scientifie evidence as is required to

: obtnm approval of a food additive and

i to be based upon published

-‘;}t:dms,whmbmnybe corroborated by

stadies and other data and

" :information (§ 170.30(b}). The petitioner
_reliesu

stientific procedures to
that menhaden oil is GRAS,
beunnthooﬂhsnu history of :

_ COIMMOoN use as a food mgredlenl pnor'
A tn1958.

I Idemtity .
Menhaden oil is a refined manna.ml

- ﬂmt is-derived from inenbaden fish

(Brevoortio spems) It consists
primarily of triglycerides, mat!l:;mnll

o amounts of monoglycerides

diglycerides. The tugtycendssamesm
ofglymolmdhﬁymdsmthcbnins

- of 14 to 22.carbon atoms. Menhaden oil
- differs from-edible vegetable oils and -

aninral fats in its high proportion of
polyunsaturated fatty acids with 4, 5_

‘and 6 double bonds (about 25 percent).

The mean percentages for these -

" polyunsaturated fatty acids in

. menbaden oil‘are C18:4 (2.3 percent),
- C20:4 (2.0 percenl) Cz0:5 (131

percent), C22:5 (2.5 percent) and C22:6
(6.7 percent).? C20:5 and C22:6 are EPA
and DHA, respectively, and are the .
major-source of omege-3 fatty acids from
fish oil. { pu-3 fatty acids refer to
fatty acids with the first double band

1 The Ficst nussher refors 10 the total number of
carbon atosms in the fatty acid; the second mumber
refors to the totel number of double bonds. -

occurring
.methyl (or omega)-end of the fatty acid.).
- Menhadin

at t'he thud carbon fmm the
oil alse contaiiis‘sbout 33

percent saturated fatty acids.and about
‘31 pomml monounsamramd fatty acida

Mmbaden. a ﬁsh is’
Mexico and northward along the -
Atlantic coast of the United Stafés. The.
figh is Jess than 12 mdmslmgandiqss
than 8 poand produce

iaht.
" -menhaden gil, the ﬁ:lmscooked whole

_ataboutse'cbxam 10 minutes.to

- coagilate the protein and ruptyre the fat -

cells. The cooked fish is then'pressed

. underthestandardsetfonhinsecunﬁ"
~ CosmeticAgt (21 U. S.C. 343(:)(3})-
' pubhcl} available scientific evidence.

plankton-feedmg training and e that the-claim -
»harvested commercially from the Gulf of .- e Xpertence:
’ - supponed by the evidence. In the
Federal Register.

-a hiealth claim relating to an assocmﬁon

" because it had concluded that:there was

-403(r)(3)-of thie Fedetal Food; Dru ,and B
Whether, based on the totality. of -

there is: sigmﬁcant scientific agraement,
.- among expexts gualified by scientific

for the diet-disease relationship is -~
‘of January 6, 1993 (58 _

FR2682) FDAissnedaﬁnnlrul .
annouiicing its decision not 1o ‘authorize

between omega-3 fatty acids and a-
decreased risk of coronary heart dnseue

and the liquid is centrifuged to separate .. not significant scientific agreement .
the oil and aqueous phases. Crode oilis -among experts that the totality of the
then shipped to food companjes for . scientific evidence supparted the claim. ]
fosther .whlchmaymclude ‘Because.the focus of that evalustion was'
ztorage(wtnteﬂnhon). a rgview of evidence concerninga . - .

neutralization, bleachhxg.deoduﬁzaﬁon, : iblebeneﬁda[effectol’omegus
andhydrogenatmn "go”ncldsunthebetn,a “f

' ive review of the etyof

wwtvﬂuaﬁm e T amegn-aﬁttynddsﬁuinﬁshoﬂao:

Data in the:petition mdmltsth&t " - other sonrces was not éonducted.
lngeeﬁonol’EPAandDHA&omﬁnhoils," Ma’mmmﬁm;mﬁnﬂnﬂa
can have a significant effect on bleeding - the did discuss; in addition to

time (the time taken for bleeding from :

) ustandarduedskmwoundtnoease)and

other physiological effects, as. discussed
below. Because of the petantial safety
concerns raised by these affacts, and
because there are no food dilsin the
food supply containing significant .
amounts of EPA and DHA, the. agency
contiacted with the Mitre - to-

an independent amlym of l:he

_scientific literature on the sdfety of -

menhadiin oil. The Mitre Cotp. usued.
in April 1989; a report entitlad.’ '}hnlth
Effects of Refined Menhaden Ojl.”
{Coples are available from the. Nauoml
Technical Information Servics, Order
No. PB89-182388, price code AOB )
" The report stated thit:

{aln increase in bleeding time in !lieonly

t hoakth effect obeerved in Bumans

that has been firmly established asa " . -
consequence of fish vil ingestion. This effect

hsbunmpuudamcdohllymdn&kimo
and -ohserved in

 studies of bealthy human subjotts with a .

daily intake of 3 g [grams] of amega-3 falty .
acids. The magnitade of the effect at this low

dose is not a cause for alarm, but atack of
systematic dose-resporise dats pretiudes
prediction of the severity oftheaﬂ'eclnt
higher daily intakes. -
{Pages 7-1 tnd 7-2-of the rej )

In addition, the Nutrition i
and Education Act of 1990 required
FDA to evsluate health claims for 10
nutrient-disease relationships, incloding

_ the relationship of omega-3 fatty acids

and heart disease. The agency evaludted
the claim that consumption of omega-3
fatty acids is associated witha .
decreased risk of coronary heart disease

.om:

V. Safety lnfonnnhnn

~ many stadies with supplemental fish
is not Clear (58 FR 2682 at 2699).
‘not correlate with clinically sigiificant
: resardmg the clinieal sighificance of the ]

agency
the potential health benefit, concerns-
over possible adverse effects of fish oils
time, glycemic nonnol nnd
low-density lipoprotein (LDL)-.
bc!;lolasteml These issues are. dlscussed
ow. -

A Bleedmg Tlme

Increased blnednng time has been -
reported in many studies with humans
whose diets were sup nted with -
fish oils. FDA stated in the health claim
final rule that the impartaince of the

increase in‘bléeding’ time reported in -
oils or with increased fish consumption
Further, increases in bleeding time’ dﬁ
bleediirg, and thers are debates

increase in bleeding time {Ref. 1).
However, FDA considers excessive
bleeding to be a safety concern, and has
examined the scientific literaturs for
evidence that um.mlnptiun of fish oils
may contribute lo excessive bleedi

aré mare than 50 reports in the
scxenuﬁc literature on fish oils that -
include data on bleeding timne. Several
reports described the absence of
in bleeding , but did not provc:,;:se
data. A few udms involving
substantial numbers of healthy human
subjects mdu:dtod that there was no
statistically significant increase in
bleeding time after supplemental
intakes of EPA and DHA from fish oils

Y
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in daily amounts of 3,0 gor less (Ref&
3 through 6). Other studies with fewer
human subjects, but in which the total
diat was carefully controlled, also .
revealed that daily intakés 6£3.0 g or
less of EPA and DHA in fish oils d:d not
increase bleeding time {Refs. 7. and 8),
Howevasr, two studies-described
increases in bleeding time that.-werte”
reported to be statistically significant.
Subjects in the studies consuined about
3.0 g per person per day (lpld)EPAand
DHA from fish oils. Mortensed ot al. -
(Ref. 9), in a crossover, double_»blind
placebo-controlled study among 20
normal, healthy males, showed that
| I consumption of tly more than 3.0
] g]dofﬂ’Aand[)HAlnﬁshoxlmpsulos
' " for 4 vdeks produced a small'but: - -
. - statistically mgmﬁamt mcxetse a6 .
3 ‘percent)in median bleed Ume' ’
) ‘however, both the mean
pexcentile bleeding times wete welk
-within'the norinal range: Harvis and
Windsor (Ref: 10) reported that
coasiia]

pﬁohofﬁshmlcoutammgzz
gjddEPAandDHAalsa?mduceda :
small (15 percent) but statistically -
significait increase'in bleeding time;

.'hxtﬂﬂsinmmwasnlsowithmﬂm

vils were fed often wpodedmﬁatxcally
sigriificant increases in bloeding tive
{Refs: 11 throngh 22). In ; those
studies, use of fish oils resul

. Humvst, the pm—trsatmeut bleeding
tlmas in thoge: tudies were. . bayus

pmlongs bleedmg time, was used
concurrently {Refs. 34 through 40). Oue
large study that used a dose of 6 g/p/d
EPA and DHA in fish oils did repert -
four cases of increased bleeding in the
fish oil group (of 124 treated) versus .
none in the placebo group, but the
difference in rates of occurrences -
‘between the two groups was not
statistically signi cant (Ref. 40).

In summary, the totality of the
“sciantific evidencg demonstrates that _
-when consumption of fish-oils is limited
to3 g/p/d oriless of EPA and DHA, there
is no significant risk for increased
bleeding time beyond the normal range.
"A report from an industry-sponsored
roundtable discussion on the topic of
" fish oils and bléeding time. [Ref. 2) also
. supports the.conclusion that £PA and:
DHA are'safe at intake levels:at.or below
ﬂgpld. On the other hand, amoungts of

oils praviding more than 3.g/d of

. EPAmdDmhavegpnemﬂybeeu

- found to produce increases in blee¢ng

time'that are gtatistically. significant: At
this:time, thers are insufficient data to

avaluatetheclmmalagxﬁﬁmnm fthis
of this " noted that miany studieson .- -

findifig. Bacause of the lack of data'and
because aof the potential risk oiaxusswe
. biseding in some-individuals with
. intakes at higher levels, FDA ooncimies
that the safety of menhaden oil is - -
merally recognized only at levels  that -
mt intake of EPA and DHA 10 3glpl

attributed specifically to omega-3 fatty
acids. A study that compared the effects
of fish oil and olive oil (Ref. 45) fed 3

. g/d of EPA plus DHA and did not find

a difference in fasting glucoss or.
glycosylated heumglolnn after fish oil
supplementation compared to baseline;
they did find a significant difference -
compered to the olive oil treatment,
which produced changes in the.opposite
direction from fish oil. Studies on type
I digbetics that reported increased
glucose used higher amounts (4.5 to 8 g/
d) of omegua-3 fatty acids (Refs 46

through 49).
Based onthoavallable information,

" FDA concludes that consumption of -
. EPA and DHA in fish oils at 3 g/p/d by

diabetics Bliss no cimicall{ significant
effect on glycemic control d(hou?h
higher amounts of EPA and DHA (4.5 g/

" p/d and above) remain of coficern. .

Therefore, FDA concludes that 3 g/pld :

 of EPA and DHA is a saf lsvel vnth

respect to glytmmc oontml
C. LDL Cholesterol .
In the health claimi ﬁnalmle. FDA

hypertriglyceridemicor , - -
hypercholestérolemic sd)ieds and
some studies on normal subjects,..

an increage in LDL cholqstaml

_ mpomd

or'apa-B (apolipoprotein B. a; prumipal

- companent of LDE] fellowing fish oil .
: supplemenmdon (58 FR-2682 at 2705)..
- Because increases in LI, cholesterol’

4
‘increased.risk of coronary heart

- ‘disease, FDA recently reevaluated thosg

stndxes. as wellas newer studies
pubhshedﬂwetbhed&dﬁmfmal
rule, to address the question of whéthier |

- .3'g/pl/d of EPA .and DHA derived. frim

menhadmodugon&mllywcogmudu‘

. a safie Jevel with respect to its offéct on'.

R '-hrge umpuuuot‘&h ofls werq,gi\m.
’-‘(l,g,. $.gorinate pex day of ERA pilus

.-as in persons with: diabetes mellitus,
" hypertensioa, sbnormaf blood: lipid.
levels, apd cardiovasculdrdisease

_'msuhsmvana:le themﬂppemswbe

. LDL cholesterdl. Th@apncyeonsidoted .

lhbmparudeffedsofﬁshmlonm

~ cholesterol levels in healthy

withi norinal cholesterol levemwell -

Mamullofiis valmon ‘FDA'- Sl

mgtnﬂwswhe

-mh

aafetywncelntelmngto
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mml.tholaomoinnghxbe e Jmthedxaarymtalm oﬂhe;ef » e ﬁmﬂacnon wéthoutmpportunny
sxiitably addressed by restricting the . Substances, pending comp leuon»ofthe for addmuhnl publs
mlakoofDHAandEPA(S&FRZBBZat _agencylsvaluaﬂonuftbasaf ofDHA usue g

Kt rolokiod bas ab:fimum
tioner suggest use
%:vheisbfmhadanoﬂ for eath food -
iﬂwhinhmenhaden mlmnbe
 Baséd on-thesé Yevels, FDA bas -
determmedihanhemeanmmkeef
- mhenkiaden bil, )Immhadenmlwmm«
bausedaﬂhemaximnmallowablhlevel
in all pe “food categories, would:”
beless!li-ns’gofDHAdeBAper
day Further, menhadennil would -
- substitiste for other dietary fats, soime of
which have simifaréffects on EDL. ©
choledemLanedouxwevdﬂahon ﬁm
agency conchides that the']
- levels ofmqnhadenmlmsafewith
raswct tothe efféct-on IBL cholesteroli

VlConsnnu'bq)onm

In September 1993, the penuoner o
amended the petition to include. . :

_maximum use levels for menhaden oil .

~ invarious food ca ies. Basod.on
"these levels, FDAestlmateaﬂ\atthc )
- PIeqn eXpPOsure lsEPAandDHAfmm '
the use of menhaden oil in:all food’

categories would be 2.8 g/p/d (Ref. 501- '

Although the pefition originally

- inclided all potential food uses of -

- menhaden oil, the petitioner -

__subsequently requesied’that the 1 use o( E

‘amenhadenod minﬁnlﬁurmuhbe :
" Therefore, theexposuracsﬁmm does
nutmchldethxspotenhnluseof :
menhaden &il: ’

'Vﬂ.hdlmunmbalsnf&lsﬁmn
WhenFDAafﬂrmedhydmgvnated .
- and partislly hydrogenated menhaden. ..
oils"as GRAS based on their pre-1958 -
hist ofsaﬁusamfoodthaagmcy
ingl

od inthe nghﬁnn :
“specification that the jodine’ mumber for )
pattially hydrogenated menhaden oilbe -

no more than 85. (fodiné numberisa -
mwumofthenmmuono(htsmd
oils, in térms. of centigrarns of
iotﬁnnnhsa‘bed per-gram of ssmple.)
The iodine numbalhmtafaswas

. chosen then because menhaden oikwith
an indine mumber greater than 85 is not

" considered hardened, and only
- hardened oil had a. documented history

of commaon use in food before 1958 (54
FR 38219 at 38222}. Moreover, -
corroborative toxicologicel studies .
submitted iri the putition used oil with

an jodine number no more than 85 {34

FR 38219 at 38222). The jodine number
limit of 85 also eiisured that the -
partially hydrogenated menhadex oil
affirmed as GRAS at that time would "
Contain no more than traces of EPA and
DHA, and thus would not sxgniﬁcamly

" . .and.EPA as:part of its réview'a
"GRAS statiis of inenliaden oil. By

demonstfuting 1
: hydrigenated- mmhaden 6il may have "

ed - 'aniodinummba

. GRAS. Even if the
) numburanyiscbm:medasm

afthe -

this upper limit;: thoagency

“defarred its dacision. on the GRAS status

of partially hydrogenated: m’enhndlm oll

"’withtnwdmenumberlbovdss

The.
below)
that menhaden ofl is GRAS,

ncy new concludes (as stnled
on scientific procadures,
provided -

-+ ithiit daily intakes of EPA aid DHA fiom-
.mmhadmoﬂdonotuceeda /pid. -
aﬁox;

The petitioner h&'pIOVldé'd'

‘that pardally. -

. 'Brids that ﬁ::i parﬁalll th ¥
hy!h'oganat ymenhaden oil wi m .
mdmenumhor 3 _tn 119 under. -

) s specttied in t;qmem-zxcim;
184.1472 ‘not causé.the total - -
exposure to EPA‘end DHA from all

f. 50]. Therefore, FDA eoncludes

- that partinlly Wydrogenated:
oil with-an-jodine number betweeii 86 -
and 119 is GRAS based-on scientific -
undismmngtheiedine

procedutes,
~numbsdr liinit in the regulation for -

partially hydrogenatad menhaden oil to
119.ththxschnnge.thzmdino -
number-range for lly kydrogenated
‘menhaden oil w llthmnghlm g
instead of 11 through

'l'bee&ctofthe mlheiedlno
number range for y hydrogenated
ménhadan oil will be to affirm as GRAS
a substance thal'was not previously -
"affirmed as GRAS (i.e., pamall

~rathenhanmamendthaspeciﬁcahom
for a subidtance already dffirmed as
in the iodine

mdmem however, the e
eProcadureAct(SUSC.

- 553(b)(3XB)) pérmits an ageicy to

‘amend a regulafion without notice and
comment procedures when' tbeagancy :
for good cause finds that such
proceduares are impracticable, '
nnnocasaary.orcomra:ytotbcpubhc
interest. Because notice of the filing of -
apeﬁhonseahngGRASnﬂimuuonof
menhaden oil and partially :
menhaden dil was given

h
(51 PR 27461), and an opportunity for

public comment on all issues relating to.
the petition, ineluding iodine number -
raxs, was provided at that time, FDA

thatseparate. nddmonnlnotu:e -

and comment procedures on the s,
issue of the iodine number for °
plthaﬂy hydrogenated menhaden oil
are unnecessary. Therefore, the agency
finds that there is good cause to proceed

-

j evaluativn, the ag

to 119. The agencg _

mienhaden

i : * . scientific procedures, that
o hy&mgmatodmanhadtmoxludthnn
" jodine number between 86 end 119),

.. FDA bas svalusted l;winform;hon.(n
tbe ‘petition and many-published articles

in scientific journdls, along with other

mlsvantlnfurnmnon.nandon

ofimenhadenoil as & directfood:i - "
ingrediebt isafe, provided that daily
intakes of EPA and DHA from .- . -

" menbadsn uil do not exceed 3: &lpkL As
'noted in seetion VI-of this decument,

peuuonedusesofmanhadenml
te maximusix use levels for :

V menhndon oil:in specifio food cagsgones"

toamm\hatdﬂﬂyintnkes of EPA and

o DHA from menhaden oil do not exemd
- 3g/pd.. mmmmdmmimd

‘that the inany pertinent published: -

,humanclimahtudmproﬂdean S
. -adequa
(t{p(;:ofmeuhadenoﬂmmed:i#pl»’

bbaswtosoncludexhatﬂn e

'qunhﬁad by sclentific trammg

-'expaneneetoavaluatethoafetyoffood -
_ingredients; Therefore, the agency is

affirming that the use of menhadenoil
asadmst:thumanftmdmgtedientis \
GRAS with specific imfations (21 CFR
184.1(b}2)). This GRAS affirmation is- -
based on scientific procediires (21 CFR
170:30(b)). To ensure that only food- -
grade menhaden oil is'used in food, -

FDA is including appropriate

_specifications in the regulation.

FBA further concludes, based-on.
partially -
hydrogienated menhaden of)- with an"

- jodiité humber between 86-and 119 is.

. GRAS with nio limitation-other than -
‘Corrent’

good manufacturing pmchce.
Therefote, the is increasmg the
jodine pumber limit for partially

i hyd:og«nawdmenlmlenmlto 119 ‘
, Ix.hmmnnpct'

The ageicy is affirming that

. menhaden oil is generally racognlmdas
. nfelGRAS)uadnecthummbod

ingredient with specific limitations. The

agency is also that partially -

hydrogenatéd menhaden oil with an

iodine mumber between 86 and 119 is

.GRAS as adirect human food ingredient

with no limitation other than cuirent
manu -

go‘?%e agmcymly eonmdeted

" the potential envirenmental effects of .

- these actions. FDA has concluded that
these actions will not have a significant -

impact on the human environment, and
that an environmental impact statament
is not required. The agency’s finding of
no significant i and the evidence

suppomns that finding. contained in. an

ﬁndsthaltheuse o
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(HFA-305), Food and Drug
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Food edditives, Food ingredients;
Incorporation by reference.

Therefore, under the Federal Food,
Drug; and Cosmetic Act and under
authority-delegated to the Conxmissioner
of Food and Drigs, and redelegated to
the Director, Centeér for Food Safety and
Applied Nutrition, 21 CFR part 184 is
amended as follows:

PART 184_—-BIRECTFOOD .
SUBSTANCES AFFIRMED AS

" GENERALLY RECOGNIZED AS SAFE

1. The authority citation for 21 CFR
part 184 coritinues to read as follows:

. 'J\ixhrnrs.cs.m.mxtm.mxonhe e
Poduﬂ?md.mla.and(htmeucm(n

U S.C. 32L 342, 348, 371).

,91“ wrz Henluhneil

_ rlhubehchnems. Alhemscleums n7'65-l-73, -
g RS

- {a) Ménhaden oil;{1). M&nhnden onl is.

. prepared from fish of the genus
. Brevogrtia; commmonly known as’

‘- ménhadén, by cocking and

pressing. |
The resulting crudé oil is then mﬁned

~using the folluwing steps: Sto

orage
{winterization); degumming (optmnal)

: ~ nentralization, bleachfng, and

deodarization. Winterization may
soparata lhe oﬂ and produce a sblid

(2] Menhadm oi! nieels thzefollo\hng

ations: °
- @y Colanmd s&att.-. Yollow hqmd ta

) iwhsw solid.

(i) Odor. Ododnss fo- sbghlly ﬁshy
- (iif) Saf ori value. Betwéen

.180.and: 200 as deterinined by the -~ -
_ Ameérican Qil Chiemists’ Society Official
. Method Cd 3-25—" Sapmﬁuﬁcn -
Vahle"(mppmvbd 1988), which'is -
! by reference in'accordance.

wnth 5U5C" 552{n)md 1 CFR part 51.:
Copies of this publication are available
from the Office of Premarket Approval, °

‘. Center-for Food Safety and Applied

Nutrifion (HFS-200}; Food and: Bmg
Administration, 200 C St. SW., -

- Washington, DG 20204, ot available for
. inspection-at the Center for Fw&Safaty

" and Applied Nutrition’s Library, Food .
.and Drug Administration, 208°C St. SW.,

. 3321, Washington DC, or at the

" ‘Office of the Federal Register, 800 North
: Capxtol St NW - suite 700 Waslung!on.'

(iv)lodmenumber Notlessthnn 120

-as determined by the American Oi):-
~  Chemists’ Socisty

Recommended
Practite Cd 1d-92—"lodine Value of

"Fals and Oils, Cycichexane—Acstic .

Acid‘Method,” which-is mcorpoutedby
reference in accordance with 5 usc. .
'552(a) and 1 CFR part 51. The &= .-

‘availahility of this incorporation by

reference is given in paragmph (a) (2)

(#ii) of this section.”

{v)-Unsaponifiable matter. Notmore h
than 1.5 percent as determined by the -
American Qil Chenrists' Society Oﬁicm]
Method Ca 6b-53—"‘Unsapanifiable -
Manex’ (reappmvsd -1989), which is

by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.

The ava:lalnlny of this incorporation by

reference is given in patagraph (a) (2)
(iii) of this section. - -
- (wi} Free Joity acids. Not more than 0.1

percent as determined by the American -

Oil Chennists® Society Official Method :
Ca 5&—40-—"1“1‘00 Fatty Acids”

" 2. Section, 1344472 is mvisedmrea& P
a8’ fo}lows. ~
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(reapproved 1968), which is CFR part 51. Theavallablhty of this 'Matenals Program: Aalytical Methads

., in ted by reference in accordance
! wuthSCSsz{a}andlCFRpaﬂSl

’ ‘The availabnhly of this incorporation by .
reference is given in pzu:agmph (a) {2)
(m) of this section.

* {vii) Peroxide value. Not more, than 5.
milliequivalents per kilogram of oil as -
determined by the American @il =
Chemists’ Society Official Method Cd 8—
53—"Peroxide Value, Acetic Acid—. - .

‘Chloreform Method” {updated 1992} or
Recommended Practice Cd 8b-80— -
“Peroxide Value, Acetic Acid—
Isouctane Method™* (updated 1992),
- which are incorporated by reference in -
- accordance with 5 U.S.C. 552(a) and 1

incorporation by reference is given in

‘ pamgmﬁ}??.)(ﬁi)of this section. -
© (i) Not more than 0.1 part per
" million as determined by the American
- Oil Chemists" Society Official Method
-.Ca 18c-91~"Determination of Lead by
Pirect Graphite Furnace Atomic
Absorption Spectrometry™ (revised
1992), which is incorporated by
Teference in accordance with 5 US.C.
.552{a} and 1 CFR part 51. The g
. availebility of this incorporation by
reference is given in puagraph {a)(2Xiii)
of this section:
. (i) Merciry. Not more than 0.5 part
- per million as determined by the
-method entitled "Blomedxcal Test

for the Quality Assurance of Fish Oil,”
published in the “NOAA Technical -
Memorandum NMFS-SEFC-211,"F. M.
Van Dolah @nd S: B. Gallowuy editors, -
National Marine Fisheries Service, U. S.
Department of Commerce, pages 71-88,
November, 1988, whichis lncorporated

* by reference in accordance with 5 U.S.C.
552{a) and 1 CFR part 51. The g
vavailalnlity of this incorporation by

reference is given in paragtaph (a)(zl(ul)
of this section.

{3} In accordanoe with § 184.1[b)(2]
the ingredient may be-used in food only.-
within the following specific - -

limilations:

Caiewvoﬂwd

Cookies, crackers, swo.a(u)(t) of mm

: Mvoﬂswle&(hlk) 9170.3(0)(00'0"8&%

(vix) Pemx!de vdue Nounoxe than 5
mxllleqnm:lonts perkilagmm of oil.

) (x) Armuc (axAs).Not more thm 0 1
to -part per mﬂhon .

- mﬂhon.
(3) Partially hydmgmated and’

" .. edibla fats of vils, as defipedin -
..~ §170.3(u)(12) of this chapter, mﬁoodat
S level;no!gnemwdcnmtgo_od
{ mati ’ pracﬁce
fi)lflheﬁlotmlu
s " 3¢ thannm‘)gbeussdm
- thelabel of &

e - . itis partiallyl tod, the nama -
" .. shaltincludethe term “partially -
1 ydmgenamd"in;ccordancqwlth

¢ §10L 4(b)(zu}onh:s chapter

’

g ﬁ!dl.ShnE.

: (vux)NickeI Notmorethunospart . Dirw
permillion .

Dated: Mayzz 1991 ‘
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s ook emarcs |-

'hydmgemgdmnmdmmuemdu ;

(;d)ﬁea@ﬂotmthmﬂlpenpe: T

- pmductmnmhhgltshlll- A rati
: mclude‘!ﬁotem'fhydmgenated"onf el A

: Ca:olina ThaNatmnal Network‘wu‘s

by’adding Y mutr; 4xi North:




