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DEPARTMENT OF HEALTH & HUMAN SERVICES ,"~Pub,1jfc“;i~1¢anh Service

Mr. Martin J. Hahn -~
Hogan & Hartson L.L.P.
Columbia Square .

555 Thirteenth Street, NW
Washmgton DC 20004 1109

. March10,2000

‘% Re‘spenw 3(
( R X‘s Mmce \m {j &

i 'Food and Drug Admxmstranon
Washmgton DC 20204 "

Re: GRAS Notice (GRN) No. 000015~

‘Dear’ Mr. Hahn"

The Food and Drug Adrmmstratwn (FDA) 18 TeSpo
‘Hawaii International Seafood, Inc. (Hawaii Int
regulation, proposed 21 CFR 170 3" .62
as Safe (GRAS)). o A

In a subrmssmn dated F ebruary 18 1999 you stated that Hawanql 'em stion

purpose. Fol]owmgaMarch 5, 1999 te 'epiv ne ¢
Premarket Approval (OPA), you subzm’n‘eﬂ

clarifies that Hawaii Intematzonal‘s dete; nmnan@n that the mtended
~based on scientifi ic procedures F DA recexved thts revised notxoe on]

GRN No. 000015.

ndmg to the notlce that you submltted on behalf of
in accordance with the. agency's proposed -
: _rll 17 1997 Substances Generally Recogmzed

‘ '__19;99; Th:s,rewsed notice -
tel@;ssfsmeke 1IsGRAS is

proposed 21 CFR 170 36(c)( I) (1 €., the proposec GRAS exemptxon olann"), you stated that tasteless :

smoke is used to protect the taste,
,deﬁnes the intended use more narro! .
to be used on raw seafood, before it is froz
frozen seafood Therefore we hrmted ou;r e

httn://ww{av.’cfsan.fda;20v/~tdb/opa-g0‘1 Shml o

valua; h of Hawau»

eafood. Within the notice, Hawaii Internatmnal ,
ternatwnal states that tasteless smoke is intended
/e the taste, aroma, texture and color of the
national's notice to the use of
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tasteless smoke on raw seafood that WIII be frozen after itis treated wnth tasteless smoke Hawaii
International’s notice includes tuna and salmon as examples of raw seafood that would be treated thh

tasteless smoke. Consistent with telephone conversatxons between you and representatives of OPA on
February 8 and 9, 2000, we further hm‘ {1 o aixon of Hawan Internatxonal’s notice to tuna.

Data and mformatmn that Hawan Internatxonal presents to support ltS GRAS determmatxon ;

'y bummg orgamc food grade
r and then processing the
-taste components from the
nitrogen, oxygen, carbon
ns trace levels of various
for tasteless smoke, mcludmg
matlonal the specxﬁcauon

Accordmg to Hawaii Internatlonal’s notzce, tasteless smoke 1s ger er’ ‘/
smoking material at a temperature below 850 F (454 C)ina:

resulting smoke through a filter that removes the parnculate ma
vapor phase of the smoke. The primary compo ents of tasteless
monoxide, carbon ledee and methane. In ad tlon, tasteless smek
phenols and hydrocarbons. Hawau International
the specification for the combustion temperature
for the combustion temperature below 8' ‘F h

compounds in the smoke S

Accordmg to Hawau Intematlonal 's noti
smoke has had sufficient time to. ‘impa
factors such as the species, the type of cut, and ickness o
the tasteless smoke for the. appropriate amount o'; ime, it is.

treated with tasteless smoke and tuna treated w 1
carbon monox1de carbon dxox1de hyd carbons ‘ and phenols

- FDA's response to Hawan Internanonal's GRAS determm’ tio

er mformauon avaﬂable to -
of Hawaii. Internatzonal that
/e its taste, aroma, texture, and
: ,,g the € “RAS status of this use

Based on the mformanon provzded by wau m‘cematxonal as we
FDA, the agency has no questions at t}m i
tasteless smoke is GRAS for use on raw tuna, :
color. The agency has not, however made its. o_ njdetermmauonfr
of tasteless smoke. - : : ‘ v

: o;oopy of the text of this letter, as well asa copy of the
ation in proposed 21 CFR 170 36(0)(1), 1S avaxlable
W;de Web

In accordance with proposed 21 CFR 17'”“
information in the notice that conform \
for public review on OPA's home page 0} the /0

b of v,awan Intematx’ ’nal to ensu e that‘ food mgredlents that
‘ al to ensure that food
le legal and regulatory

As always, it is the contmumg respon&b I
the firm markets are safe. It is also the responsi lity of Hawan
_ingredients that the firm markets are otherwi ' : '
requirements, As we discuss in detail below ther party who markets tuna
that has been ppeserVed with tasteless si >sponsible for ¢ - Su h tuna is neither
misbranded under sections 403(a), 403(i) ‘) or 13(k) of the Fede rug, and Cosmetic Act (the ,
FFD&C Act), nor adulterated under sectwh 40 (b)(3) or 402(b)(4) FF D&C Act 3

Misbranding provxsmns of the FFD&C Act ‘

Section 403(k) of the FFD&C Act provxdes‘that':‘a food shall be deemed to be m:sbranded if it bears or -
contains any chemical preservative, unl 3 ing stating that fact. Section 403(1)(2) of the
FFD&C Act provides that a food sha misbranded unless its label bears the common or
usual name of each mgredlent Sectlon 40): k,(a) o the FFD&C Act provxdes that a food shall be deemed

https//www.cfsan.fda.gov/~rdblopa-g01Shtml 2/3/2006




and 403(i)(2) of the FED&C Act. For ¢

‘not be represented as a product characteng:e

- provides that a food shall be deemed
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to be rmsbranded if its labehng is false or
tasteless smoke constitutes use as a prese
treated with tasteless smoke must ]

herefore, the ingredient: Stétement on labels of tuna
"belmg regulatmns that 1mplement sections: 403(k)

n 1 CFR 101 22()) requires that the food to Wthh a
chemical preservative is added bear a labgl de *ranon stat 2 both the comm
ingredient and a separate descnpnon of its fun wn ;

thh tasteiess srnoke should
her, tuna that are treated and
ause the product has been
seof the term "fresh" on
rnational have any questions
he staff in the Office of
phanee and Enforcement. The

preserved with tasteless smoke may not be ide ﬁ, d a : 3
preserved by the tasteless smoke and th egulations do niot p
products contammg a preservative. (21 CFR
about the appropriate labeling of this i
Nutritional Products, Labeling and Dlet ry
telephone number is (202)205 5229,

Supple" ents Dmsxm .

Adulteration prov1310ns of the FFD&C ,Act

Partially decomposed tuna can contam hi gh lez ‘ of scombretoxm, and the preservatzve effect of

tasteless smoke could mask visual s ition. Section 402(b)(3) of the FFD&C Act ,

ed if dama e or inferiority has been concealed in any
¢ 38 au the color of the tuna ﬂesh tobe enhanced

potentlally causmg consumers to be mxsl ed about the tme nature ‘frsvalu the tuna, the product may be

adulterated Sectmn 402(b)(4) of the"F 1 '&C - Proy " be deemed to be adulterated
P appear better or of greater

otential for the use of

Iy high levels of -

, you should contact the :

Tt e‘atelephone number is

tasteless smoke to mask vxsual 51gns of decom;:
scombrotoxin, or to mislead consumers abou nature ¢
staff in the Office of Seafood Division of Programs and En

(202)418- 3150 SR ‘

~ Sincerely,
e ,
~ Janice F. Oliver -
v Deputy Director
_ Center for Food Safety
= fa.nd Apphed Nutntmn
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