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" Dear Mr. Hough:

. Thls is in response to your letter dated October 15, 2004 to the Food and Drug Admlmstratxon (FDA)
. regarding the use of ultrafiltered (UF) milk in Swiss cheese; Your letter was in further reference to "

R ‘FDA’s letter dated February 23, 2004, to North American Milk: Produeta, in which FDA requested

<y ' additional information to demonstrate that the basic nature and essent:aj characteristics of Swiss -

" cheese are.not altered by the use of UF milk as an ingredient. In your current subrmsmon, you
j ~prowded analytical data, mcludmg those taken from published literature, that show that Swiss cheese
' made using fluid UF milk has the same chemical, nutritional, -and sensory characteristics as Swiss®
- cheese made in accordance with the current standard of xdentlty in Title 21 of the Code of Federal

Regulanons (21 CFR) section 133.195. In light of these data, you asked that the agency consuier

\ / o grantmg regulatory discretlon for the use of ﬂmd UF mxlk in. Svnss cheese ,

L We thank you for prov:dmg the data and factual mformatxon we requcsted to demonstrate that the

basic nature and essential characteristics of Swiss- cheese are mamtmned in the use of fluid UF milk in

o the making of Swiss cheese. FDA has reviewed the information you submitted and agrees that fluid
- UF milk may be used in Swiss cheese without advcrsely affectmg the essential chemical -

- characteristics, nutritional properties, or sensory attributes of Swiss cheese." Therefore, based on our

" review of the information provided, we do not ob_zcct to the use of ﬂmd UF milk as an zngredlent inthe

o manufactu;re of Swiss cheese at this time.

The following provxdes details about the mgredlent ﬂuld UF mxlk its processing, and its use in Swiss’

" cheese. While you refer to the ingredient as “filtered” mllk, the data submmed prevmusly by

Mr. Robert Fassbender (Ictter dated Novcmbex 26, 2003 to Felxcla Satchell) and Mr. Dean Sommérs

(letter dated December 3, 2003, to Fehma Satchell) as well as the data included in your current
submission (Johnson 2004 and published litérature) specxﬁoally refer to the ingredient as “UF” milk

and/or clearly describe the process of ultrafiltration in the making of Swiss and other cheeses.
Therefore, the agency’s review in response. to your current submission is limited to the use of fluid UF
milk only and does not include other types of filtered milks. For example; we did not review your
submission for the use of milk processed by microfiltration as an ingredient in the making of Swiss
cheese. Providing for the use of fluid UF milk, but not other types of filtered milks, in the

manufacture of Swiss cheese is also consistent with the agency’s previous decision to grant regulatory
dlscretxon for the use of ﬂmd UF milk in Cheddar and mozzarella cheesss
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S which retains macromolecules and particles larger than about 0.001-0.02 micrometers (Reference:
ﬁ*‘”“ Cheryan M. 1998. Ultrafiltration and. Mlcro Itrafion Handbook, second edxtlon ‘CRC Press LLGC; Boca ,
’ Raton, Florida), results in the parhaI loss. of Iastose, mmerals, Water-seluble vetamms and water S
present in milk while the casein to whey protein ratio of milk is unaffected. In addmon, as you noted, T
fluid UF, rmlk typlcally is used in amounts of 5 to 7 percent of the: volume of hqmd m:.lk in the cheese

’uvat
1’

“ultraﬁltered mﬂk (OI' “ultraﬁlter ed Skll m.ﬂk,” as appropnate) in the mgveélent statemgmt of the w
finished food, Swiss cheese. Although we did not make this labeling declara&on a condltlgn aspartof -
our enforcement discretion in the case of Cheddar and mozzarella cheeses, the agency’s thinking and -

policy: with respect to the declaration of ﬂmd "UF milk have evolved smnethat time.  Milk that has -
undergone ultrafiltration is distinctly different from the starting mgredxent milk. Ultrafiltrationisa
mechanical ﬁltratwn process that typ:cally results in the loss of same of the water, lactose, nnnerals,

With respect to the process that will be employed to obtain the 1ngred;ent ﬂmd UF mllk, mhaﬁlm‘m, L ,

With respect to labehng, fluid UF rmlk that is used asan mgredlent in Smss eheese should be deelared o B

i - WALEr=SO] 7 o sreculing ‘
dxstmctly different ﬁ*om the startmg mgredlent mﬂk and therefore, cazmot be called sunply ‘mﬂk

Rather, in accordance ‘with 21 CFR 102.5, it rust be described by a term that adequately and’
accurately describes its basic nature or characterizing properties. “While an appropriate term to
describe such ultrafiltered milk could be a name that identifies all the substances in mﬁk that have

been either reduced or removed (for example, “lactose, minérals, and vitamins ‘reduced concent ] o

milk”), we believe that such a name would be cumbersome for the purposes of ingredient labelmg

However, an alternative adequate and accurate descriptor is “ultrafiltered milk.” ‘A tecently issued: -

o temporary ‘marketing permit for the use of fluid UF skim milk in cottage cheese notes the agency §: )

#™  determination that this ingredient is appropriately declared on the ﬁmshed foed label as “ultraﬁltered o
‘ sklm mﬂk” (See 69 FR 71418 December 9 2004) R TR

*Finally, a5 you may be aware, the publication of a proposal to amend 21 CFR 1333 o prewde fer the
use of fluid UF milk in standardized cheeses and related cheese products is an A-list activity in -
" CFSAN’s FY2005 Program Priorities. Accordingly, we intend to publish a propgsal on this i 1ssnc

during this fiscal year. We encourage you and the manufacturers you represent to prowde eomments 3

* on this proposaI when it lS pubhshed Dunng thls rulemakmg process and pﬁndmg 1351 o fa ﬁnal 3



E ’rule pernuttmg

Smss cheese is not an enforcement pnonty for FX)A at th}s tlme.

e

. ﬂmd UF rmlk as an mgredlent in standardized c’heesea and relaited cheese products, e
. based op the information you heve provided, the use of ﬂuxd:UF milk as descn,bed aboveinthe -

:manufacture oi
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