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January 1 7th, 2006 

The Division of Dock& MCanqgzrnent 

(HIFA-305) 

Fond and Drug Administration 

5630 Fishers Lanlc 

Rockville, MD 20852 

Dear Sir/Madam: 

Re: Docket No, 2ooOP-O.586 L- Chee~lee and, 

UltrafWemd Milk 

Thaw CLXNTWII~ *arc s&m.ii$cd by Dairy Australia cm behalf of the Aw4Wim D&y Indx&ry. Dairy 

Austmiia ib: a private, not-for-profit industry -services assncia tion. Dairy A~~Qx&a”s activities are folded 

by a co,mpul.so,ry &&-off 09 alJ cowg m$k ,p,rod,uced i,n AustmlSa. The size af the check-off is-decided 

by 3 ‘weigjhted vote of ‘all e~onoticslly active dairy fnmcrs evqy three -ywcs. 



,  
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T h e  c o m m e n ts b e l o w  o u tQ ruz  D & y  A U & & & Y  p o & tiu n  ‘s r g W & n g  @ u .z p m p o = d  a m e n d m e n ts to  th e  

d & titio n s  o f “m ilk” a n d  “n o n fa t m ilk” set fo r th  in  2 1  C ,FX 8  1 ? 3 ( a )  a n d  [b )  ~ tively, name ly  

r&s ing  th e  cur ren t  d e fin i t ians to  a l Iow fo r  th e  u ,se  o f l ic#d u l tm&kered  (LJI?j  m i.B  a n d  l iq&i  u l t ra-  

f ihxed n o n fa t (o r  skim )  m ilk in  t he  n . a n u U w e  of  sta n d .a r d  o f .id e n tity & te e q e s . 

In  s u m m a r y  Dai ry  A ,wslral ia. s u p p o r ts F D A ’s co, r&s ion th a t th e  bas ic  n a tu r e a d  essen tia l  

c.h a r a c teristics o f cheeses  hr r r  m a in~cd  whczn  flu i d  ‘U E ’ m ilk is u s e d  in  ;b u =  &qsc  m ~ a k i n g  process.  This  

is a lso  th e  o u tco m e , ,h o w e v e r , w h e t&z  th e  W  m ijk u s e d  is E @ a id o r  dry; th e  M te r  e m b o d tid  in  th e  fo r m  

o f M P C . 

b u m  fo r m  essen tia l  c o m p o n e n ti o f a  b & lanced  o p tio n ’a n d  fix4  r&c  a & B n g  by’ l ? D A . 

-  1  -J’h e  b e n e fits n f cn  : 

F D A ’s cost b e n e fit analys is  n q $ e r ts f rnplnr tant  ups t~cam cvd d o w n s trea&t  A g e s  ar is ing  f rom 

i n c m p o r a tktg  c o m p e titively pr icec%  a n d  fu n c tio .nalJ,y a n d . nutr , i tbdly b e n e ficial i n p u ts into chLzse  

m a k e . 



clemand has the potential, particularly in&e short-texm when supp1.y ccqstr&n& such as cow numbers 

arc difficult to adjust, cjf rais@la; milk and wholesale chwsep&es and 5\ tJx ~uiiurn to longer-term of 

raising ce&fiow from res~ecthw fkqm. and. $&tory 0pemt.i~~. 

entitks was rcjcctcd” [S U.5.q. s 6&&t)(5)l.l 

The FDA proposa1 tu allow un.Jy W? milk (UpGxt 1) would disad-tagr smaller US. cheese 

mantiacturcrs cconornically (pur&.amd v&me tuo large} and l~~~c~~~ (lxmdlirq, r&igcradon and 

storage capacity) rclativc to lorgcx mi,icnufactt&r+ (page hcf,7fiO). FJuid UF milk is purchased by tie truck 



load or S~,,ocX, pounds. While the FDA ncnte,c; that-&e hi&cost of im,p~e~~tin~ dry UF technology may 

be prohibitive for small, daijl pr~ce&nrs (paae 60,763) this outcome wi’U1mot arise with. dry LX milk 

protein products, the latter CXR be ~~~~~ ti ~ofumes to suit the 

chme plant, 

The technical straight jacket impos+ on manufacturers and f&e dazixy i&us&y as a whole by 

Cov~rnment &tempts to “~I&@P R&D devt3;lopments and applications may(@ace use of milk and 

dairy products at an economic disac&~tage because thesep~ocedural reslmints may not appl,y fn, 

competitor (non-dairy substititcs) f-d standards 

2 Clltw then safely and hygiene sysbrn~. 

3 CharacMstics are sfTW&d in the! consistency flexWe, cabuf and Ravwr) of fhe rzhw%e. 



outcomes cncourqging 

b Movement of cheese m& into ~-~~d~d idcmtity CZY~ s, and 

9 Fosttzring t~~~hniica~ develagments .includirrg replacement of d&y wi,th non-dairy ingredients 

such as soy 

l The adverse competitive pm&on that dairy may find its&f in, Sf ati#&iiA restrictions are hposeci 

on sowcing of high qu;ility l&l? milk, for cxamplc; 

9 Cost pressures as a result of a combination d unfavaurabk runn?ncy mwements and changes 

in the protein (NDM) suppcw$ prie. an,d/or intesnatior& p&es mx&&g.an economic incentive 

to sell $mteins in the forpn gf IvIDM b the ccc rC&leJT than coErum?rc&lly; XvMJng the 

unfeasibility of exporting wet UF m&to fhc U.S. by ~a, or 

b 11f a shortage nf fluid UF milk CWXW,S in&e Unibzd !@A&SS 8s a re.sult CI~ demand/supply 

i nibaiance, will drive up t&q? p&z of the iqgredieat and ti&i4 pro&~& for &e cor\sumer and 

timby reducing total d.qnd with attr?ndant adverse &an&l impacts on cc~~~umcrs and 

chee.se maker 

These factors if either unduly infl~ced or d&ermined by.tiormm tS (for cc~~uzm% welfare) and 

non-commercial factors will ulti~atelyimpa~t upon factcvy empfn~ent and da&y fnrmcr’s income 

through ,reduced demand.for milk. 

Import and F.xrrort..of Milk F%ot.e&g 

Austraha since 1995 has been. the thir$ largest suppkw of imports of B&KS to tlx Utikd Stkw; b&ind 

New 7ealand and the European Uni(m. Tmprts af MT% under chapters fntlr ;and 35 sf the Harmonized 



Tariff Schedule of the Uni.ni,hed States. peaked in Zoo0 a* 64,5ti lxxuxeg &.&&a 7&Qwa mc ,&sequant 

decline in imports occurred, however, duds a period uf growing &.n-wxd f%w.Mpc, The growing price 

competitivmess of U.S. ori@n milk proteins, particufarly since mid 2.003 has .~4ted ti a surge in 

dom.estir MPC production in both yet and dry forms i.e. L&S. ~manlrfacl/urew are mov.ity; from an 

uncom@itivc pusiticm to a comp@tive po@ tion compared to the~p&&g of jmported milk ,pxW&n.s by 

mid 2003 
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The changing dy,nanics of trade re&$ct favorable international market dsvelopmentx C+mscxutivc 

rcductiuns in the NDM sup,port prim in May 2001 and Nov&ber XIQZ and .a sustained upswing in the 

international (or traded) price for m@k prow since mid 2003 lws rwq&ed & the following favorabie 

impacts for the U.S. d&y i&wry; 

l The United Stales had emerged in ZcFn and 2oWj as a major, mm .subsidiz.~d exporter of milk 

prote&, pd.m.aaily but not sole& in the fwm cz.f WM 



ba.sed on correct and truthful ingred+n@ @ellinO; (and the US t~~sl~~on~alr~~dy requires *at). 

The use of MIT benefit? both ccmsqners and manufachmzrs through: 

* Ea.se of use; MFC easilk dissolves in ,mitk or c&be recorsti&.rted in water before adding tcr milk 

l Proviciey ewncxnic adtiantxgtz+; MIX can ‘be purch,at& in. spif&i voktms rather than by 50,OQO 

pound truck Ioads as ncxc~sitatiin fluid form. Liquid UF &k has,to bt: kept refrigt%ahi, 

increasing storage costs and .~i,&biJity gor chsse make is &m&cd to a few days 

l St~d;lrdiz&ion of .rni.Ik with WC .resuh in higher c&e&z y5ek-f~ pex u&t of ,mil.k input into Ihe 

vat when compared with either traditional $&WX makiqgprorzesse~ OT &mdardhation with I 
nonfat UF milk. ThSs iniprcwes:la~r productivi~ and p&en&By p~~t~~~~ 

- Reduced vo.lume of whey and ensuing disposgl costs wha h/ljpc3 is ~d&d directly to milk for 

cheese making compared to u&g nc&& UF &Jk or s&n m&k for s&ndardizati,on, Also, the 

resultant w,hey produc+d has rc;duced lactose due tcl the luw 1ircW tytcmt of WC. 

= Use of MPC ret&s the ,nutritioFal value of the cheese as compnld to &c u.s of ‘liquid UF miJk. 



The FDA pr&ibition on the use of TSF milk pr&&t in standard of id.eniz&y CW puts US. cheese 

plants at a disadvantage in world r$+kets where Codex Alimentarlus CWXUX&&~XI (Co&x) allows 

European manufacturers to make c~ees6-2 +th UF mi& prot&g 

StEundads C for various types of cheeses; a& nlvo CAC/RCP 57-%X% Code oE Hyg$znic ~lactice for Milk 

and Milk Products), both fiuid <and d.r&i ultr&l&~cd and micmfil&red +l’k~should be allowed irt the 

manufacture of standardised cheew and&&&l C&TXZW prod~~cts prQv%ded that the final product 

charecteristics (texture, co.lou r, Aav&.~r) WE! c,on&tent with rcbvant ihtdnia&mal standards and 

consumer% expecta.tions. 

Such a definition would k qorkstmgt wifh FDA’s endorsement of the irr&rnetional hanntlnlzaticm of 

regulatory reqmts. Specificiryy, in its proppsed. rule addrEs@ng food s$andards’ .qod.emization, 

As a result of the malit& of trade in milk ar& milk products, the decisiunnot lie alfow dried UF and 

microfiltered products in the manu~&zture af standmdised cheeses aqd dated cheese ,proci~cts would 

favou.r domLrstically produced (f&id) produc*-Di and hertee would ti a~ainrsf the sptit of WA0 

agreements. 

Conclut3ion: 



The use of dry or fluid, U/F Mlk in cheese nnjkc dues not Z&T tlw b*lsic ~a~~~s~s (eswntial 

chemical and physical propertiesor sensv attributes or the nutitinnnl V&W and profile) of the 

finished &heese when compared CCI &aditi& ch~tsc: rn&&g. 

The proposed rule Ca.lso doeq not gafa~ enough technically and cornrne~cci~~~y~ The r&e making &ould 

also encompass the utiGz&m of dry UF ,&I E;titndard. identiv d the mz~ke~ Swh an extension would 

benefit both coCtsumers and :proces~rs dxrrq$~ providinghigh qua&y, competitively priced inputs 

from a wide rqe of sources. 

Yours sincerely, 

Robert I’etti.t 

Manager Americas and Carij~bean 

Tradeand Strategy C&nap . L 

Rmail address: ~rpettititiyaustsz9lis,canc~au 


