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March 9,200O 

Joseph A. Levitt, Director (HFS-1) 
Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration (FDA) 
200 C Street, S.W., Room 6815 
Washington, D.C. 20204 

Re: “Soymilk”: Response to Letter to FDA from the National Milk Producers 
Federation; a Copy of This Letter Will Also Be Sent to FDA Docket 
No. 97P-0078 

Dear Mr. Levitt: 

The Soyfoods Association of North America (hereafter “Soyfoods Association”) is a 
trade association that represents 60 manufacturers.and Qis~~ibutors,.?~~soy-based products, 
including soymilk, tofu, miso, tempeh, and other items, in the United States and elsewhere in 
North America. 

We write to you in response ,to a letter dated February 14,200O that we have recently 
learned has been sent to you by the National Milk Producers Federation (“NMPF”). In that 
letter, the NMPF complains to FDA about use in labeling of the nomenclature “soymilk” to 
describe beverages that are made from soy and asks PDA to take enforcement action to prevent 
use of such labeling. 

As set forth below in this letter, we respectfully submit that the NMPF letter misstates the 
law applicable to use of “milk” terminology in food labeling. Contrary to the NMPF’s 
allegations, the term “soymilk” is a truthful and appropriate name for a soy-derived beverage; the 
term does not violate FDA’s definition and standard of identity regulation that governs use of the 
term “milkTi.e., that governs use of the unqualified term “milk”). Furthermore, the NMPF 
letter fails to advise you of the highly relevant fact (which must have been known to the NMPF) 
that there is a substantial citizen petition already pending before FDA on this ,subject; originally 
logged in by the FDA Hearing Clerk more than three years ago, which asks FDA to recognize 
that “soymilk’y..has become the appropriate “common or usual name” for certain soy-based 
beverages and to issue a “common or usual name regulation” to recognize that fact, and which 
provides substantial evidence on behalf of such action. It, would be inappropriate for FDA to 
take regulatory action against “soymilk” products based upon the’NMPF letter without first 
responding to the prior, pending citizen petition. We believe FDA should file,@ letter from the 
NMPF as a comment in the citizen petition docket, and then take action upon the pending citizen 
petition as soon as the agency is able to do so. 
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I. ‘THE NMPF LETTER MISSTATES THE LAW CONCERNING USE OF THE TERM *-. xI* ,,” .,“_. . 
“MILK”; “SOYMILK” NOMENCLATURE IS- PROPER FOR A BEVERAGE ’ 
DERIVED FROM SOY 

The NMPF letter states, correctly, that FDA has issued a definition and standard of 
identity for “milk” that requires, among other things, that products labeled as “milk” be derived 
from cows. 21 C.F.R. 3 13 1.110. However, the NMPF incorrectly extends this initial point by 
asserting, wrongly, that the definition and standard of identity for “milk” prevents the word 
“milk” from also being used together with additional qualifying language as part of the name for 
other products that may not be derived from cow’s milk. 

The Federal Food, Drug, and Cosmetic Act (FDC Act) states that a food shall be deemed 
to be “misbranded” (illegal) if it “purports to be” or is “represented as” a food for which a 
definition and standard of identity has been prescribed by FDA and fails to conform to the 
definition and standard. 21 U.S.C. $ 343(g). “Soymilk,” however, does &t “purport to be” and 
is not “represented as” ordinary “milk” (unqualified); indeed, use of the term “soy” proclaims 
that the product is not bovine in nature. Use of the term “soymilk” does not violate the definition 
and standard of identity for “milk” or the relevant section of the FDC Act. 

To appreciate fully the unacceptable consequences of adopting the NMPF’s approach to 
interpreting the legal effect of a definition and standard of identity for a single unqualified word, 
it may be helpful to consider the directly-analogous situation presented by the FDA definition 
and standard of identity for “bread.” 21 C.F.R. 6 136.110. That regulation requires that “bread” 
be made from wheat. 21 C.F.R. $8 136.110(c)(l), 137.105(a), 137.155, 137.175:’ Nevertheless, 
so far as we can tell, neither FDA nor the wheat-based “bread” producers have ever had any 
objection to a product that is labeled as “m bread,” “oatmeal bread,” “5-grain bread” or any 
other kind of “bread” that is not made from wheat - so long as the use of the term “bread” is 
qualified to show that the product is not a wheat product. 

In exactly the same manner, just because FDA has defined “milk” (unqualified) as a 
product of the dairy cow does not mean that the term “milk” may not also be used as m of the 
name for a nonbovine liquid product, provided, that the use of the term “milk” is appropriately 
qualified to show that the product is not a bovine product. Just as it is proper to label a product 
as “rye bread,” notwithstanding a definition and standard of identity for “bread” that requires that 
“bread” (unqualified) be made from wheat, so also, it is equally proper to label a product as 
“soymilk,” notwithstanding a definition and standard of identity for “milk” that requires that 
“milk” (unqualified) be derived from cows. 

’ 21 C.F.R. 5 136.110, the standard of identity for “bread,” provides that “bread” must be 
“prepared from one or more of the farinaceous ingredients’ listed in paragraph (c)( 1)” of the 
regulation. 21 C.F.R. $ 136.110(a). Those farinaceous ingredients are listed in 21 C.F.R. 
$ 136.110(c)(l) as “flour,” “ bromated flour,” and “phosphated flour.” Companion FDA 
definitions and standards of identity describe “flour,” “bromated flour,” and “phosphated 
flour,” as foods that are “prepared by grinding and bolting cleaned wheat, other than durum 
wheat and red durum wheat.” 21 C.F.R. $3 137.105(a), 137.155, and 137.175’. (Emphasis 
added.) Although the definition and standard for “bread” also allows “nonwheat flours” to 
be present “if the total quantity is not more than 3 parts for each 100 parts by weight of flour 
[i.e., flour from wheat] used,” see 21 C.F.R. 0 136.1 lO(c)(l l), products labeled as “bread” 
must be prepared primarily from “cleaned wheat, other than durum wheat and red durum 
wheat.” (Emphasis added.) 

’ , 
,..- -’ 



Joseph A. Levitt 
March 9,200O 
Page 3 

The NMPF interpretation of the legal effect of a standardized term would not only put an 
end to “rye bread” et al., it would overturn longstanding, commonsense practice with respect to 
use of “milk” terminology as part of other qualified nomenclature for nonbovine products, and 
with respect to use of other standard dairy terms as & of sualified nomenclature for other 
nondairy products. For example: 

** 

** 

“Goat’s milk” contains no standardized (bovine) “milk.“2 

Even before FDA issued a definition and standard of 
identity for “peanut butter,” 21 C.F.R. 6 164.150, it was 
never seriously suggested that that name, which describes a 
product that contains no “butter,” was somehow improper. 

** “Coconut milk” contains no “milk.” 

** “Nondairy creamer” products contain no “cream.” 

The bottom line of all of this is that whether “soymilk” is an appropriate name for a 
beverage derived from soy, and if so, what criteria should be applicable to use of the name, is not 
a matter controlled by the definition and standard of identity for “milk,” as the NMPF would 
have it be, but instead is a matter to be resolved by taking an honest look at current real-world 
usage and acceptance of the term “soymilk,” to ‘decide whether it is an appropriate “common or 
usual name” or an “appropriately descriptive term,” 21 C.F.R. 0 101.3(b)(2) and (3). In this 
regard, a pending citizen petition, filed with FDA by the Soyfoods Association of America (the 
predecessor of the Soyfoods Association of North America) on February 28, 1997, which is 
described below in section II. of this letter, provides extensive evidence of record about the 
current usage and acceptance of “soymilk” as an appropriate “common or usual name.” 

However, before we turn to the matter of the pending citizen petition in section II. below, 
we cannot help but take note of the fact that in recent Years even FDA has been using the term 
“soymilk” as an apuropriate name for a soy-derived beverage. For example: 

** In FDA Enforcement Report Number 99-42 (October 20, 
1999), the agency announced a recall of approximately 
3,480 cases of a product identified as “LUNA, Drinks That 
Work” because the product contained “undeclared soy 
milk.” FDA reported that this product was the subject of a 

/ . . . . . > )̂ 
I., 

2 We recognize that there is a definition and standard of identity for “goat’s milk ice cream,” 
21 C.F.R. $ 135.115, which establishes requirements for that product that are distinct from 
the requirements for “ice cream,” which is subject to a definition and standard of identity that 
requires that that product be derived from cow’s milk. 21 C.F.R. 9 135.110. However, there 
is no FDA definition and standard of identity for “goat’s milk,” and so far as we are aware 
neither the FDA, nor the NMPF, tior anyone else has ever suggested that the FDA definition 
and standard of identity for “milk,” which requires derivation from the cow, somehow 
prohibits a distinct product from being sold as “goat’s milk.” 

-. 
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** 

** 

“nationwide” recall because it failed to declare on its label 
the presence of “SOY milk.” 

FDA Talk Paper No. T98-80 (November 10, 1998), which 
described FDA’s then-newly-proposed rule to authorize a 
“health claim” about “soy protein and coronary heart 
disease,” stated that the new rule would authorize use of the 
“health claim” on products including “SOY milk:” 
(Emphasis added.) 

FDA’s Federal Register preamble statement about the same 
proposed rule includes the following pronouncement: 

Soy protein is also consumed in the diet as a 
component of traditional fermented and 
nonfermented soy foods such as tofu, tempeh, and 
miso, in addition to whole soybeans, soynuts, soy 
&, soy yogurt, and soy cheese. 

63 Fed. Reg. 62977,62978 (November 10,1998). (Emphasis added.)’ 

We believe the facts speak for themselves: Today, “soymilk” is appropriate terminology 
that is used by persons and institutions, including FDA, to describe a beverage that is derived 
from soy. 

II. 
IF FDA Is TO RuLE UPOI;\J’T~ pRop@.Ty ci~“‘s~~~~~;~~~~~cL;i~~~~ 

IT SHOULD DO so BY ACTING ~P~NTHE~S~VF~~DS, ASS~CIATICZNS 
PENDING CITIZEN PETITION - 

On February 28, 1997, more than three years ago, following established FDA procedure, 
2 1 C.F.R. 5 10.30, the Soyfoods Association of America (the predecessor of the Soyfoods 
Association of North America) filed with the FDA Dockets Management Branch a citizen 
petition that asks FDA to issue a regulation to recognize that the term “soymilk” is an 
appropriate “common or usual name” that has now become established through common usage. 
As shown in that citizen petition, “soymilk” is a term that “has come to be widely used, 
recognized, and accepted to describe this particular type of food, and . . . this term now should be 
officially recognized by FDA as the correct name for the product.” Citizen Petition, p. 5. FDA 
has accepted the petition, has assigned it to Docket No. 97P-0078, and has received and filed a 
number of comments. 

On August 4, 1997, FDA issued an interim response to the Soyfoods Association, 
that the agency had not yet been able to address this matter because of other priorities and 

stating 

limited resources. However, the petition remains pending and the FDA docket remains open, 
until the time that FDA is able to attend to the matter. ‘. 

Given all of the above, we believe it is clear that the appropriate’way for FDA to proceed 
at this time is for the agency to forward a copy of the NMPF letter of February 14,.2000 to the 
docket for the pending citizen petition, and for FDA to rule upon the pending petition as soon as 
the agency is able to do so. That way, FDA will-respect its established procedures and the efforts 
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of responsible persons who prepare and submit to the agency a citizen petition in accordance 
with the agency’s rules and who rely upon the agency to respond in due course in a manner 
consistent with its procedural regulations. (Of course, if it should choose to do so, the agency 
could take any reasonable action in light of the citizen petition, including publishing a notice in 
the Federal Register requesting public input about appropriate nomenclature for “soymilk” 
products.) 

III. ADDITIONAL OBSERVATIONS 

Since the NMPF has raised this matter with you directly, we believe we should also take 
note of the following points in this response: 

The NMPF letter is a barely-disguised effort to try to get the FDA to expend its resources 
to protect dairy milk producers from honest free-market competition by a nutritious and 
truthfully-described product. As more people in the United States have come to hear about 
soymilk, and to try it, and to read about its nutritional and health-related benefits, the product is 
becoming more popular. If this development causes the immense dairy milk producer industry 
to be concerned that rational citizens might decide to drink some beverages other than cow’s 
milk, it nevertheless is not a proper basis for the NMPF to ask FDA to draw upon the public 
purse and the agency’s limited resources to help cow’s milk producers to suppress competition 
by taking away the competition’s name. 

For FDA to assist the NMPF in this regard would not only be contrary to law, and 
inconsistent with prior agency practice, as described above in section I. of this letter, it would 
also be contrary to the public health. FDA itself has recently approved a health claim about the 
usefulness of soy protein to help reduce the risk of coronary heart disease. 21 C.F.R. 8 101.82, 
published in the Federal Register of October 26, 1999 (64 Fed. Reg. 57700-57733). As also 
cited in section I. above, FDA explicitly noted in this proceeding that “soy milk” products can be 
eligible to bear the health claim. The last thing that FDA should be doing in this context is to 
adopt regulatory interpretations that would suppress the promotion of healthful soy-based 
products under nomenclature that is readily recognized by consumers, i.e., nomenclature such as 
“soymilk.” 

Furthermore, there are a great many Americans, especially people of color, who are 
lactose intolerant, and who find the NMPF’s bovine dairy products difficult or impossible to 
digest. For these persons, soymilk provides an excellent beverage option. It would be contrary 
to the public interest for FDA to act in concert with the cow’s milk producers by trying to 
compel soymilk producers to use other, less-attractive nomenclature than the now-widely- 
recognized and widely-accepted “soymilk” name. 

IV. CONCLUSION 

For the reasons discussed above, we respectfully request that FDA reply to the NMPF 
that its letter dated February 14, 2000 will be forwarded for inclusion in FDA Docket No. 
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97P-0078 and that the agency will address the propriety 
the agency’s ruling on the pending citizen petition. 

Sincerely, 

of “soymilk” labeling in the context of 

Nancy Ch&man 
Executive Director 

cc: Janice F. Oliver, FDA 
Christine J. Lewis, FDA 
Joseph M. Smucker, FDA 

Peter Golbitz, Chair, Soyfoods Association Standards Committee 
Stephen H. McNamara, Hyman, Phelps & McNamara, P.C. 

.- 



USDA-Iowa State University Database on 
the lsoflavone Content of Foods, Release 

1.1 - 1999 
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This database was created through a collaborative effort between 
the USDA and Iowa State University and was partially funded with 
grants from the U.S. Army. You will need the Adobe Acrobat 
viewer to view these reports. Release 1.1 contains a few minor 
corrections to descriptions for infant formulas. 
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USDA-Iowa State University Database on the Isoflavone Content of Foods - 1999 II 

(Units = mg/lOO g edible portion for Mean, Standard error of the mean (SEM), Min, and Max; #S = the total number of 
means/individual values: CC=Confid&ce code‘l 

\IDB Description 
\lO 

16120 Soymilk, fluid 

_c_- ,.* _ _, 

NutrDesc Mean SEM #S Min Max CC Reference No. 

Daidzein 4.45 0.75 14 1.14 9.84 a 1, 5, 10, 14, 
15, 16, 21, 34, 
35 

i 

99096 Soymilk skin or film (Foo Daidzein 18.20 1 18.20 18.20 c 10 
jook or yuba), cooked 

Genistein 32.50 1 32.50 32.50 c 10 

Total Isofl. 50.70 1 50.70 50.70 c 10 

29053 Soymilk skin or film (Foo Daidzein 79.88 2 43.76 116.00 c IO,34 

jook or yuba), raw Genistein 104.80 ” 2 77.91 131.70 c 10,34 

Glycitein 18.40 1 18.40 18.40 c 10 

Total Isofl. 193.88 2 121.66 266.10 c 10,34 

29049 Soy noodles, flat Daidzein 0.90 1 0.90 0.90 c 36 

Genistein 3.70 1 3.70 3.70 c 36 

Glycitein 3.90 1 3.90 3.90 c 36 

Total Isofl. 8.50 1 8.50 8.50 c 36 

99038 Soy paste Daidzein 15.03 3.79 6 3.00 27.20 a 5,34,36 

Genistein 15.21 4.87 6 0.31 29.98 a 5, 34, 36 

Glycitein 7.70 1 7.70 7.70 c 36 

Total Isofl. 3 1.52 9.26 6 3.31 59.40 a 5, 34, 36 
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tirch 8, 2000 

Dr. Christine Lewis 
Acting Director of the Office of Nutritional 

Products, Labeling & Dietary Supplements 

Virginia Wilkening 
Dfrector of the Division of Standards & 

Labeling Regulations 

RE: 'National U.lk Producers Fedora,t.ion ',z,)bjection to Use of the Term Soymilk 

I would Iike to vofce an indugtry opinion regarding the NMPF’s petition to 
the FDA regarding objection to the use of the term ‘Soymilk”‘. 

As a dairy foods processor, Dean Foods Company would like to state that the 
term 'soymilk' has been w$dely recognized in OUT industry as the commonly 
used name for natural beverages made out of soybeaas , water and other vegetable 
based ingredients for a number of years. We recognize this term&o be accur- 
ately descriptive, meaningful and widely uaderstood as the term used for 
natural, non-dairy products made from soybeans. We have not found this term 
to be tisleading to ourselves or our customers in the distribution tid retail 
supermarket trades.' We havenot receive!*&y compla%nts from customers or 
consumers regarding this issue. In fact when discussed, the term 'soymilk' 
is most often if not always the generic term used in conversation or written 
reference to this product category. 

We are not in agreement with the NMPF's objection to the use of this term. 

I appreciate your consgderation of thfs statemeat in evaluating the merit 
of the petition in front of the FDA. 

George Hxk, Ph.D. 
Vice President, Research b Development 
DEAN FOODS cObfE'A%lY 

GM/jlh 
PC: 0. Purcell 
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od Products, LC. 

FlWD: 
JohHWarrvxJt 

WGStUDouaIityF0CXi&UZ. 
St. Georgei UT 

It: ‘NationalMilk I’rodmm Federation’ Objection to Use of the Term SoymiIk 

Date: March 8, zoo0 

I would like to voice 8n i&s&y opinion regard@ the NMPF’s petition to the 
FDA rqarding otjecth to the use oftbeteq ~Soymilk’. 

Asacbiryfoods~ I wciulb tie io statt that the term ‘8oymillr’ has been 
widelyreoogpizedinour*~~Irstbeoo.~yusedname~MturalbereragGs 
made out of wybeanq water f3nd c@er~eMble based ingredieats for a number of years.’ 
We recognh this term to be acauaikjy besaiptive, mew~&#U and widely understood 
8s the term us@ $ir naturaL t.mdaby products made from soyhns. We have not found 
this tam to be tnihdhg to ours&es or to our cuqo~ in the dis@ution and retail 
supetmarket tm+3. We have not received any complaints from custq~ or conswnets 
regarding this issue. In fi& ‘when disaiascd the term %oymW is most often if not 
ahvays the gtmhc term used in conrersation or written refhncc to this product 
categrwy. 

We m not in agreem~ with the NMPF’s objection to the use of t&is term 
rappredettyour~onofthisstatememineo~tbemeritofthe. 

pet&ioninfmotoftbcFDA’ 

John H Wanux Jr. 
president 

997 N. Airport Rd. Cedar City, Utah 84720 Phone (801) !!236+%77 
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Eva not received any cumpleijiis or comments from our custOmem and 
consumem rf3gerding this Issue. 

It ir~&~sfry disarssian with suppliary packaging mar@, marlcetm firms, 
etc, Soymilk is the genwic term used for this product. 

We currently produce both dairy and nandGy products including soymilk 
In wr opinion, the usa of the terms soymilk is not misleading at a4 ta thg 
consumer. In fact, w believe that acQlrabsly rep~~&~ t&it the produd 
that is being sold. 

We disagree with the NMPF and their opinion oq~ the use of soymilk and do 
not feel that this opinion f8prehents the entire, dairy Mu&y. only a pcwti~\ 
of the supply cttaln is represented by NMPF. AS e prooessw and marketing 
of thwe products, w see things diirently ihan the mitk ~~~UCIWO cm Ws 

bplc 

, 
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D.O.0Ok ao8 
LANDA it KEivVON AVENUES 
ROSENHAM. NEW JERSN &B52 
B5&r451*1900 

Or. ChristIne Lewis 
Acting DIrector 
Office of Nubitiinal ws 
LeDellng, and Dietary Supplementa 

Ms4sTinia Wilkfsning 

Divlslon of Standards and Labelin Res~ulatlons 
food and Drug Adminisimtion 
WwMW, DC 

Dear Or Lewis and ~a. Wilkening: 

I am WrH.ing to you today to voice an dairy incluetry opinion mng ths 
Natianal Milk Procluc@rs Fe-*‘? (NIUPF) pe@~ tc) e FCIA -I-Q 
their objection to the wa of the term ‘Soymilk’. 

Our compaf~y ia cel&rattn(a our SF year in tbo dairy business. In light of 
the recent ear(~lid@ion in our indwtry. \m? ar6+ some u,niqus in Wt w ere: 
a thkd generation far& owrHiel’-~ open&d hwine88 . We w3 the is& 
independently M,c) dairy campany proching fluid milk in Nm Jemety. Our 
business currently con&s of producing fluid miik, milk products, and 
creams. ice cream mixes and other dairy end non-dairy based @aducts. 
These are sold to supcmlerkats, quick asnet restaurantt, c?ttlef clalfy 
companies, wnvenience stares, food service distributors Bnd the like. Our 
prodtxta bf% awrentiy disbibukd in ovpr20 sttztga 

we believe &wit the hm ‘Soymilk’ ie one that acarrakly de&xii the 
p-duct Ohat is being produced. It is widely. racognized in ow irprJu* ae tfx 
commonly used name far n&ire1 beverages made oti of saybwis, water 
and other veget&l@ baaed ingredients for a number of years. 

We have not found thfs term to be mislwdii to enyone in our lriduw or 
our customefe in the disfriiution and rs~tajl +prmerket trades. To da!6 we 
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