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The Milk Free Zone: Federal and
Local Interests in Regulating

Recombinant bST*

Dan L. Burk**

Science: But the Food and Drug Administration says it's safe.
Noitall: Who believes them? Obviously a branch of the CIA.
The people are rallying to the slogan, "No hormone-produced
milk."
Science: But all milk is hormone-produced.
Noitall: Just what I planned. As the conspiracy theory grows, we
will be in a position to demand a non-hormone-induced milk.
We already have public interest groups rallying for "a milk-free
zone."

1

I. INTRODUCTION

It was supposed to be a "blockbuster" product. It was supposed
to be a boon to consumers. It was supposed to be a godsend to the
dairy farmer, and a shining example of American technology and
ingenuity at its best. Yet from its inception, recombinant bovine
somatotropin (rbST) has been vilified as an industrial boondoggle,
a threat to the pastoral nostalgia of the traditional family farm, and

* Copyright 1995 by Dan L. Burk. All rights reserved. The author wishes to thank Michael

Risinger and Mark Poirier for helpful discussion in the formulation of this article. Portions
of this paper were presented at the symposium on "Issues at the Interface of Science and
Law" sponsored by the American Chemical Society Division of Chemistry and the Law at the
201st National Meeting of the American Chemical Society, in Chicago, Illinois, August 21,
1995.

** Assistant Professor of Law, Seton Hall University. B.S. (Microbiology), Brigham Young
University, 1985; M.S. (Molecular Biology and Biochemistry), Northwestern University, 1987;

J.D., Arizona State University, 1990; J.S.M., Stanford University 1994.
1. Daniel E. Koshland, Jr., Editorial: A Milk-Free Zone, 264 SCIENCE 11 (1994). Cf Lori A.

Martin, Comment, The Legality of Nuclear-Free Zones, 55 U. CHI. L. REv. 965 (1988) (describing
the creation of "Nuclear-Free Zones" in various communities attempting to exclude military
and civilian nuclear technologies). In some instances, municipalities have considered or en-
acted legislation to make themselves "biotechnology free" zones. See, e.g., UNnED STATES
CONGRESS OFFICE OF TECHNOLOGY ASSESSMENT, THE REGULATORY ENVIRONMENT FOR SCIENCE:

A TECHNICAL MEMORANDUM 99-101 (1986) (describing adoption of a biotechnology morato-
rium and eventual regulation in Cambridge, Massachusetts).
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worst of all, a danger to the purity of that most wholesome of Amer-
ican foods: milk.

Over the past decade, a strange coalition of farmers, radical envi-
ronmentalists, and animal rights activists have opposed what might
reasonably be seen as a positive fruit of biotechnology: a drug that
enables farmers to produce more milk, with fewer cows, at a lower
price.2 Protests have been organized, consumers have been cau-
tioned, lawsuits have been filed, legislatures have been lobbied. De-
spite the approval of the federal Food and Drug Administration
and acceptance by farmers, activists charge that the drug is unsafe
and undesirable. 3 In the face of such pandemonium, the drug has
been a relative success. Yet the activists' political and legal maneu-
vering to halt its usage continues at both the federal and state
levels. They have had little success in their campaign at the federal
level, but some success with the states.

The mixed success of rbST activists raises important questions re-
garding state and federal regulation of biotechnology. To the ex-
tent that local judgments concerning the safety and desirability of
biotechnology differ from those of federal authority, conflicts will
arise. 4 This article examines certain constitutional aspects of such
conflicts, adopting as the vehicle for analysis the rbST controversy,
which is ideally suited to illuminate the legal issues. Because of the
high degree of scientific consensus regarding the safety of rbST, the
debate over its use offers an exceptionally clean factual record on
which to explore the interplay of federal and state regulation with-
out ambiguities of disputed fact. Since rbST is a pioneering prod-
uct, the policy dispute over rbST may define the debate over future
biotechnology products as well. 5 Thus, the role of vertical and hori-
zontal federalism in this context offers a window not only on the
permissible regulation of rbST, but a view of future biotechnology
regulatory disputes.

2. See Gregory DL Morris, Two States Enact BST Moratoria, CHEMICAL WEEK, May 9, 1990 at
10.

3. See Wade Roush, Who Decides About Biotech? The Clash Over Bovine Growth Hormone TECH.

REv., July 1991 at 28, 30-32.

4. An increasing number of states are providing for their own oversight of biotechnology,
in addition to the federal oversight framework. See generally Christine C. Vito, Comment, State
Biotechnology Oversight: The Juncture of Technology, Law, and Public Policy, 45 ME. L. REv. 329
(1993).

5. See Karen Goldman Herman, Comment, Issues in the Regulation of Bioengineered Foods, 7
HIGH TECH. LJ. 107, 114 (1992).
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II. SOCIOSCIENTIFIC DisPuTEs

I would ask anybody to name some attribute of milk besides pu-
rity. Yes, whiteness is bound to be one. "Whiteness" and "purity."
Atoms would be way up at the top, but an atomic description of
milk is still a long way beyond us .... 6

The debate surrounding the use of rbST provides a prime exam-
ple of the type of controversy that has been described the "socio-
scientific dispute." 7 Such disputes comprise a complex mixture of
science and social policy; frequently the science is complex enough
to elude the understanding of the average citizen.8 At the same
time, the resolution of such disputes may profoundly affect peo-
ple's quality of life, and strong opinions about social policy come to
the fore.9 Because the dispute involves social preferences, it cannot
be resolved by scientific fact; even if every fact were agreed upon -

and in such disputes the facts seldom are - the true dispute to be
resolved is one of societal preference. 10 In such a situation, the res-
olution must be informed by science, but cannot be determined by
science. 1 Thus, as a socioscientific dispute, the questions sur-
rounding rbST usage are ultimately questions of policy, not ques-
tions of science.

A. Health & Safety

Although an appeal to science ultimately cannot resolve a socio-
scientific controversy, the empirical data on rbST safety has been
integral to the debate over its use. This has been largely due to
political necessity: the arguments that rbST endangers the health of
cattle, or may contribute to the demise of family farms, or violates
the natural order, are of themselves probably insufficient to prompt
political action against the hormone. Most Americans appear
firmly committed to eating, wearing, and drinking a variety of prod-
ucts obtained at the expense of cattle, and are unlikely to become
overly concerned if the animals are further exploited for their ben-

6. PHILIP MORRISON, NOTHING Is Too WoNDERFuL TO BE TRUE (1995).
7. MILTON R. WESSEL, ScIENcE AND CONSCIENCE 4-5 (1980).
8. Id. at 9-10.
9. Id. at 3.
10. See Harold P. Green, The Law-Science Interface in Public Policy Decisionmaking, 51 OHIO ST.

LJ. 375, 388 (1990).
11. Id.; See alsoJacob Bronowski, Humanism and the Growth of Knowledge, in A SENSE OF THE

FuTURE 74, 96-97 (1977) ("(S]cience and other provisional modes of knowledge do not
bluntly instruct our actions - they inform them.") (emphasis in original).
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efit. Most Americans also appear to have a positive view of biotech-
nology, and of technology in general.

Similarly, legislation calculated to benefit small dairy farmers may
find support among Midwestern and Northeastern dairy farmers,
but may not necessarily appeal to any other constituency. Indeed,
given the hormone's clear benefits to many dairy producers, the
industry itself is badly divided on the issue of its desirability. There-
fore, in order to truly halt or hamper use of rbST, its opponents
have had to appeal to health and safety concerns that could galva-
nize a broad cross-section of society. Such concerns, fostered by the
ideological enemies of biotechnology, tend to appear with consid-
erable fanfare wherever biotechnology products enter the market. 12

But as has been the case with other biotechnology products, the
health and safety arguments leveled against rbST rest on a poorly
laid factual foundation. Indeed the science of rbST almost entirely
precludes an appeal to health and safety as a valid ground for
regulation.

1. The Science of rbST

Bovine somatotropin (bST), also called bovine growth hormone,
is a naturally occurring protein known to regulate the milk produc-
tion in adult cows. 13 Cows produce bST from their anterior pitui-
tary glands to regulate growth in young cows and lactation in
mature cows. 1 4 bST acts as a hormone, and as is the case with most
hormones, bST occurs naturally in very small amounts because the
organism is exquisitely sensitive to the regulatory action of such
chemical messengers.15 Thus, although bST could in theory be ex-

12. For numerous examples of such hysteria, see Dan L. Burk & Barbara A. Boczar, Biotech-
nology and Tort Liability: A Strategic Industry at Risk, 55 U. Prrr. L. REv. 791, 839-46 (1994).

13. See UNITED STATES CONGRESS OFFICE OF TECHNOLOGY ASSESSMENT, U.S. DAIRY INDUSTRY
AT A CROSSROAD: BIOTECHNOLOGY AND PUBIC CHoICEs 33 (1991) [hereinafter OTA REPORT].
Proteins are an important class of biological molecules composed of long chains of amino
acid subunits. See id.; DAVID FREIFELDER, EssENTiALS OF MOLEcuLAR BIOLOGY 62 (2d ed.,
George M. Malacinski ed. 1993). Some proteins give structure to organisms; other proteins
mediate physiological reactions. LUBERT SnTVER, BIocHEMIs-rRY 39 (3d ed. 1988). A protein's
particular physiological characteristics are determined by its three-dimensional configura-
tion; this shape determines how the protein molecule fits with other molecules, and so deter-
mines their interaction. See FREiELDm, supra at 61, 67; see also generally Dan L. Burk,
Introduction: A Biotechnology Primer, 55 U. Prrr. L. REV. 611, 612-13 (1994) (reviewing basic
principles of molecular biology).

14. See William H. Daughaday & David M. Barbano, Uovine Somatotropin Supplementation of
Dairy Cows: Is the Milk Safe, 264 JAMA 1003, 1003 (1990).

15. See OTA REPORT, supra note 13. Hormones are a varied group of physiologically active
molecules, including some proteins, that either induce or inhibit discrete physiological re-
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tracted from bovine carcasses for commercial use, the cost of doing
so is prohibitive because only a tiny amount can be obtained from a
given animal, and thousands of carcasses would be required to ex-
tract a useable quantity.16

Commercial use of bST to regulate production in dairy herds
therefore was not practical until the advent of recombinant DNA
technology. 17 This technology allows the genes that code for natu-
rally produced proteins to be located, removed, isolated, and even
spliced into the genetic material of a different organism.18 By splic-
ing the gene for a given protein into a new host organism, the cellu-
lar mechanisms of the host can often be induced to produce the
protein of interest.' 9 In particular, the gene for a relatively rare
protein can be spliced into a fast-growing microorganism that re-
produces itself every few minutes. The microorganism becomes, in
effect, a cellular factory for the protein. 20 Large quantities of the
recombinant microorganism can be grown in a relatively short
time, yielding commercial quantities of the formerly rare protein. 21

Although it is produced in a novel host, the recombinant version
of a protein will be identical or nearly identical to the protein as
produced in its original host. Thus, the physiological effects of the
recombinant protein should differ negligibly, if at all, from those of
the native protein. This has been shown to be the case for recombi-
nant bST (rbST). 22 Cows produce four natural variants of bST,
ranging in length from 190 to 191 amino acid residues. 23 The only
commercially available form of rbST, marketed by Monsanto under

sponses. See id.; KENT M. VAN DE GRAF, HuMAN ANATOMY 412-13 (2d ed. 1988). In reaction

to certain stimuli, complex multicellular organisms will release hormones to coordinate body
cell responses. BRUcE ALBFRTs ET AL., MOLECuLAR BIOLOGY OF THE CEUL 693-94 (2d ed.
1989).

16. See OTA REPORT, supra note 13, at 34; Judith C. Juskevich & C. Greg Guyer, Bovine
Growth Hormone: Human Food Safety Evaluation, 249 SCIENCE 875, 875 (1990).

17. Juskevich & Guyer, supra note 16.
18. See Howard E. Simmons, Biotechnology: A New Mariage of Chemistry and Biology in Bio-

TECHNOLOGY AND MATERIALS SCIENCE: CHEMISTRY FOR THE FuTURE 5, 13 (Mary L. Good ed.,

1988); see also generally Burk, supra note 13 at 616-17 (describing basics of recombinant DNA

technology)

19. See FREIFELDER, supra note 13 at 272-73.
20. See id. at 290-91.
21. Ses id.
22. SeeJuskevich & Guyer, supra note 16; NIH Technology Assessment Conference Statement on

Bovine Somatotrapin, 265 JAMA 1423 (1991) [hereinafter NIH Assessment].
23. See Daughaday & Barbano, supra note 14 at 1003; OTA REPORT, supra note 13 at 33.

Amino acids are the subunits from which protein chains are constructed. See FREiFELDER,

supra note 13 at 62.
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the name Posilac, differs from the most plentiful variant of native
bST by a single amino acid residue. 24 Other versions of the protein
that are not yet marketed will be identical to the native protein.2 5

An amino acid substitution in a critical spot could significantly alter
the three-dimensional conformation, and thus the function, of a
protein; however, the slight alteration in recombinant bST appears
inconsequential,2 6 and the recombinant protein has the same activ-
ity as its native counterpart.2 7

Treatment with rbST causes increases in both the efficiency and
level of milk production.28 Treated cows produce about 12% more
milky29 The increased milk production stems from increased feed
consumption; cows treated with rbST eat more.30 Nutrient levels
for body maintenance stay the same, so the extra nutrients go to
milk production.31 Careful herd management is critical to ob-
taining increased milk yields.32 Individualized hormone dosage
and feed intake must be tracked and adjusted for each individual
cow. 3 3 The end result is that rbST treatment increases the amount
of milk produced per unit of feed, increasing milk output.3 4

The milk from treated cows is identical in taste to conventionally
produced milk, and extensive nutritional studies show no signifi-
cant variation in milk composition between treated and untreated
cows. 3 5 The very slight differences in protein, fat, and saccharides
between milk from treated and untreated cows are well within the

24. Juskevich & Guyer, supra note 16 at 877.
25. Id.
26. Unlike native BST, Monsanto's Posilac rbST carries the amino acid methionine at the

very first position of its amino acid chain. See id. This is the result of being produced in a
bacterium rather than in the original organism; bacterial genes all begin with the genetic
code for methionine, which acts as a "start" signal to the cellular machinery that produces
proteins. SeeJAMES WATSON ET AL., MoEncut.AR BIOLOGY OF THE GENE 408-09 (4th ed. 1987).

27. Juskevich & Guyer, supra note 16, at 877.
28. See NIH Assessment, supra note 22, at 1424.
29. OTA REPORT, supra note 13, at 35. The hormone is not a "magic pill"; milk output

from treated cows will still vary depending on quality of herd management. Id.
30. See Daughaday & Barbano, supra note 14, at 1003; E. Melanie DuPuis & Charles Gei-

sler, Biotechnology and the Small Farm, 38 BioScience 406 (1988).
31. Daughaday & Barbano, supra note 14, at 1003.
32. OTA REPORT, supra note 13, at 35-36; OFFICE OF THE PRESIDENT, USE OF BovNmE SO-

MATOTROPIN (BST) IN THE UNITED STATES: ITS POTENTIAL EFFECTS 20-21 (1994) [hereinafter
EXECrrVE BRANCH REPORT].

33. See Roush, supra note 3, at 31.
34. Daughaday & Barbano, supra note 14, at 1003; E. Melanie DuPuis & Charles Geisler,

Biotechnology and the Small Farm, 38 BIoScIENCE 406, 407 (1988).
35. OTA REPORT, supra note 13, at 39; NIH Assessment, supra note 22, at 1424; Juskevich &

Guyer, supra note 16, at 878-79.
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normal variation in milk composition, and are undetectable to con-
sumers.3 6 Indeed, so complete is the identity between rbST-in-
duced milk and conventionally produced milk that no scientific test
is presently able to differentiate between the two.37

2. Effects of rbST on Consumers

Although the milk produced by rbST-treated cows is for all pur-
poses identical to that produced by untreated cows, the use of a
biotechnology product in the production process alarmed biotech-
nology opponents, who began to search for signs of a mechanism
by which the hormone itself might affect milk drinkers.3 8 Protein
hormones given to lactating cows may be passed in the cow's milk,
and opponents of rbST have questioned whether administration of
the hormone to cows may raise levels of the hormone in treated
cows' milk.39 Native bST, produced by the cow herself, is found in
low levels in the milk of all cows, but rbST detractors suggest that if
rbST is passed through milk, the higher levels of hormone could
possibly lead to undesirable effects in humans, such as premature
or excessive growth in children. 40 In addition, the commercially
marketed version of the recombinant hormone differs from native
bST by one amino acid subunit; if rbST is passed in milk, critics
have questioned whether this structural difference from the native

36. Daughaday & Barbano, supra note 14, at 1004.
37. See Roush, supra note 3, at 33. The problem is, of course, resolving two proteins that

differ by a single amino acid. Reports by one commentator that development of such a test is
imminent appear to be based upon a complete misunderstanding of the technology in-
volved. See Anne Miller, Time for the Government to Get Mooo-ving: Facing to the rbST Labeling
Prob/em, 18 HAMLnuE L. REv. 503, 514 n. 137 (1995). The source cited has nothing to do with
resolution of native and recombinant bST, and instead reports a size-exclusion chromatogra-
phy process that would not be readily adaptable to such a purpose.

Critics of rbST have, in fact, commissioned development of a test based on ELISA (En-
zyme-Linked Immunosorbant Assay) technology. See Robert Steyer, BST Opponents Pay for 1st
Stage of Research on a Test, ST. Louis POST-DISPATCH,June 12, 1995, Business Plus Section at 4.
Such tests are based on directing a monoclonal antibody against a discrete site, or epitope,
on the target molecule. See Stryer, supra note 13, at 62-64. In theory, the antibody may be
directed at an epitope as small as a single amino acid residue. Id. at 63. However, developing
an antibody against such a small target represents a formidable if not impossible undertak-
ing. See generaly Burk, supra note 13 at 615-16 (describing hybridoma development).

38. See id. at 32; Marjorie Sun, Market Sours on Milk Hormone, 246 SCIENCE 876 (1989).
39. See Roush, supra note 3, at 32-33 (citing Dr. Samuel Epstein, University of Illinois Medi-

cal Center).
40. Id. Samuel Epstein has asserted that the presence of the hormone could stimulate

premature growth in infants and breast cancer in women. See Ann Gibbons, DA Publishes
Bovine Growth Hormone Data 249 SCIENcE 852, 852-53 (1990).

1997]
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protein might be sufficient to cause allergic reactions not prompted
by ordinary bST.41

The weight of scientific evidence collected so far belies these ar-
guments. First, it is critical to bear in mind that the amount of rbST
passed in milk is fantastically minuscule. 42 The amount of bST
passed in the milk of untreated cows comprises less than a millionth
of a gram per liter,43 and contrary to the dire predictions of rbST
detractors, the total hormone passed in the milk of treated cows
does not increase significantly.44 Thus, the recombinant hormone
passed in a liter of milk from treated cows would amount to a tiny
fraction of a millionth of a gram. These are quantities that a few
years ago would have been completely undetectable, and even to-
day could only perhaps be detected by the most highly sophisti-
cated scientific detection systems, if indeed they can be detected at
all. 45 In addition, milk from dairy farms is pooled in the dairy col-
lection process, further diluting what little rbST may be present.46

Thus, consumers will receive no more hormone than has ever been
present in their milk, and of that tiny amount, only an impossibly
minuscule fraction might be recombinant hormone.

Even the tiny quantity of rbST that might be found in consumers'
milk will not have the opportunity to display any biological activity.
Milk is ingested orally, and its constituent proteins are broken
down in the digestive tract; intact proteins are not absorbed across
the gut wall.47 Consequently, the intact rbST hormone appears un-
likely to survive to induce any physiological response.48 Studies
conducted on rats, which are affected by intravenous rbST, show no
effect of ingested rbST, indicating that the protein is inactivated by
the digestive tract.49 Investigations into the effect of digested bST
fragments indicate that they lack physiological activity and, in any
event, heating milk - as occurs in pasteurization or preparation of
infant formula - further degrades rbST or its fragments. 50

41. Roush, supra note 3, at 33; David S. Kronfeld, Letter, Safety of Bovine Growth Hormone,
251 SCIENC E 256 (1991).

42. See OTA REPORT, supra note 13, at 39-40.
43. See Daughaday & Barbano, supra note 14, at 1004.
44. Id. at 1005-05; OTA REPORT, supra note 13, at 39-40.
45. See supra note 37 and sources cited therein.
46. See Daughaday & Barbano, supra note 14, at 1004.
47. SeeJuskevich & Guyer, supra note 16, at 876.
48. Id.; NIH Assessment, supra note 22, at 1425.
49. Juskevich & Guyer, supra note 16, at 877.
50. NIH Assessment, supra note 22, at 1424; OTA REPoRT, supra note 13, at 40; Juskevich &

Guyer, supra note 16, at 878.
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Moreover, even were rbST to survive heating and digestion, it ap-
pears to be species specific; that is, it has an effect on cows but not
on humans.51 Attempts during the 1950s to use native bST to cure
dwarfism were unsuccessful; the hormone had no effect on
humans.52 In contrast, human growth hormone, which differs from
bST in 30% of its amino acid sequence, does effectively treat
human dwarfism. 53 The difference in activity is known to lie in the
cellular receptor for growth hormone: to stimulate cell activity, the
hormone must bind to a receptor on the surface of cells.5 4 The
human growth hormone receptor does not recognize the bST pro-
tein, hence both native and recombinant bST are biologically inac-
tive in humans.55

Some question has also been raised as to whether the rbST
passed in milk, or even fragments of rbST that have survived heat-
ing and digestion, might induce an allergic reaction in sensitive
consumers. 56 The possibility that milk from rbST-treated cows
might induce any reaction beyond that which might be induced by
conventionally produced milk is considered exceedingly remote.
Recombinant bST is a minuscule portion of the foreign proteins
that humans are exposed to any time milk, meat, eggs, or other
products are consumed;- there is no reason to suppose that rbST
will induce a reaction where vast quantities of other animal and
plant proteins do not.57 In particular, rbST differs from native bST
by only a single amino acid residue, so no immune effect beyond
that which might be triggered by the native protein is likely.58

3. Ancillary Effects

Even if rbST does not itself appear to pose health problems, then
perhaps, its critics suggested, it may be expected to generate unde-
sirable indirect or ancillary effects through some intermediate

51. Juskevich & Guyer, supra note 16, at 877; Daughaday & Barbano, supra note 14, at
1004.

52. OTA REPORT, supra note 13, at 34.

53. Id.
54. Juskevich & Guyer, supra note 16, at 877; Daughaday & Barbano, supra note 14, at

1004.
55. Or, for that matter, in other primates; bST is inactive in monkeys as well. See

Daughaday & Barbano, supra note 14, at 1003. By contrast, bovine and ovine somatotropins
differ by a single amino acid, so bST is active in sheep. OTA REPORT, supra note 13, at 34.
bST is also active in rats. Juskevich & Guyer, supra note 16, at 877.

56. See Kronfeld, supra note 41.
57. SeeJudith L Juskevich & C. Greg Guyer, Response, 251 SaE~cE 256, 256 (1991).
58. Id.

19971
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agent.59 For example, some physiological effects of growth hor-
mones are known to be the action of proteins called insulin-like
growth factors (IGFs), which are produced by cells that have been
stimulated by growth hormone.6° Recombinant bST, like native
bST, is known to stimulate production of IGFs, and one such pro-
tein in particular, IGF-1, is found in elevated levels in milk from
rbST-treated cows. 61 Unlike bST and human growth hormone,
IGF-1 from the two species is identical, and so bovine IGF-1 can be
expected to induce the same physiological effects as human IGF-
1.62 Based on the known physiological activity of IGF-1, Dr. Samuel
Epstein, a critic of commercial rbST, has charged that the extra
IGF-1 present in such milk will lead to increased incidence of breast
cancer in women, excessive development of the mammary glands in
boys, and premature growth of infants. 63

Critics have also claimed that rbST use might cause other corol-
lary problems, not because of the hormone's biochemical proper-
ties, because of dairy herd management techniques. Cows treated
with bST have a higher incidence of udder infection, or mastitis,
than is found with untreated cows. 64 This is not because of any
unusual property of the hormone, but simply the result of higher
rates of lactation: the incidence of mastitis goes up as cows produce
more milk.65 Mastitis can be treated with antibiotics, and so is not
itself a threat to milk drinkers. 66 However, rbST critics claim that

59. See Roush, supra note 3, at 32.
60. Id.

61. Id.
62. Juskevich & Guyer, supra note 16, at 879.
63. Roush, supra note 3, at 32.
64. OTA REPORT, supra note 13, at 42; NIH Assessment, supra note 22, at 1425.
65. OTA REPORT, supra note 13, at 42; Bette Hileman, Delay Urged in Approval of Cow Growth

Hormone, CHEM. & ENG. NEWS, Aug. 17, 1992, at 8 (citing Thomas McDermott, Monsanto).
Published peer-reviewed studies researchers at Monsanto have failed to show any evidence of
clinical or subclinical mastitis in treated cows. See D.G. McClary et al., The Effects of a Sus-
tained-Release Recombinant Bovine Somatotropin (Somidibove) on Udder Health for a Full Lactation,
77J. DARY So. 2261 (1994). However, a group of British scientists who have combined the
Monsanto data with other studies claim to have found a 19% increase in the somatic cell
count (SCC) of milk from treated cows, an indicator of subclinical mastitis. See Erik Millstone
et al., Plagiarism or Protecting Public Health ?, 371 NATURE 647 (1994). Because mastitis is posi-
tively correlated with milk yield, the British team admits that they are unable to distinguish
whether the SCC increase is attributable to rbST per se, or simply due to the increased milk-
ing of treated cows. Id. at 648.

66. OFFICE OF THE PRESIDENT, USE OF BoviNE SOMATOTROPIN (BST) IN THE UNrrED STATES:
I-S POTENTIAL EFFECTS - A STUDY CONDUCrED BY THE EXECUTVE BRANCH OF THE FEDERAL
GovERm F r 7 (1994) [hereinafter ExEcTrVE BRANCH REPORT].
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the treatment of mastitis poses a problem. 67 Antibiotics used to
treat an infected cow may be passed through her milk.6s Because
use of the recombinant hormone leads to more frequent udder in-
fections, and because the infections are treated with antibiotics,
rbST use may lead to undesirably high levels of antibiotics in the
milk supply.69

Despite their sophistication, these criticisms appear to be as un-
substantiated as those alleging direct effects of rbST. As with rbST,
ingested IGF-1 can be expected to be broken down by digestion
and by heating, and in adults, no intact IGF-1 would be expected to
pass the gut lining into the body.70 In the case of infants, whose
immature digestive systems may not destroy the protein, and whose
digestive tract lining is not yet closed to intact proteins, heating of
formula should destroy IGF-1.71 In addition, IGF-1 is present natu-
rally in human breast milk, and the IGF-1 levels in milk from rbST-
treated cows is within the range found in human milk - conse-
quently, even if heating did not destroy the protein, infants would
not be exposed to abnormal levels of IGF-1 from the milk of treated
cows.

7 2

Neither do arguments relating to mastitis appear to raise legiti-
mate health concerns. First, the incidence of mastitis varies with
the seasons, and the incidence of mastitis in rbST-treated cows ap-
pears to be within the range seen in seasonal variations of untreated
cows. 73 Second, if treatment of mastitis in fact were to lead to in-
creased levels of antibiotics in the milk of rbST-treated cows, such
milk would not be consumed. The acceptable level of antibiotic in
milk is already regulated; milk is screened for antibiotic content at
the time of its collection to ensure that milk from diseased cows
does not enter the milk supply.74 Steep fines are assessed against

67. See Bette Hileman, Bovine Growth Hormone Found Safe for Use, CHEM. & ENG. NEws, May
13, 1991 at 7, 8 (citing concerns of David S. Kronfeld, Virginia Polytechnic Institute & State
University).

68. SeeJanice Long, First Bioengineered Drug Approved, CHF.M. & ENG. NEws, Nov. 15, 1993 at
9.

69. Roush, supra note 3, at 33; Bette Hileman, Views Differ Sharply Over Benefits, Risks of
Agricultural Biotechnology, CHEM. & ENG. NEWS, Aug. 21, 1995 at 8, 17.

70. IH Assessment, supra note 22, at 1424.
71. Id.; OTA REPORT, supra note 13, at 40.
72. OTA REPORT, supra note 13, at 40; ExEcUrivE Ba.mcH REPORT, supra note 66, at 6.
73. ExEcUrivE BRANcH REPORT, supra note 66, at 8; Bette Hileman, FDA Panel Okays Bovine

Growth Hormone, CHEM. & ENG. NEWS, April 5, 1993, at 5.
74. Id.; David Holzman, PDA Panel Gives Thumbs up to BST, BioWoRLm TODAY, April 1,

1993, at 1.
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farmers who attempt to sell milk that is found to contain antibiotic
residues.75 Thus antibiotics in milk - whether attributable to rbST
or other causes, such as seasonal mastitis - is considered unlikely
to enter the milk supply.76

In fact, the scientific literature overwhelmingly supports the
safety of rbST for milk production - hundreds of scientific studies
and assessments from around the world have failed to unearth any
cognizable threat to human health from rbST usage.77 In fact, the
few scientific arguments that have been raised against use of rbST
have in general not consisted of original research that indicates any
hazard associated with the hormone. Rather, such arguments have
consisted almost exclusively of polemics against research that has
already been done, disparaging perceived design flaws in published
experiments, or raising questions at the margins of rbST safety. 78

The most comprehensive attack on rbST in the scientific literature
is a report collecting a variety of such objections. 79 The report,
published by physician and professor Samuel Epstein, appeared in
an obscure and non-peer reviewed journal.80 Epstein, perhaps the
most outspoken representative of the rbST dissent, admits that his
conclusions are not based upon direct investigations, but upon "in-
ferences" drawn from his study of the peer-reviewed papers pro-
duced by other researchers.81

Epstein's "inferences" represent a distinct - and perhaps insular
- viewpoint in the scientific community. The numerous detailed
studies that have been published in peer-reviewed journals have led
to an overwhelming scientific consensus regarding the safety and
quality of rbST induced milk.82 Published and unpublished studies
of rbST use have been scrutinized by scientists at the FDA, as well as

75. Holzman, supra note 74.
76. See ExEcUIVE BRANCH REPORT, supra note 66, at 8.
77. Id. at 4. As of 1991, the scientific literature contained over 1,000 studies of bST. OTA

REPORT, supra note 13, at 33. Monsanto's rbST application to the FDA alone covers over 500
volumes of reports containing more than 200,000 pages of data regarding the safety and
effectiveness of the drug. ExcuTrrvE BRANCH REPORT, supra note 66, at 10.

78. See Gibbons, supra note 40 at 249-50; Sun, supra-note 38, at 877.
79. See Sun, supra note 38, at 877.
80. Id.
81. Id.
82. Epstein is not quite the lone voice crying in the wilderness; he is at times joined in his

criticisms by David Kronfeld, a professor of agriculture and veterinary medicine. See Hile-
man, supra note 69, at 8. A third vocal critic is Richard Burroughs, formerly a veterinary
reviewer with the Food and Drug Administration. See Roush, supra note 3, at 32. Dr. Bur-
roughs claims that he was dismissed from FDA for blowing the whistle on a conspiracy to
approve rbST, while the FDA alleges that he was fired for incompetence. Id.
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by outside scientific panels assembled by the FDA, all of whom have
concluded that the available data shows no health hazard.83 A sepa-
rate review by a panel of scientists at the National Institutes of
Health (NIH) also concluded that rbST appears to pose no
threat,8 4 and similar conclusions have been reached by scientific
panels around the world.8 5 Thus, the institutional mechanisms by
which the scientific community ratifies new knowledge have tended
to validate the conclusion that rbST poses little or no risk.

Yet the negative nature of these findings - that there is no ad-
verse effect - leaves such studies vulnerable to the criticism that is
the liability of all inductive conclusions: perhaps the effect that has
not yet been found may yet be found by a more extensive study, by
a more sensitive study, or by some method not yet attempted.8 6

Consequently, no matter how large or extensive the body of re-
search on rbST, it will always be possible for determined critics to
reject the inference that it causes no adverse effects on health.8 7

This of course would be true of any scientific finding, no matter
how large the body of data - a steadfast critic can always hold out
for more studies, claiming that the compelling finding is never
firmly proven.88

83. See EXECUTIVE BRANCH REPORT, supra note 66, at 4; Holzman, supra note 74.
84. See N/H Assessnent supra note 22 ; see also Bette Hileman, Panel Okays Disputed Growth

Hormone, CHEM. & ENG. NEws, December 17, 1990, at 6; Ann Gibbons, NIH Panel: Bovine
Hormone Gets the Nod, 250 SCIENcE 1506 (1990).

85. See EXECUTrvE BRANCH REPORT, supra note 66, at 4, 7. It is worth noting that although
the drug regulatory bodies for the European Union found rbST to be safe and effective, the
European Community has banned rbST usage on purely protectionist economic grounds.
See Peter Alshous, Thumbs Down for Cattle Hormone, 261 SCIENcE 418 (1993) ("The proposed
ban has nothing to do with safety concerns. Instead, the commission wants to keep BST off
the market because it could undermine the EC's efforts to reduce farm surpluses.")

86. "There will always be some unanswered questions [in science]. There is never 100%
certainty." Hileman, supra note 84 (quoting Melvin M. Grumbach, chair of the NIH rbST
review panel).

87. See KARL POPPER, THE LOGC OF Scawrrnic Discovvm 278-80 (2d ed. 1968).
88. See id. at 280 ("Science is not a system of certain, well-established statements; nor is it a

system which steadily advances toward finality.") Popper's characterization of science as a set
of provisional statements is in part based upon the nature of inductive logic; as Hume ob-
served early on, no statement arrived at by induction is ever conclusively established. See
DEREK GERTSEN, SCIENCE AND PHILOSOPHY. PAST AND PRESENT 96-99 (1989) (discussing sci-
ence and induction). However, the same is equally true with regard to deductively con-
structed statements. As Lewis Carroll showed in his famous dialog between the Tortoise and
Achilles, there are an infinite number of steps between acceptance of premises and accept-
ance of conclusions in any syllogism; hence, accepting the conclusion in deduction is as
much a "leap of faith" as accepting the conclusion in induction. See Lewis Carroll, Wat the
Tortoise Said to Achilles, 4 MrN 278 (1895), reprinted in DouGL4s R. HOFSTADTER, GODEL,

ESCHER, BACH: AN ETERNAL GOLDEN BRAmn 43 (1979).
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The quantum of proof necessary to call a product "safe" is there-
fore not a scientific question, but a policy question: the declaration
of safety is in fact a cost/benefit determination that society has de-
voted sufficient resources to finding that a product is "safe
enough," and the value of any additional information will be
equaled or exceeded by the cost of obtaining the information. The
posture of rbST detractors suggests that they may never declare
themselves satisfied that the hormone is "safe enough." Yet this ap-
pears primarily to be the result of social and economic factors that
enter into their cost/benefit analysis, rather than the result of inad-
equate biochemical or physiological data on rbST. Thus, to under-
stand the root of opposition to rbST use, we must look past the
scientific factors of milk production to the social and economic fac-
tors of milk production.

B. The Structure of the Industry

The physiological effect of rbST is to increase a cow's milk pro-
duction by more effective use of ingested nutrients. 89 This in turn
leads to an economic effect: milk output remains constant or in-
creases, while milk production costs are lowered, as are, ultimately,
milk prices.90 In doing so, rbST promises to benefit consumers. 91

However, the interests of milk consumers and milk producers are
not necessarily aligned, and such misalignment has fueled consider-
able opposition to the sale and use of rbST.92 The structure of the
American dairy industry is such that considerable opposition to
rbST might be expected no matter how safe and cost-effective its
use - indeed, the paradox may be that the more cost-effective
rbST is, the greater the opposition to its use.

1. Milk Production

Because of its perishable nature and idiosyncratic mode of pro-
duction, milk does not conform well to standard models of supply
and demand.93 Consumer demand for fluid milk tends to rise in

89. See supra notes 28-31 and accompanying text.
90. Daughaday and Barbano, supra note 14, at 1004.
91. Id.
92. See Deborah Erickson, Trojan Cow, Sci. AM., Nov. 1990 at 26 ("The consumers of milk,

most of whom live in urban areas, are far more concerned about the price of milk than the
livelihood of farmers.") (citing Franklin M. Loew, Tufts University School of Veterinary
Medicine).

93. SeeJohn R. Snyder, A Summay: Political and Economic Analysis of Milk Marketing, 2 Acuc
LJ. 297, 309-10 (1980).
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the fall and early winter; demand tends to drop in late spring and
summer.94 Unfortunately, this schedule does not match well with
the natural milk producing cycle of the cow: cows tend to "freshen,"
or mature to produce milk, in the spring.95 The cow's milk produc-
tion will naturally decrease in the late summer and early fall. 96 Ad-
ditionally, fluid milk is highly perishable, and despite advances in
refrigeration, can be stored for only a short time before it spoils. 9 7

It is therefore impractical to expect to store milk reserves from
times of high production until times of high demand.98

Entry into dairy production is severely constrained by the time
required to bring new cows "on-line."99 Typically, two years' lead
time is required for a cow to "freshen."100 The cost of dairy cows
and other equipment is also high, further adding to the dairy indus-
try's barriers to entry.101 And, finally, because American farm labor
is frequently tied closely to family labor, expansion or contraction
of milk-producing capacity is likely to involve career changes and
disruption of family lifestyle.10 2 Exit from the dairy industry is ham-
pered by these same factors.' 03 Consequently, fluctuations in de-
mand are not easily accommodated by new entry or exits.' 0 4 This
inelasticity results in a chronic oversupply of milk, as farmers who
have succeeded in entering the market, and who cannot easily get
out, continue to produce rather than let their farms sit idle. 0 5

An additional important characteristic of milk production is its
effect on milk usage. Milk is classified according to the means of
production. 10 6 Milk which is produced under the most stringent
sanitary conditions is classified as Grade A, and is considered safe
for human consumption in fluid form.' 0 7 Grade B milk is pro-
duced under less stringent requirements, and is considered fit for

94. Id. at 311; David L. Baumer, Federal Regulation of Milk Production and Sale is Growing at
the Expense of State Authority, 12J. AcPiuc. TAX'N & L. 36, 38 (1990).

95. Snyder, supra note 93, at 311.
96. Id.; Baumer, supra note 94, at 38.
97. Snyder, supra note 93, at 310.
98. Id.
99. Id.
100. Id.
101. See id. at 304.
102. Id.
103. Id. at 310
104. Id.
105. See id. at 304.
106. See Baumer, supra note 94, at 38 n.8.
107. Id. at 39.
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manufacture of secondary products such as butter, cheese, and
other non-fluid dairy items.10 Grade C milk is contaminated and is
not considered fit for human consumption in any form.1 09 The
specifications for Grade A production require capital investments
by farmers that substantially raise their fixed costs; however because
Grade A milk commands a higher price, and can also be put to
Grade B uses, such investments are routinely made. 110

Milk is also classified according to its use. Fluid milk used for
human consumption is designated Class I milk; fluid milk used to
produce butter, cheese and other dairy products is designated Class
II.111 Milk is subject to use-based price discrimination based on its
classification.' 12 Higher prices are paid for Class I milk than for
Class II milk, in part because of the scarcity produced by spoilage:
Class I milk has a relatively short shelf life before spoiling."13 Class
II milk, however, is processed into products with a longer shelf
life. 1 4 This also implies that Class II products are more portable
and will compete in a national market, whereas Class I products
must compete in a more confined local or regional market."15

2. Federal Price Support

The economics of dairy production define the politics of dairy
production, and so also the political opposition to rbST usage. The
natural surplus of milk that occurs in the spring floods the market
with Grade A milk; Class I uses become saturated and the surplus
milk is shunted to Class II uses, where it competes with a surfeit of
Grade B milk." 6 Both Class I and Class II prices become de-
pressed. 117 In the fall, the opposite happens, as a shortfall of milk
shunts Grade A from Class II uses to attempt to satisfy Class I
demand."18

Some attempt has been made to address these market discontinu-
ities via governmental regulation. Rather than trust the nation's

108. Id.
109. Id.
110. See Snyder, supra note 93, at 318-19.
111. Id. at 318.
112. See Baumer, supra note 94, at 45-46.

113. Id. at 39.
114. Id. at 40.
115. Id. at 39-40.
116. Id. at 40, 46.
117. Id. at 46.
118. Id.
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milk supply to the whims of the market, the livelihood of dairy
farmers is guarded by a phalanx of federal and state price con-
trols.119 Chief among these are federal milk marketing orders, is-
sued by the Secretary of Agriculture, which specify the minimum
prices at which milk may be bought- and sold within a given geo-
graphic area.120 These orders support the Class I price of milk by
paying the Grade A producer a "blend price" for his product re-
gardless of its end use.121 The blend price is the weighted average
of Class I and Class II prices in the region affected by the federal
order; the blend price is determined by the ratio of Class I to Class
II sales in the region. 122

In effect, the blend price "pools" all the receipts from milk sales
in the region and gives each farmer a pro rata share based on the
amount of milk sold. 123 By setting the price of both classes of milk
at the blend price, federal milk orders dampen the competition for
Class I prices in the fall and for Class II prices in the spring. 12 4 This
strategy removes the incentive for farmers selling to Class II proces-
sors to shop around for a Class I processor.1 25 Because of blend
pricing, farmers no longer compete with one another for Class I
processors, because all farmers receive the same blend price regard-
less of the milk's end use. 126 The Class I prices used to calculate the
blend price have been calculated on the basis of the M-W average:
the average price paid by dairy manufacturers in Minnesota and
Wisconsin.12 7 The M-W average is a base to which is added a price
differential that increases with distance from Eau Claire, Wiscon-
sin.128 Consequently, blend prices increase as one moves away from
the upper Midwest region.129

119. See Snyder, supra note 93, at 318. These controls will be substantially altered by the
passage of the Farm Act of 1996, Pub. L. No. 104-127, 110 Stat. 888 (codified in scattered
sections of 7 U.S.C.).

120. Id.; OTA REPORT, supra note 13, at 28 n.5. Under the Farm Act of 1996, the Federal
Milk Marketing Orders will be consolidated to no more than 14 geographic regions. 7
U.S.CA § 7253 (1996).

121. Snyder, supra note 93, at 319.
122. Baumer, supra note 94, at 41 n.20; Snyder, supra note 93, at 328
123. See Snyder, supra note 93, at 328.
124. See Baumer, supra note 94, at 46.
125. Snyder, supra note 93, at 328.
126. See id.; Baumer, supra note 94, at 46.
127. See OTA REPORT, supra note 13, at 28.
128. Id.; Karen Bernstein, BST Becomes the Focus of an Economic Battle, BIoVENruR VIEW,

April 1990, at 7.
129. OTA REPORT, supra note 13, at 20.
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Class II prices are supported by the federal commodity price sup-
port program administered by the Commerce Commodity Credit
Corporation (CCC) of the USDA. °30 Under this program, a mini-
mum target price is set based on a "parity" percentage; that is, on a
comparison of current prices with a baseline established by the av-
erage price during a designated previous period of time.131 When
it appears that Class II market prices will fall below the target price,
the CCC will begin to purchase butter, cheese, and similar products
to create an artificial scarcity, pushing dairy prices up to the target
price. 32 At the same time, import quotas on the dairy products are
used to isolate the U.S. market, preventing foreign dairy products
from flooding the market and lowering the prices that the USDA is
trying to push up.'3 3

This complex federal price support system is central to the rbST
controversy. Recombinant bST is intended to increase milk pro-
duction, and as milk production increases, federal price support
systems will normally intervene to prop up falling prices. However,
most of this benefit will accrue to states with larger dairy operations,
particularly if they are using rbST: such dairies will be paid the in-
flated price for the surplus they generate i 4 The fact that federal
Class I prices have been structured to increase as one travels away
from Wisconsin heightens the regional conflict; a lion's share of
federal support dollars would accrue to large dairy operations in
California and the Southwest, rather than to family farms located
primarily in the Northeast and Midwest.' 3 5

Of course, such vagaries of milk production can hardly be
blamed solely, or even primarily, on use of rbST. The recombinant
hormone is but the latest in a series of innovations that have been
readily adopted by farmers to increase their yield.' 3 6 The last 30
years has seen a continuing trend towards increased milk output
per cow, which has increased steadily at 1.5 to 2.0 per cent annually,
as farmers have embraced new technologies including selective

130. Snyder, supra note 93, at 329. Under the Farm Act of 1996, this program will be
phased out over a period of four years. 7 U.S.CA § 7251 (h). Beginning in January of 2000, a
system of federal recourse loans will replace the commodity price support program. Id. at
§ 7252.

131. See Snyder, supra note 93, at 323-24, 326.
132. Id. at 329.
133. Id. at 330.

134. See Bernstein, supra note 128, at 7.
135. See id.
136. See OTA REPORT, supra note 13, at 17.
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breeding, artificial insemination, computerized recordkeeping, au-
tomated feeding, and forage testing.'3 7 Administration of rbST is
by no means the last stop on this technological odyssey; the devel-
opment of biotechnological innovations such as transgenic animal
husbandry and recombinant vaccines, as well as the introduction of
automated expert decisionmaking systems is expected to further
drive the movement toward increased overall milk production us-
ing fewer animals.' 38

Neither are regional rivalries novelties of rbST's advent. Demo-
graphic trends in the dairy industry have for some time favored
both a movement toward larger herd size and a marked regional
shift toward the Pacific and Southwestern areas of the United
States, away from the traditional dairy centers of the Northeast and
Midwest.13 9 The decline of the small, independent family farm in
favor of expanded "agribusiness" has been well underway in the
United States for some decades; the eventual demise of smaller op-
erators may be inevitable with or without rbST usage. 14 If any-
thing, rbST appears to be a "scale neutral" technology that can be
employed by small-scale operations in traditional dairy centers as
well as the by the juggernauts of emerging dairy centers.' 41 Yet the
fear remains that rbST will at least hasten the demise of the tradi-
tional dairy farm, if only through its impact on the price support
system.'

42

3. The Politics of rbST

The complexities of dairy production have provided fertile soil
for the growth of political complexities - indeed, the milk market-
ing and price support system described above is itself an elaborate
product of dairy special interest lobbying. Attempts to stifle use of
rbST are but the latest in a long series of battles waged by the dairy
industry against threats to its economic interests. Numerous
landmark constitutional decisions have previously been generated

137. Id.
138. Id. at 51-67; see also generally UNrrED STATES CONGRESS OFFICE OF TECHNOLOGY ASSESS-

MNT, A NEW TECHNOLOGICAL ERA FOR AMERICAN AGRICULTURE (1992) (detailing advances in
farm technologies).

139. See OTA REPORT, supra note 13, at 18-22.
140. Id. at 82 ("[S]maller, less efficient farms will have difficulties realizing sufficient earn-

ings to achieve a reasonable return and survive even with the adoption of bST.").
141. See DuPuis & Geisler, supra note 34, at 408-09; see also OTA REPORT, supra note 13, at

82 ("Farms that do not adopt bST will feel even more severe impacts").
142. See Roush, supra note 3, at 31; see also OTA REPORT, supra note 13, at 82.
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by legislation protecting domestic milk producers, or deterring the
introduction of food innovations such as margarine, 14 "filled
milk,"144 or other dairy substitutes that might compete with dairy
products.1 45 As in these previous instances, attempts at regulation,
both federal and state, have been almost unabashedly
protectionist. 146

At the federal level, much of the campaigning against rbST has
centered on the regulatory approval process in the Food and Drug
Administration. Because of the controversial nature of the product
under review, the FDA went to enormous lengths to collect compre-
hensive data on the hormone and its actions, and to involve the
public as much as possible in the approval process. 1 47 These meas-
ures greatly lengthened the pendency of the rbST application.
Nearly nine years after filing its application, on November 5, 1993,
Monsanto won final FDA approval to market bST for administra-
tion to dairy cows. 1 48 In approving the drug, FDA declined to re-
quire any special labeling for milk from treated cows, stating that
because such milk offered no risk to human health or safety, the
agency lacked statutory authority to require such labeling. 149

The final approval in no way lessened the controversy around the
drug; indeed, it sparked charges of a conspiracy between the FDA
and rbST manufacturers. Critics of the hormone charged that im-
portant safety data had been suppressed or glossed over.150 How-

143. See Geoffrey P. Miller, Public Choice at the Dawn of the Special Interest State: The Stoy of
Butter and Margarine, 77 CAL. L. REv. 83 (1989).

144. See Geoffrey P. Miller, The True Soy of Carolene Products, 9 SuP. CT. REv. 397, 401
(1987).

145. See West Lynn Creamery v. Healy, 14 S. Ct. 2205, 2218 n.22 (1994) ("A surprisingly
large number of our Commerce Clause cases arose out of attempts to protect local dairy
farmers.")

146. See, e.g., Bernstein, supra note 128, at 7 (according to an aide, the rbST concerns of
Wisconsin Senator Russell Feingold are "definitely economic").

147. For example, the agency published a peer-reviewed account of the scientific data on
which its assessment was based. See Gibbons, supra note 40, at 852. Normally, the FDA review
process is confidential; in this case the information was released with the applicants' ap-
proval. See ExEcurrvE BRANCH REPORT, supra note 66, at 6.

148. See Final Rule: Animals, Drugs, Feeds and Related Products; Sterile Sometribove Zinc
Suspension, 58 Fed. Reg. 59,946 (Nov. 12, 1993); see also Long, supra note 68, at 9.

149. See Interim Guidance on the Voluntary Labeling of Milk and Milk Products From
Cows That Have Not Been Treated With Recombinant Bovine Somatotropin, 59 Fed. Reg.
6279, 6280 (Feb. 10, 1994) [hereinafter Interim Guidelines]

150. Samuel Epstein has charged that the FDA and rbST manufacturers are engaged in
"criminal conspiracy" to suppress information on the hormone. See Roush, supra note 3, at
33. Dr. Epstein is apparently very fond of conspiracy theories. See infra note 152 and sources
cited therein.
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ever, an audit of FDA's approval process conducted by the Office of
the Inspector General (OIG) of the Federal Department of Health
and Human Services found no evidence of suppression of negative
data by FDA or by Monsanto.' 51 A similar Congressionally man-
dated audit by the Government Accounting Office found no con-
flict of interest on the part of FDA officials who participated in the
drug's approval. 152

In the legislative branch, rbST was no less controversial. The
delegations from dairy states, particularly Wisconsin and Vermont,
sponsored several bills to halt or specially regulate rbST.153 In par-
ticular, the fiscal 1994 budget bill passed by the Senate contained
an amendment, authored by Senator Russell Feingold of Wisconsin,
banning rbST marketing for one year after FDA approval.'5 4 The
House budget bill contained no such provision, and during recon-
ciliation talks, the moratorium became a difficult issue. Eventually,
Congress imposed a 90-day moratorium on sale of the drug to be-
gin when final FDA approval was given.' 55 This three month ban
was a compromise reached after a long and acrimonious debate in
Congressional budget conferences; ostensibly, the moratorium was
intended to allow executive agencies time to prepare a report to
Congress on the expected impact of the newly-approved biotech-
nology product.

Even more political action concerning rbST has taken place at
the state level, most particularly in states with a strong dairy lobby.

151. See EXECUTIvE BRANCH REPORT, supra note 66, at 7.

152. See FDA Officials Exonerated on Cow Homone Apprval, CHEMICAL & ENGINEERING NEWS,

Nov. 7, 1994 at 14. This of course does not disprove the hypothesis that a conspiracy took
place; such a hypothesis, like most conspiracy theories, cannot by definition be disproven -
the OIG, after all, may have been part of the conspiracy. As G.K. Chesterton observed:

The madman's explanation of a thing is always complete, and often in a purely rational
sense satisfactory. Or, to speak more strictly, the insane explanation, if not conclusive, is
at least unanswerable .... If a man says (for instance) that men have a conspiracy
against him, you cannot dispute it except by saying that all the men deny that they are
conspirators; which is exactly what conspirators would do.

GILBERT KErrH CHESTERTON, ORTHODOXY 24 (Thomas More Press 1985) (1909). However, as
the Congressional Office of Technology Assessment noted, a conspiracy to cover the ill ef-
fects of rbST would also have to include the numerous editors and referees of the peer-review
scientificjournals in which rbST safety studies have been published - more than 1,000 scien-
tists worldwide. See OTA REPORT, supra note 13, at 44. Thus, even if the conspiracy theory
proposed by Epstein, Kronfeld, and Burroughs is unanswerable, it is also at best highly im-
probable. See id.

153. See, e.g., Bernstein, supra note 128, at 9.
154. See Bette Hileman, Growth Hormone Issue Vexes Budget Talks, CHEMICAL & ENGINEERING

NEWS, Aug. 9, 1993, at 5.
155. Id.
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Prior to the FDA's approval of rbST for marketing in the United
States, various states enacted bans on the use or sale of rbST.' 5 6 For
example, in 1990, the governors of Minnesota and Wisconsin ap-
proved legislation banning the sale or use of rbST in their states for
one year. 157 This was despite the fact that the FDA had already ap-
proved as safe the sale of milk and meat from test herds that had
been treated with rbST. When rbST received final FDA approval,
other states and some municipalities enacted regulation requiring
labeling of milk from rbST herds.158

In 1995, at least fourteen states considered legislation to regulate
milk from treated cows.159 At present, three states have enacted
legislation covering voluntary labeling.160 Only one state, Vermont,
now requires labeling of milk from treated cows,' 6 1 and this statute
has been challenged on constitutional grounds in federal court. 62

Future rbST regulation at the state level will likely be shaped by the
doctrines at issue in the Vermont suit: preemption, equal protec-
tion, and dormant commerce analysis.

II. STATUTORY CONFLICTS

There is no finer investment for any community than putting
milk into babies. 163

The politics of rbST have produced a ferment of activity at the
state and federal level, but there is no guarantee that activity at one
level will be compatible with activity at the other. In a federal sys-
tem, controversy over the safety or desirability of a given technology
naturally implicates the division of power between local and federal
governments. 164 Matters of health and safety, consumer protection,
and regulation of foodstuffs lie squarely within the traditional "po-
lice powers" of state regulation. At the same time, a state's regula-

156. See Morris, supra note 2, at 10.
157. See id.; Bette Hileman, Gene-Engineered Bovine Product Banned, Chemical & Engineering

News, May 7, 1990, at 6.
158. See Alex Barnum, Milk Production Hormone Gets FDA Approval, S.F. CHRON., Nov. 6,

1993, at Al (one year moratorium enacted by Maine, labeling ordinance enacted in
Chicago).

159. See FOOD INsrruTE REPORT, WHAT'S AHEAD AT THE STATE LEvEL, Dec. 4, 1995.
160. See Robert Steyer, Americans Drink Only Slightly Less Milk, Despite BST, ST. Louis Posr-

DISPATCH, June 29, 1995, at 5C.
161. VT. STAT. ANN. tit. 6, § 2754 (1996).
162. See Int'l Dairy Foods Ass'n v. Amestoy, 898 F.Supp. 246 (D. Vt. 1995).
163. Winston Churchill, Radio Speech, Mar 21, 1943, in CoMPLETE SPEECHES, vol. 7, 6761

(1974).
164. See, e.g., Vito, supra note 4 (describing state and federal oversight of biotechnology).
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tion of biotechnology cannot be permitted to impinge upon the
interests of sister states, or upon the national interest. The great
"laboratory of the states" is valued as a mechanism to experiment
with diverse approaches to social problems, but the constitutional
compact entered into by the states prohibits unfettered experimen-
tation. The conflicts that will inevitably arise between federal and
state requirements are resolved as questions of preemption under
the Supremacy Clause.

A. Preemption Analysis

The extensive Supreme Court jurisprudence on statutory pre-
emption might be conceptualized as marking out a continuum of
conflict between state and federal regulations.' 65 At one end of this
continuum, conflict between federal and state regulation appears
unavoidable, and state law will be declared preempted. 166 At the
other end of the continuum, state and federal law operate indepen-
dently, and state law will continue undisturbed.167 Between these
extremes lie varying degrees of potential interference between the
federal and state interests, where in each instance the two interests
will be balanced, accommodating local regulation wherever possi-
ble. 168 However, determining when an unavoidable conflict has
arisen between state and federal law is a matter of some complexity,
as it inevitably involves a determination of the interests at issue and,
more importantly, of who decides what the federal interest at issue
might be.

1. Supremacy Standards

Preemption is ostensibly a matter of Congressional intent, and
the courts look first to any express statement that a federal statute is
intended to preempt state regulation.169 Such a statement is said to
govern the preemption inquiry, and might be expected to simplify
the courts' task in determining whether a state statute must yield
before federal authority. 170 In fact, the matter is not so easily set-

165. See Kenneth L. Hirsch, Toward A New View of Federal Preemption, 1972 U. ILL. L.F. 515,
519.

166. Id
167. Id.
168. Id.
169. See Cipollone v. Liggett Group, Inc., 505 U.S. 504, 517 (1992).
170. See English v. General Electric Co., 496 U.S. 72, 79 (1990) (claiming that where Con-

gress has included express preemptive language, "the court's task is an easy one.")
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fled. Even an express statement of preemptive intent leaves open
the question of preemptive scope, that is, how far the intent to pre-
empt extends.'71 Congress' express statement of its intent to pre-
empt state regulation concludes only the initial inquiry: whether
any preemption was intended at all. A second question as to the
breadth of the field that Congress has preempted may yet require
judicial inference, even if Congress has attempted to delineate the
extent of preemption. 72 Thus within a statement of express pre-
emption, there may yet be room for state. regulation to function in
subject matter enclaves that a court finds lie outside Congressional
purposes.

Where no express statement is made, however, both the intent to
preempt and the scope of any preemption must be inferred by the
courts. In the absence of any explicit legislative direction, guidance
is sought by reviewing the nature of the federal statutory scheme. 173

For example, where a court perceives the statutory scheme to be so
pervasive and detailed as to leave no room for the operation of state
statutes, it may find that Congress has intended to occupy that en-
tire field of regulation to the exclusion of the states. 174 Such "field
preemption" will abrogate even state statutes that appear to support
or further the purpose of the federal statutes. 175

Preemption will also be inferred if there is "actual conflict" be-
tween state and federal enactments, as for example where compli-
ance with both is physically impossible. 176 In such instances, the
state statute "stands as an obstacle" to accomplishment of the fed-
eral statute's purpose. 177 This does not mean, however, that there
is no room for state regulation: only the particular provision that is
found to conflict with the federal statute is preempted. 78 Unlike
"field preemption," a court's finding of "conflict preemption" car-

171. See Dan L. Burk, Protection of Trade Secrets in Outer Space Activity: A Study in Federal
Preemption, 23 SETON HALL L. REv. 560, 597 (1993).

172. For example, the Supreme Court has stated decisively that "Congress' enactment of a
provision defining the preemptive reach of a statute implies that matters beyond that reach
are not preempted." Cippollone, 112 S. Ct. at 2618. The Court then spent the next several
thousand words of the opinion attempting to decide the "reach" of the express preemptive
provision at issue.

173. English v. General Electric Co., 496 U.S. 72, 79 (1990).
174. Rice v. Santa Fe Elevator Corp., 430 U.S. 519, 525 (1977).
175. See Paul Wolfson, Preemption and Federalism: The Missing Link, 16 HAsTINGs CONST. L.Q.

69, 72 (1988).
176. Florida Lime & Avocado Growers Inc. v. Paul, 373 U.S. 132, 142-43 (1963).
177. Hines v. Davidowitz, 312 U.S. 52, 67 (1941).
178. See Hirsch, supra note 165, at 529.
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ries with it no implication that Congress has reserved the subject
matter to itself, and state regulation that furthers the federal
scheme may be upheld. 179

As might be expected, the difference between a finding of "field
preemption" and one of "conflict preemption" is more a difference
of degree than of kind.180 The Supreme Court has acknowledged
that "[f] ield pre-emption may be understood as a species of conflict
preemption: A state law that falls within a pre-empted field conflicts
with Congress's intent (either express or plainly implied) to ex-
clude state regulation."1 8 1 The nebulousness of the border be-
tween the two doctrines has in some instances lead the Court to
apply a kind of hybrid test to determine whether state intrusion
into an area will upset the "delicate balance" struck in an elaborate
federal regulatory scheme.182 The "delicate balance" doctrine, un-
like that of the "pervasive scheme," acknowledges that Congress has
not ejected states from the particular field.'8 3 But state regulation
may nonetheless be abrogated for fear that it will upset the "deli-
cate balance" of political compromises struck in Congress while en-
acting national law.' 8 4

An additional modulating factor in assessing potentially conflict-
ing statues is the national or local character of the regulatory area
in question.'8 5 Where the subject matter of the regulation is a mat-
ter of national import, courts may be more likely to cede the area to
Congress and to federal control. 86 However, the converse also
holds true; where the subject matter of the regulation is purely or
primarily a local concern, federal preemption is less likely to be
inferred.18 7 In particular, state statutes in areas "traditionally occu-
pied by the states," such as protection of health and safety, or deter-
rence of fraud, receive an extra measure of deference in the
calculus of preemption. 88 Where such a statute is at issue, the
Supreme Court has been reluctant to find preemption unless Con-

179. See id.
180. See English v. General Elec. Co., 496 U.S. 72, 79-80 n.5 (1990).
181. Id.
182. See Wolfson, supra note 175, at 76-79.
183. Id.

184. Id. at 77-78
185. Florida Lime & Avocado Growers Inc. v. Paul, 373 U.S. 132, 144-45 (1963).
186. LAWRENcE H. TRIBE, AMERiCAN CoNsTrrtn-oNAL LAw § 6-27, at 500 (2d ed. 1988).
187. Rice v. Santa Fe Elevator Corp., 331 U.S. 218, 230 (1947).
188. Hillsborough County v. Automated Medical Laboratories, Inc., 471 U.S. 707, 715

(1985).
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gress' intent to preempt is "clear and manifest."189 Of course, were
Congressional intent truly "clear and manifest," the courts would
not be required to infer its presence. 190 Nonetheless, the "clear
and manifest" standard signals a kind of heightened scrutiny in the
preemption process, weighing state or local interests against federal
purposes, with some presumption in favor of the former.191

2. Federal Regulation

Federal oversight of food safety and purity rests with the Food
and Drug Administration. This includes foods produced via bio-
technology, but, in exercising oversight, the FDA has chosen to
treat foods derived from biotechnologyjust as they would tradition-
ally grown foods. 192 Rather than draw such a distinction based on
the method of developing a food, the FDA has instead adopted a
regulatory framework based on an assessment of the particular food
itself. 193 Thus, the use of biotechnology in food production would
not itself trigger review.' 94 Instead, for example, foods from plants
with known toxic or allergenic properties, whether developed
through biotechnology or through traditional plant breeding,
would be candidates for pre-market safety evaluation. 195 Such eval-
uations are defined by the requirements of the FDA's enabling leg-
islation, the federal Food, Drug, and Cosmetic Act (FDCA).196

a. The FDCA Regulation of food safety under FDCA hinges
largely on whether food is either adulterated or contains an addi-
tive. 197 Under the Act, food is considered adulterated if it contains
substances that are not natural components of the food and which
are harmful to human health. 9 Food is not considered adulter-
ated, however, if it contains added substances that are approved

189. Jones v. Rath Packing Co., 430 U.S. 519, 525 (1977).
190, Burk, supra note 171, at 600.
191. Id.
192. See David A. Kessler et al., The Safety of Foods Developed Through Biotechnology, 256 Sci-

ENCE 1747, 1832 (1992); see also Steven W. Frank, Food Additive Models for the Regulation of
Recombinant DNA Technology Under the Federal Food, Drug and Cosmetic Ac 45 FooD DRUG
COSM. L.J. 169, 171 (discussing FDA approach to biotechnology food regulation).

193. See Kessler et al., supra note 192, at 1747.
194. Id. at 1748.
195. Id.
196. Id.
197. See Frank, supra note 192, at 180-82; Robert A. Bohrer, Food Products Affected By Biotech-

nology, 55 U. Prrr. L. REv. 653, 654-55 (1994).
198. 21 U.S.C. § 342 (1988 & Supp. IV 1993).
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food additives or residues of approved animal drugs.199 Food addi-
tives are defined as substances that become a component of the
food, or alter its characteristics, and which have not been generally
recognized to be safe.200 Food additives that have been shown
either by scientific procedures or by common experience to be safe
may be present under conditions prescribed by the FDA.20 1

Similarly, residues of approved animal drugs may be present in
food up to a tolerance or residual level set by the FDA.20 2 The ap-
proval process for such drugs is overseen by the FDA's Center for
Veterinary Medicine.203 New animal drugs must be shown to be
effective, safe for the animal, safe for humans, and safe for the envi-
ronment.20 4 The applicant must demonstrate consistency and qual-
ity control in the manufacturing process used to produce the drug.
Finally, the applicant must also provide a method of assaying the
presence of the drug in food derived from the animal,205 unless

199. Id. at § 342 (a)(2)(A).
200. 21 U.S.C. § 321(s).
201. See 21 C.F.R1 § 570.30(h) (1995).
202. 21 U.S.C. § 360(b)(1)(H); 21 C.F.R. § 514.111 (a)(6).
203. See ExEcurrvE BRANCH REPoRT, supra note 66, at 9.

204. 21 U.S.C. §§ 321(u), 360(b) (d)(2); 21 C.F.R. § 514.11(a)(4). In the case of rbST, the
FDA determined that the drug is safe for the animal because incidents of rbST-related masti-
tis are within the range of incidence normally seen for dairy cows; consequently, any risk to
the animal could be addressed by adequate instructions and disclosure accompanying the
product. See EXECuTIVE BRANCH REPORT, supra note 66, at 9. Labels disclosing risks, proper

drug administration, and recommended herd management were required as part of rbST
approval. Id at 12.

The FDA did not conduct a separate environmental impact assessment of rbST usage. An
applicant for new drug approval is required to submit an Environmental Assessment (EA).
21 C.F.R. § 25.10. The agency will not prepare a separate Environmental Impact Statement if
their review of the EA indicates that approval of the new drug will be create no significant
effect on the environment. Id. at §§ 25.41, 25.42. Additionally, the agency's policy is not to
reexamine as matters of environmental impact matters previously addressed in its health and
safety studies. Stauber v. Shalala, 895 F.Supp 1178, 1185 (W.D. Wis. 1995). Thus, any ques-
tions relating to animal mastitis, antibiotic usage, IGF-1, or similar matters were considered
to have been adequately addressed. Id. Thus, the Agency found no basis to believe that any
other significant environmental questions were raised by its approval of the recombinant
drug. Id. at 1186; ExECUTvE BRANCH REPORT, supra note 66, at 46.

The agency's findings on both of these criteria, as well as the criteria of human health and
safety, were challenged in court by rbST critics. Stauber, 895 F.Supp at 1178. The challenge
was dismissed on summary judgement for the Agency on a finding that the FDA's actions
were not arbitrary, capricious, or an abuse of discretion. Id. at 1183.

205. 21 U.S.C. § 310(b)(1)(G).
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residues are adequately shown not to pose human safety
concerns. 206

Under this statutory scheme, the FDA has primary responsibility
for regulating rbST and its use in dairy production. However, the
statute appears to provide no basis for treating milk from rbST-
treated herds differently from conventionally produced milk.20 7 In
theory, the two types of milk might differ in the presence or ab-
sence of rbST residues.208 Nonetheless, rbST proteins passed in
milk are probably neither food additives nor adulterants under the
statute. They are instead the residues of an approved drug adminis-
tered to the animal, and such residues are separately provided for
under the statute. 209 Even were rbST residues considered a food
additive, they have been overwhelmingly shown by scientific proce-
dures to be generally regarded as safe. The showing of safety also
precludes consideration of the residues - if any - as
adulterants.2 1 0

The FDCA also gives the FDA responsibility for oversight of food
labeling, which might provide a separate basis for regulation of
milk from rbST-treated herds.211 The legislation states that food is
misbranded if its labeling is false or misleading in any way.212 This
includes the failure to reveal either facts material to the. label's rep-
resentations, or material to consequences that may result from use
of the article.21 3 Misbranding may also occur if the food fails to
display its usual or common name, or the usual or common names
of ingredients from which it has been fabricated.21 4 One implica-
tion of this "common name" requirement is that foods that have
been altered so that its usual name no longer accurately describes
its basic nature or characterizing properties, these differences must
be disclosed, possibly by adopting a new common name for the al-
tered product.21 5

206. 21 C.F.R. 514.1 (b)(7). Because rbST was shown to raise no human safety concerns,
Monsanto was not required to develop an assay for drug residues in milk. See EXECUTVE

BRANCH REPORT, supra note 66, at 7.
207. See Bohrer, supra note 197, at 677 ("To paraphrase the eminent food safety expert

Gertrude Stein, a protein is a protein is a protein.")
208. See supra notes 40-46 and accompanying text.
209. See Bohrer, supra note 197, at 675.
210. See supra note 198 and accompanying text.
211. See Miller, supra note 144, at 509-10; Executive Branch Report, supra note 66, at 509-10.
212. 21 U.S.C. § 321(n).
213. Id. at § 343(a)(1); 21 C.F.R. § 1.21.
214. Id. at § 343(i)(1), (2).
215. See EXECUTIE BRANCH REPORT, supra note 66, at 18.
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Yet, as with safety regulation, the FDCA appears to provide no
basis for requiring special regulation of rbST-induced milk.2 16 Be-
cause milk from treated cows differs in no discemable way from
conventionally produced milk, there is nothing false, misleading, or
deceptive about labeling the product "milk."2 17 Indeed, given that
it meets in every way the criteria for milk, it must be labelled with its
common or usual name: milk.218 Because there is no consequence
from drinking milk from treated cows, as opposed to drinking any
other milk, no material fact remains undisclosed if the origin or
method of production of milk from treated cows is not disclosed.21 9

Indeed, the FDA has suggested that labeling milk from treated cows
could itself be misleading or deceptive, as it could cause consumers
to incorrectly believe that there is some difference between milk
from treated and untreated animals. 220 Thus, the FDCA provides
no real substantive basis for special labeling; to the extent that state
laws require such measures, they risk potential interference with
the federal statute.

b. The Interim Guidelines In addition to providing a primary
source of preemptive federal law, the FDCA may generate addi-
tional sources as it is enforced. In exercising its authority under the
FDCA, the FDA issues a variety of regulations, orders, and guide-
lines.2 21 Such rules, issued by a federal agency exercising delegated
Congressional authority, will generally have the same preemptive
effect as a statute passed by Congress itself.22 2 Thus, in the case of
rbST, the FDA's approval of the hormone could, at least in theory,
be a source of preemption. In addition, the interim labeling guide-

216. See Interim Guidelines, supra note 149; ExEcuTrvE BRANCH REPORT, supra note 66, at
17.

217. See ExacurvE BRANCH REPORT, supra note 66, at 17.
218. See supra note 214 and accompanying text.

219. See 21 C.F.R. § 1.21. The FDA has previously indicated its interpretation of"material-
ity" under the Act:

Information disclosing differences in performance characteristics (e.g., physical proper-
ties, flavor characteristics, functional properties and shelf life) is a material fact under
section 201(n) [of the FDCA] because it bears on the consequence of the use of the
article. Accordingly, this information must be on the product label, or labeling would
be misleading, and the product would be misbranded under section 403(a) of the act.

Notice of Final FDA Rule Regarding Standards for Products Named with Nutrient Content
Claims, 58 Fed. Reg. 2431, 2437 (1993).

220. See Interim Guidelines, supra note 149.

221. 21 U.S.C. § 371(a) (1988).
222. Fidelity Say. & Loan Ass'n v. De La Cuesta, 458 U.S. 141, 153 (1981).
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lines for rbST are at least potentially a source of preemptive federal
language.

However, the status of the interim guidelines poses a significant
analytical problem that requires resolution before their preemptive
effect can be considered. At first blush, it would seem that the rbST
labeling guidelines cannot by their own terms have any preemptive
effect. The published notice of the guidelines states that they pro-
vide only "guidance" to the states and do not bind the FDA or any
state.22 3 This suggests that the states need not follow the guidance,
or at least risk no explicit penalty if they choose not to do so. How-
ever, the question as to whether the guidelines have pre-emptive
effect is an analytically separate question from whether violating the
guidelines breaches an enforceable federal rule. Breaching a rule
may trigger criminal and civil sanctions, whether or not it has any
preemptive effect. The two inquiries are tied together, however, to
the extent that an enforceable rule may conflict with a contrary
state statute; friendly advice from an agency is less likely to create a
conflict.

The preemption status of an "interim guideline" is in general un-
clear. Under the Administrative Procedure Act, federal agencies
exercising Congressionally delegated powers are required to en-
gage in a process of notice and comment rulemaking when promul-
gating regulations.224 Proposed rules are published with a period
for comment before final rules are enacted.225 Guidelines, how-
ever, are a different kind of creature entirely as used by the FDA in
this instance. To the extent that they are simply advice to the states
regarding rbST regulation, they appear to be neither proposed
rules nor final rules.226 The status of an "interim" guideline, consti-
tuting a sort of provisional advice from the agency, is even more
uncertain. Even setting aside their nomenclature, the interim
guidelines offer mixed signals as to their status. Much like a pro-
posed rule, the rbST guidelines were published in the Federal Reg-
ister with a stated time period for written comments.22 7 At the same

223. See Interim Guidelines, supra note 149.
224. See 5 U.S.C. § 553(b) (1988).
225. Id. at §§ 553(c), (d).
226. Courts have drawn a distinction between "interpretations and policy rules," which do

not require notice and comment, and "legislative rules," which do. See Nat'l Family Planning
and Reproductive Health Ass'n v. Sullivan, 979 F.2d 227 (D.C. Cir. 1992). Interpretive rules

clarify statutory terms, or reiterate existing statutory duties; legislative rules create new obliga-
tions or duties. Id.

227. See Interim Guidelines, supra note 149.
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time, the extensive disclaimer included in the guidelines, stating
that the agency does not intend the FDA or anyone else to be
bound by the guidelines, further muddies their status.

The legal effect of the rbST guidelines is therefore difficult to
ascertain. At one extreme, one might argue that since the statute
does not give the agency the explicit authority to issue such a thing
as an "interim guideline," the guidelines have no legal force or ef-
fect whatsoever.228 Alternatively, one might argue that the publica-
tion of the interim guidelines simply constitutes fair notice of an
internal agency standard as to the circumstances under which it
may choose to initiate an enforcement proceeding, rather than an
interpretation of exactly what the FDCA will or will not allow. As
one court illustrated this view:

By way of analogy, a police department might adopt a policy of
not enforcing a 55 mile speed limit unless a motorist's speed ex-
ceeded 65 miles per hour. Under such a policy, at a trial it would
not be necessary to prove anything more than a speed in excess
of 55. By comparison, the FDA might as a matter of discretion
withhold enforcement unless it found [a violation of the interim
guideline] .... 229

Finally, a court might look past the nomenclature, and hold that
if interim guidelines in fact appear to be rules of general applicabil-
ity, they should be treated as such under the Administrative Proce-
dure Act.2 30 The disclaimer in the guidelines would seem to be

calculated to avoid such a result; previous courts reviewing FDA "in-
terim guidelines" have suggested that such a disclaimer could re-
lieve the agency from being constrained by the guidelines.231 The
disclaimer thus indicates that the guidelines, at most, constitute a
standard that the FDA may use in choosing to exercise its
prosecutorial discretion. And quite possibly, the guidelines have no
legal significance at all. In either case, actions contravening the
guidelines would not in themselves constitute a legal violation ex-
cept to the extent that the actions also violated the statute.

228. See United States v. City Smoked Fish Co. et al., No. 33669, slip op. at 6 (E.D. Mich.
1970) cited in United States v. Vita Food Products of Illinois, 356 F.Supp. 1213, 1215 (E.D. Ill.

1973) ("Since there is no statutory authority to issue such an interim enforcement guideline,
it follows that defendant's violation of the law, if any, must be of the statute itself, in this case
The Food, Drug and Cosmetic Act").

229. United States v. Ewig Bros., 502 F.2d 715, 724 (7th Cir. 1974).

230. Id. at 725 n.24.

231. See id. at 524-25.
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If the guidelines lack regulatory force, they are unlikely to have
preemptive effect in and of themselves; rather, preemption will flow
from the underlying statute. However, the guidelines could still
have a profound, if more subtle, effect on the preemption inquiry.
In some instances a set of guidelines might indicate the preemptive
scope of the underlying statute by indicating what actions would
trigger enforcement of the statute. Normally, a statement interpret-
ing a statute, made by the agency charged with enforcing a statute,
is given deference by a reviewing court.232 This includes an explicit
statement that a regulation is not intended to have preemptive ef-
fect.2 33 Given the disclaimer in the interim guidelines, this further
suggests that a court would not find the guidelines themselves to
preempt state rbST regulation; it is an explicit statement of the
agency's purpose in issuing the guidelines. However, in light of the
disclaimer, and because of the tentative nature of the guidelines,
they can hardly be considered an authoritative statement of the
FDA's interpretation of the FDCA with regard to labeling for rbST-
related products. As a consequence, these particular guidelines ap-
pear unlikely either themselves to preempt state rbST regulation, or
to provide an authoritative indication of when the FDCA will do so.

B. Express Preemption

Preemption analysis requires first that courts look to any explicit
expression of Congressional intent to preempt the states.23 4 The
FDCA proper contains no express preemption provisions;2 35 how-
ever, certain relatively recent additions to the statute do contain
express preemption language. This language is found in the Nutri-
tion Labeling and Education Act (NLEA), which interacts with the
FDCA to regulate certain narrow aspects of food labeling.2 36 Thus,
these provisions may apply to any state provisions requiring that
products from rbST-treated cows be labeled.

The preemption provisions of the NLEA are, however, somewhat
unusual. The NLEA can be analyzed only in terms of express pre-
emption, because its express provisions prohibit any implied pre-

232. See Chevron U.S.A. Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837
(1984).

233. See Hillsborough County v. Automated Medical Laboratories, Inc., 471 U.S. 707, 714-
15 (1985).

234. Stamps v. Collagen Corp., 984 F.2d 1416, 1420 (1993).
235. Jones v. Rath Packing Co., 430 U.S. 519, 538 (1977).
236. Pub. L. No. 101-535, 104 Stat. 2353 (1990).



The Milk Free Zone

emption under the statute.23 7 Under current Supreme Court
jurisprudence, where Congress has included in a statute language
of express preemption, no implied preemption analysis is necessary
or permissible in any event.23 Yet the NLEA additionally expressly
prohibits its own application to implied preemption, instead pro-
viding that its preemptive scope is limited to what it expressly
preempts.23 9 Congress was clearly concerned about the possibility
that NLEA might be interpreted to eject the states entirely from the
field of food labeling regulation, and foreclosed that possibility by
expressly limiting the statute's effect to that expressly stated.2 40

Even absent implied preemption, the NLEA bars state regulation
in a wide variety of circumstances. The statute expressly preempts
states from regulating food labeling in areas including nutrition la-
beling,241 nutrient content and health claims,242 standards of iden-
tity,2 43 and misbranding related to common names, imitation foods,
and misleading containers. 2 " In some instances, the preemptive
effect of the statute may include negative preemption, that is, a pro-
hibition of state regulation where the FDA has chosen not to pro-
mulgate a federal standard.2 45 Under the provisions relating to
misbranding, Congress has prohibited state regulation "of the type"
required by the FDA;2 4 6 these provisions have been interpreted by
the agency as prohibiting state regulation even in the absence of a
stated federal regulation. 247 By contrast, the provisions related to
standards of identity do not carry the "of the type" language, and so
state law will be preempted only if a federal standard has been
promulgated and the state standard is not identical to its federal
counterpart. 248

237. 21 U.S.C. § 343-1 (Supp. V 1993).
238. Cipollone v. Liggett Group, Inc., 505 U.S. 504 (1992).

239. See Craig Jordan, Preemption and Uniform Enforcement of Food Marketing Regulations, 49
FOOD & DRUG L.J. 401, 401 (1994); Michele M. Bradley, The States' Role in Regulating Food
Labeling and Advertising: The Effect of the Nutrition Labeling and Education Act of 1990,49 FOOD &
DRUG UJ. 649, 659 (1994).

240. See 136 CONG. REc. S16,610-11 (daily ed. Oct. 24, 1990) (statement of Senator Orrin
Hatch).

241. 21 U.S.C. § 343-1 (a) (4).
242. Id. § 343-1 (a) (5).

243. Id. § 343-1(a)(1).
244. Id. §§ 343(c),(d),(e).
245. Id. §§ 343-1 (a) (2),(3).
246. Id. § 343-1(a)(1).
247. 58 C.F.R §§ 2463, 2471 (1995).
248. 21 U.S.C. §§ 343-1(a)(1), 343(g).
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Complex preemption analysis under the NLEA might be avoided
at the outset if rbST related labeling could be characterized as fit-
ting within an area expressly permitted under the NLEA. Congress
went out of its way to indicate certain areas that the states would be
permitted to regulate, one of which is closely related to the issue of
rbST regulation. The NLEA explicitly exempts state health and
safety warnings from preemption.2 49 State rbST-labeling provisions
might escape preemption if intended as such a warning. However,
such a characterization is highly problematic, given the complete
absence of any evidence that milk from rbST-treated herds might
be a threat to human health or safety.2 50 Thus, even though the
states would undoubtedly wish to characterize a labeling require-
ment as a warning, they are unlikely to be able to escape conflict
with the NLEA under this "safe harbor" exemption.

State rbST labeling statutes must therefore be assayed against the
express state regulatory prohibitions within the NLEA. The most
significant of these prohibitions for purposes of state rbST labeling
are likely those related to common name and standard of identity
labels. Under the FDCA, foods may be considered misbranded if
their label fails to bear the common or usual name of the food or
ingredient, if such a name exists.251 "Milk" is certainly such a com-
mon or usual name, as are "cheese," "ice cream," and the ordinary
names of other milk products. Under the NLEA, states are ex-
pressly prohibited from requiring any labeling that is not identical
to the common name requirement under the FDCA, even if the
FDA has not promulgated regulations regarding the common
name.2 52 One might argue that a labeling requirement for rbST,
such as that enacted in Vermont, is preempted because it is "not
identical" to the FDCA requirement with regard to common name
dairy products.2 53

249. Pub. L. No. 101-535, § 6(b), 104 Stat. at 2363-64.
250. See supra notes 38-77 and accompanying text.
251. 21 U.S.C. § 343(i)(1).
252. 58 C.F.R. §§ 2463, 2471 (1994).
253. The analysis of the Vermont statute may be moderately complex in this respect; it

requires placement of a blue dot on the packaging. See Int'l Dairy Foods Ass'n v. Amestoy,
898 F.Supp. 246, 249 (D. Vt. 1995). A sign is placed nearby explaining that the dot
designates milk from treated herds. Id. Thus, no new wording is added to the container, but
a symbol designating information is added. Presumably, a symbol such as a blue dot can
render a product "mislabeled" just as well as a word.

To further complicate the analysis, the dot incorporates by reference the nearby sign. The
FTC, rather than the FDA, has authority over misleading food advertising, the FDA retains
jurisdiction over misleading food labeling. See Bradley, supra note 239, at 650. The nearby
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Similarly, under the FDCA, food may be considered misbranded
if it purports to be or is represented as a food for which the FDA
has established a standard of identity and does not conform to the
FDA standard. 254 Standards of identity are detailed descriptions of
the composition and processing of certain defined foods. The FDA
has, for example, established standards of identity for the composi-
tion and processing of "milk,"255 "ice cream," 256 "cheese,"257 and
other dairy products.2 58 The NLEA prohibits states from promul-
gating any regulation for these products that is not identical to the
requirements promulgated by the FDA for a standard of identity
food. Certainly the FDA requirements do not call for "milk" or
other dairy products to bear a designation as to whether they origi-
nate with rbST-treated herds, and so state requirements for such a
designation might be prohibited.

Thus, on their face, the NLEA preemption provisions appear to
bar any state regulation of milk or dairy product labeling. Yet, as
discussed above, such express preemptive language merely engen-
ders a legal inquiry that is different in scope, but not in kind from
an implied preemption inquiry: the scope of Congress' preemptive
intent must still be appraised. 259 Courts may reasonably question
whether these provisions in fact bar all addition of source of origin
information from standard of identity foods. Certainly the standard
of identity provisions of the FDCA focus upon the requirements for
composition of a food, and food items labelled "milk" are expected
to conform to the standard of identity. But as long as the product
conforms, does the NLEA amendment bar any additional informa-
tion that might be affixed to the conforming food? Is labeling in-
formation such as "Maine Milk" on milk from herds in that state, or
"Milk from Holstein cows" on milk from cows of that breed, entirely
prohibited? If the provision sweeps so broadly, then even regula-
tion regarding brand names might be preempted - such require-
ments would not, after all, be identical to the requirements of the
FDA common name and standard of identity requirements.

sign is not attached physically to the product, and could perhaps fall within the FTC's pur-
view if it constitutes "advertising" rather than part of the "label."

254. 21 U.S.C. § 343 (g).

255. 21 C.F.R. § 131.110 (a) (1995).
256. Id. § 131.3 (a).

257. See 21 C.F.R. § 133.
258. However, the FDA is forbidden to fix a standard for butter. See 21 U.S.C. § 341.
259. See supra notes 169 -172 and accompanying text.
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Other provisions of the Act suggest that Congress did not intend
such a result from its express preemption provisions. Aside from
the absurdity of arguing that the Act prohibits the use of brand
names, the legislative history of the NLEA clearly indicates that
Congress did not intend to preempt states from at least some in-
stances of food labeling regulation regarding food origin.260 Con-
gress gave specific examples of permissible state regulation,
including regulation of foods that are sold as "kosher" or "organic"
or "previously frozen." 261 The report accompanying the legislation
indicates that this list was not meant to be exhaustive. 262 The FDA
has indicated that it intends to allow this type of labeling, and the
fact that such may not be "identical" with common name or stan-
dard of identity provisions appears not to be at issue.263

This policy may seem at odds with the bare language of the stat-
ute itself, which could be read to prohibit such state regulation.
However, the legislative history of the Act provides insights into the
purposes of the legislation that may lend consistency to the appar-
ent conflict. The Act clearly was aimed at establishing uniform na-
tional standards for informing consumers of the nutritional value of
certain foods.264 The preemptive provisions of the Act were
designed to forestall state interference with such uniform nutri-
tional labeling.265 Thus, the provisions regarding common name
mislabeling and identity mislabeling assume importance in clearly
communicating the nutritional qualities of designated foods. For
example, because of the NLEA's preemptive effect, any food bear-
ing the designation "milk" can be immediately recognized by con-
sumers anywhere in the United States as having a certain
nutritional composition.

The focus of the Act is therefore on nutrition, and the only co-
herent construction of these provisions is one that adopts a similar
focus. Under this reading, the policy regarding state origin label-
ing gains coherence with regard to the preemption provisions; des-

260. See 136 CONG. REc. H5842 (daily ed. July 30, 1990).

261. Id.
262. Id.

263. SeeAlbert Norman Shelden, State Responsibility and Uniformity in Food Labeling, 47 FOOD
& DRUG L.J. 253, 259 (1992)

264. "The purpose of this legislation is to make sense of the confusing array of nutrition
labels that confront consumers every time they enter the supermarket." 136 CONG. REC.
H5840 (daily ed. July 30, 1990) (statement of Rep. Henry Waxman; emphasis added.)

265. See 136 CONG. REc. S16610 (daily ed. Oct 24, 1990) (statement of Senator Orrin
Hatch).
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ignations related to non-nutritional origins of food, such as
"kosher" foods or "dolphin-free" tuna are not preempted because
they have nothing to do with uniform nutrition labeling. Consum-
ers do not purchase "kosher" or "dolphin-free" products because of
their nutritive value, but for their religious or environmental value.
No question of nutritional labeling confusion is raised by such
labels.

Similarly, the NLEA provisions allowing states to continue to reg-
ulate food labeling with regard to health and safety warnings fit this
reading. These labeling provisions, like those related to food ori-
gin, will not necessarily be "identical" to common name or standard
of identity requirements, but are nonetheless permissible in legisla-
tion aimed at uniform nutritional labeling. Health and safety warn-
ings have nothing to do with the nutritional composition of foods,
but rather with physiological side-effects or sequelae of consuming
otherwise nutritious foods.266 In each instance, the question of
"identity" of regulation hinges on whether or not nutritional infor-
mation is being passed to the consumer.

This suggests that state regulation ought to be swept aside if it
purports to give the consumer either more or less nutritional data
than that required under the FDCA. On milk, state regulations gov-
erning use of the brand name "Meadowbrook Farms," or the indica-
tor "Maine Milk" simply designate origin, not nutritive value.
Trademarks and brand names are used by consumers to identify
source of origin and product qualities other than nutritional value.
Thus, state trademark regulation should not be touched by the pre-
emption provisions of the NLEA, even if it is not identical to the
FDA's requirements for milk. However, a designation such as "Milk
from Holstein cows" may be preempted if it carries with it some
connotation of nutritional information; that is, if milk from Hol-
stein cows might be considered by the consumer to be of some dif-
ferent nutritional value than any other sort of milk.

266. "[NLEA] does not in any way regulate carcinogens or other non-nutitive substances in
foods." H.R. REP. No. 538, 101st Cong., 2d Sess. 7 (1990) (emphasis added) reprinted in 1990
U.S.C.C.A.N. 3337; accord Bradley, supra note 239, at 660 ("[W]arning labels were beyond the
scope of the Act, which focused on nutrition labeling and not on food safety."). The infor-
mation contained in health warnings of course lies closer to the question of nutritive value
than does information about the type of nets used to catch "dolphin-free" tuna, which may
be why Congress chose to expressly designate this information as not exclusive to federal law.
On the other hand, Congress exclusively reserved to federal control label regulation related
to purported nutritive health benefits of foods. 21 U.S.C. § 343-1(a)(5).
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State regulation of rbST labeling treads very close to the preemp-
tion line, but ultimately may escape if the label is aimed at con-
sumer information other than nutritional information, and does
not interfere with the informational content of the FDCA require-
ments. Consumers who wish to know whether their milk comes
from treated or untreated herds will not be using rbST labeling to
assess nutrition. Instead, they will wish to use the information for a
political or ethical assessment of the product. Even consumers
who, perhaps irrationally, remain unconvinced that use of rbST in
milk production is safe, would not be using the label to assess nutri-
tional value, but rather as part of their own idiosyncratic safety as-
sessment. Consequently, although state rbST labeling
requirements will not be identical to the common name or stan-
dard of identity requirements, they should not be preempted under
the NLEA any more than regulations governing the terms "kosher"
or "organic" are preempted.

C. Implied Preemption

If, as suggested above, no explicit language is to be found indicat-
ing a Congressional intent to preempt state rbST regulation, then
courts may look to the implicit purpose of federal statutes and de-
termine whether they appear to preempt the states.267 The out-
come of such an analysis will depend heavily upon the purposes
and effects of the respective federal and state statutes. To date,
state rbST legislation that has been considered has fallen into two
broad categories, each with a different potential for preemption.
At its most extreme, legislation hostile to rbST might take the form
of a ban on the hormone, and on milk from herds treated with the
hormone. Although no such legislation is currently in force, some
states enacted bans during the pendency of Monsanto's application
for FDA approval of rbST, and various states and localities have con-
templated bans since approval was obtained.2 68 A less extreme al-
ternative is mandatory labeling of milk from treated herds, an
approach which has been actively considered in several states since
FDA approval of rbST, and which is currently in force in Ver-
mont.2 69 We shall consider each of these types of state legislation in
turn.

267. Hillsborough Cty. v. Automated Medical Laboratories, Inc., 471 U.S. 707, 713 (1985).
268. See supra note 158 and accompanying text.
269. See supra notes 159-161 and accompanying text.
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1. Banning rbST

State legislation that banned rbST or milk produced from its use
could conceivably run afoul of two separate federal enactments.
The first is the only Congressional enactment directly addressing
rbST: the 90-day moratorium on rbST sales that took effect upon
FDA approval of the drug.270 The second possibility is FDA ap-
proval for rbST usage, which rests upon the FDA's authority under
the FDCA itself.271 Neither provision contains express preemption
language, leaving the question of whether an intent to preempt
might be implied. For either to preempt states from the field, Con-
gressional intent would need to be "clear and manifest" for the pur-
ported ground of any rbST regulation would place it within an area
traditionally reserved to the states: protecting consumers from
hazards or deception in the retail sale of food products.

a. The Congressional Moratorium Where the Congressional
moratorium is concerned, the indicia of intent to occupy the field
appear anything but clear and manifest. Certainly the Congres-
sional moratorium cannot be characterized as a scheme of regula-
tion so pervasive that there is no further room for the states to
operate; if anything, the Congressional action here was de minimis.
The best argument that might be advanced is that Congress clearly
considered the question of an rbST ban, and determined not to
enact one. The short moratorium that was imposed was designed
to allow further study of the problem; that study was completed and
indicated no need for a ban.2 72

However, it is something of a stretch to get from the inference
that Congress saw no need for a ban to the further inference that
Congress intended that no one else should enact a ban, either. It
might just as well be argued that Congress simply saw no need for a
national ban, but left open the possibility that preservation of local
interests might require such action. Indeed, given that food regula-
tion has been characterized as a "peculiarly local concern," this may
well be the default position that a reviewing court would adopt.

Neither does a Congressional moratorium seem likely to provoke
conflict preemption with state rbST proscriptions; it is not at all

270. See supra note 155 and accompanying text.
271. See Grocery Manufacturers of America, Inc. v. Gerace, 755 F.2d 993, 999 (2d Cir.

1985) (so long as they are duly authorized and advance congressional intent, federal regula-
tions have the same preemptive effect as statutes).

272. See ExEcTnIwV BRANcH REPORT, supra note 66.
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clear how such a state decision would "stand as an obstacle" to Con-
gressional intent or upset the "delicate balance" of federal regula-
tion. The plain Congressional intent of the ruling was to put rbST
use on hold while a study was completed; this was accomplished.
To find conflict with a state provision would require a court to read
Congress' failure to extend the moratorium as a mandate for unin-
hibited rbST trafficking. As with field preemption, because of tradi-
tional state prerogatives, so here too are courts unlikely to give a
broad interpretation to Congress' failure to act.

b. FDA Ruling Field preemption under the FDA ruling is a
somewhat trickier proposition. Under the FDCA, the FDA is em-
powered to oversee the safety of foods, and there is no doubt that
the Act and the regulations arising out of it comprise one of the
most comprehensive and pervasive systems of administrative law im-
aginable. However, it seems clear that Congress did not intend by
its authorization of the FDA to expel the states from regulating in
the field of consumer welfare and food safety. 273 Indeed, there is
every indication that Congress intended to allow continued state
activity in this traditionally state field; state agencies and the FDA
recognize one another's concurrent jurisdiction over such matters,
and frequently cooperate in achieving their goals. 274 The FDA in
fact frequently relies upon the states' resources to police food
safety. 275

Since field preemption is unlikely under the FDCA, there is
clearly latitude for states to operate in the area of regulating foods.
The question is not whether the state is excluded from such regula-
tion, but whether its particular regulation conflicts with federal reg-
ulation. In the broadest sense of the word, there appears to be a
clear "conflict" between the FDA ruling that rbST is safe and effec-
tive and a state statute banning its use. However, a favorable FDA
determination about a product is by no means an affirmative li-
cense to market that product. Courts have generally recognized
that states may impose on manufacturers more extensive duties
than those imposed by the FDA, as long as the FDA requirements
appear to set minimum standards. 276 The argument could similarly

273. SeeJones v. Rath Packing Co., 430 U.S. 519 (1977).
274. Michael R. Taylor, Federal Preemption and Food and Drug Regulation: The Practical Modern

Meaning of an Ancient Doctrine, 38 FOOD DRUG COSM. L.J. 306, 308 (1983).
275. Id., JAMEs T. O'RE iL,, FOOD & DRUG ADMINISTRATION § 25.02 (2d ed. 1995).
276. See Hillsborough County v. Automated Medical Laboratories, 471 U.S. 707, 721

(1985); see also Kellogg Co. v. Mattox, 763 F.Supp. 1369, 1379 (N.D. Tex. 1991) ("The mere



The Milk Free Zone

be made that simply because the product is safe and effective
enough for the FDA does not mean that it is safe and effective
enough for Vermont.

Of course, if rbST-induced milk is not safe and effective enough
for Vermont, then it is unclear what is safe and effective enough for
Vermont - probably no other food has been so extensively studied
and validated. 277 If a state is to ban milk from treated herds, then it
may as well ban any of the other foods generally recognized as safe
or approved by the FDA. Given the legitimate suggestion that rbST
may cause mastitis, a ban on the drug itself may make a bit more
sense. In either case, no actual conflict will likely be generated for
preemption purposes. Approval of a particular food by the FDA is
not an order to sell that food; a state order not to sell the approved
food will not place a producer in the position of being physically
unable to comply with both federal and state requirements.

Thus, the question appears to be whether a state ban on rbST or
on milk from rbST-treated herds "stands as an obstacle" to achiev-
ing the objectives and purposes of the federal regulation. It is fairly
well settled that Congress' purpose in initiating federal oversight of
food health and safety was twofold. Not only was the obvious, nega-
tive goal of eliminating unsafe and hazardous foods contemplated,
but the positive goal of promoting national sources of safe and nu-
tritious foodstuffs was equally important.278 A state ban on rbST-
related products would perhaps not conflict with the negative goal
of the FDCA; the FDA's mandate to eliminate unsafe foods is not
necessarily hampered by state programs to eliminate safe foods.
But such state programs generate an obvious conflict with the
FDA's mission to promote new sources of safe foods. FDA approval
of rbST, together with the complete absence of evidence to indicate
that milk from rbST-treated herds might be unhealthy or unsafe,
suggests that a state ban might well frustrate Congress' positive goal
in enacting the FDCA.

fact that Texas may have imposed on Kellogg more extensive duties than FDA has im-
posed.., does not make it impossible for Kellogg to comply with both the Texas Act and the
FDCA.")

277. See supra note 77 and sources cited therein.

278. See Grocery Manufacturers of America v. Gerace, 581 F.Supp. 658, 668 (S.D.N.Y.
1984) affd in pertinent part, 755 F.2d 993 (2d Cir. 1985) (FDA purpose to encourage develop-
ment of nutritious foods) accord Federation of Homemakers v. Schmidt, 539 F.2d 740 (D.C.
Cir. 1976) (same); Committee for Accurate Labeling and Marketing v. Brownback, 665
F.Supp. 880, 884 (D. Kan. 1987) (same).
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2. Labeling

Preemption analysis proceeds somewhat differently where states
require labeling of products from rbST-treated cows. As in food
health and safety generally, it is fairly clear at the outset of the label-
ing analysis that the states have not been excluded by the FDCA or
other federal statutes from the field of food labeling regulation.
On the contrary, the FDA relies on state cooperation and involve-
ment in policing food labeling, and has often stated its position that
states have a role to play in labeling regulation. 279 In this particular
instance, of course, the field might be defined less broadly, not as
the field of food labeling, but rather as the field of rbST-associated
milk labeling. The FDA has ruled on the safety of rbST and its use,
and has determined that it has no statutory authority to require
special labeling for milk from rbST-treated herds. The argument
might be advanced that if the FDA cannot require a label, the states
cannot, either, if they are preempted from the "mini-field" of rbST
labeling.

Yet even in considering this smaller field, it is difficult to argue
that states have been completely excluded. This reading would be
appear to be inconsistent with the FDA's own interpretation of the
FDCA, as expressed in the labeling guidelines, an interpretation
that the courts are required to accord considerable deference. The
guidelines state a flat prohibition against labels claiming milk is
"hormone free" or even "rbST free."280 However, the guidelines
clearly contemplate the possibility of voluntary "negative" labels in-
dicating milk originating from herds that have not been treated,
and also contemplate regulation of this type of labeling by states, to
assure the accuracy of the label.28 1 Indeed, the guidelines go so far
as to suggest that the FDA's interpretation of the FDCA require-
ments with regard to rbST labeling may assist the states in interpret-
ing applicable state statutes. 2 2 Clearly then, the interim guidelines
indicate the FDA, at least, believes that the states have not been
completely ejected from the field of regulating labels for rbST-asso-
ciated milk.

279. See Charles P. Mitchell, State Regulation and Federal Preemption of Food Labeling, 45 FOOD
DRUG COSM. L.J. 123, 127 (1990).

280. See Interim Guidelines, supra note 149.
281. Id.
282. Id.
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a. Affirmative Labeling A different conclusion may result if
the labeling question is considered as one of conflict preemption.
For example, the permissibility of state labeling laws that required
"hormone free" or "bST free" labels on dairy products is quickly
disposed of as a matter of actual conflict; the FDA guidelines state
that the FDCA prohibits such labeling as false or misleading.2 8

Producers who placed such labels on their milk voluntarily would
be in violation of the statute, and states that statutorily required
such labels would simply provoke federal preemption; producers
clearly could not comply with both federal rules prohibiting the la-
bel and state rules requiring it. This would be the result for any
type of label that private parties would be prohibited from adopting
under the FDCA. However, the guidelines also offer some advice
on permissible labeling formats; states might turn to these passages
for instruction as to what might be mandated without triggering an
actual conflict.

States attempting to enable mandatory rbST labeling might seek
to avoid the guidelines' prohibitions by requiring "affirmative" la-
bels, that is, labels identifying milk that does contain rbST, or de-
rives from rbST-treated herds. This type of labeling is not directly
addressed at all in the FDA interim guidelines. Nonetheless, the
guidelines suggest that the mislabeling provisions of the FDCA may
render unqualified affirmative labels prohibited if voluntary, and
preempted if mandatory.284 A label on milk stating "contains rbST"
is problematic, if only because there is no way to verify that it does
in fact contain rbST.2 85 Even if truthful, however, such a label may
be misleading - for example, a label on milk stating "contains
bST" is absolutely truthful. All milk contains bST. The label may
nonetheless be misleading by suggesting that the presence of bST is
unusual or worth noting. Similarly, as in the case of prohibited
"rbST-free" labels, the "contains rbST" label may incorrectly suggest
some health or nutritional difference on the basis of the recombi-
nant hormone's presence or absence.

Although affirmative labeling is not directly addressed in the
FDA interim guidelines, the principles outlined in the notice may
still prove instructive in structuring such labeling to avoid preemp-
tion under the FDCA. The affirmative labeling problem of compo-
sitional uncertainty might be removed by drafting the label

283. Id.
284. See id.
285. See supra note 37 and sources cited therein.

1997]



COLUMBIA JOURNAL OF ENVIRONMENTAL LAw [Vol. 22:227

requirement to read "may contain rbST" or better still, "from herds
treated with rbST." Such labels may still be misleading, but could
be qualified as suggested in the interim guidelines to avoid this sec-
ond problem. 28 6 Voluntary use of such a qualified affirmative label
would likely be permissible under the FDCA; similarly, if such a la-
bel were mandated by state regulation, it would likely avoid actual
conflict preemption.

This is not the end of the inquiry, however; even if mandatory
affirmative labeling raises no issue of actual conflict, it might yet be
preempted if it frustrates Congress' purpose in enacting the FDCA.
The conflict analysis for this type of preemption is longer than that
for actual conflict, but may well arrive at the same result. As noted
above, it has been recognized that the FDCA was enacted with the
dual intent of eliminating unsafe and hazardous foods, as well as
promoting national sources of safe and nutritious foodstuffs.28 7 Af-
firmative labeling schemes for rbST-associated dairy products could
well frustrate the latter, positive Congressional goal. Even if prop-
erly informative, labeling could have a pejorative effect, discourag-
ing consumers from purchasing products that have been
exhaustively demonstrated to be safe or nutritious. This could, in
turn, discourage development of this food production resource.288

At the very least, food labeling requirements would add considera-
ble extra expense to dairy processors and manufacturers using milk
from rbST-treated herds, again discouraging producers from em-
ploying a safe and effective food production technology.

The Congressional goals of the FDCA may also be frustrated if
states require warnings on milk in order to accomplish trivial or
insubstantial goals.28 9 Given the overwhelming evidence demon-
strating the safety of milk from rbST-treated herds, no plausible
safety rationale can be advanced for labeling of rbST-associated
milk. Some critics of rbST-induced milk have argued that consum-
ers nonetheless have a right to know the origins of their milk, sim-

286. See Interim Guidelines, supra note 149.
287. See supra note 278 and accompanying text.
288. The [state labeling statute] requires that all substitute diary products carry the pejora-

tive label 'artificial dairy product.' This requirement will obstruct the federal policy to pro-
mote the development of nutritionally superior products since manufacturers will have no
incentive to fortify their products if they will be branded in a manner connoting inferiority
anyway. Committee for Accurate Labeling and Marketing v. Brownback, 665 F.Supp. 880,
885 (D. Kan. 1987).

289. Cf Groce~y Manufacturers, 581 F.Supp. at 668 (state labeling law preempted under
FDCA because overuse of the term "imitation" leads to consumer confusion).
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ply because consumers may want to know, even in the absence of
any consumer protection rationale.2 90

This argument was squarely rejected in a challenge to the FDA's
decision not to require labeling under the FDCA. In Stauber v.
Shalala, the United States District Court for the Western District of
Wisconsin observed:

If there is a difference, and consumers would likely want to know
about the difference, then labeling is appropriate. If, however,
the product does not differ in any significant way from what it
purports to be, then it would be misbranding to label the prod-
uct as different, even if consumers misperceived the product as
different. In the absence of evidence of a material difference be-
tween rbST-derived milk and ordinary milk, the use of consumer
demand as the rationale for labeling would violate the Food,
Drug, and Cosmetic Act.291

Presumably, if it would be a violation of the FDCA for the FDA to
require labeling, it would be no less a violation for the states to do
so, and such a state requirement would be preempted by the fed-
eral mandate.

The rationale for the federal prohibition is fairly clear. The FDA
has opposed such gratuitous labels in part because warnings or la-
bels that cater to consumer's idiosyncratic responses may dilute im-
portant warnings regarding health and safety. 292 This reasoning is
somewhat unattractive because if taken to extremes, this "dilution"
argument might result in virtual field preemption for food labeling.
Still, dilution may be an appropriate argument in limited instances.
One such instance is where the facts demonstrate that there is noth-
ing to be gained by a state label because there essentially is no room
left for state concern regarding consumer protection. Recombi-
nant bST appears to present such a case.

b. Negative Labeling Another alternative for mandatory label-
ing may be a qualified "negative label." Even though labels declar-
ing milk to be "bST free" are expressly prohibited by the interim

290. See Hileman, supra note 69.
291. 895 F.Supp. at 1178.
292. See David C. Holzmann, IDA Hears BST Labeling Arguments, BIoWoRLD TODAY, May 7,

1995 at 1, col. 1 (according to Lucy Russell, FDA Assistant Chief Counsel for Foods, " ... the
agency has expressed concern that requiring warning for ingredients that cause only mild
idiosyncratic responses would overexpose consumers to warnings and decrease their effec-
tiveness."); see also Cosmetic, Toiletry and Fragrance Association, Inc. v. Minnesota, 440
F.Supp. 1216, 1224 (D. Minn. 1977) aff'd 575 F.2d 1256 (8th Cir. 1978) (multiple state label-
ling will conflict with the FDA's goal of the effective label warning at the lowest cost).
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guidelines, it is by no means clear that this precludes all types of
"negative" labels. The guidelines suggest, for example, that volun-
tary "negative" labels stating that milk originates from untreated
herds would be permissible if accompanied by appropriate con-
sumer information. 293 Were a state to require such labels, actual
conflict could perhaps be avoided - the FDA appears to think that,
properly formulated, the labels are not illegal under the "misbrand-
ing" provisions of the FDCA. However, the question remains
whether states are preempted from requiring such labels, even if
the labels might be permissible when voluntarily implemented.

Given that properly qualified negative labeling appears to be per-
missible under the FDCA, any barrier to state adoption of such a
labeling requirement must arise from frustration of some Congres-
sional goal. The likely candidates are the same as those reviewed
above for affirmative labeling: loss of consumer purchases leading
to a loss of revenue, dilution of consumer warnings, and increased
compliance costs to producers. The persuasiveness of the first two
arguments would seem to be approximately the same for either
negative or affirmative labeling; the effect of the requirement will
likely be the same regardless of whether milk from treated herds or
from untreated herds must be labeled.

However, the increased cost rationale bears closer examination
in the context of negative labeling, because the shift from affirma-
tive labeling to negative labeling shifts the burden of the extra cost
to a different party. If milk originating in non-treated herds must
be labeled, then the burden of compliance, and perhaps of conflict-
ing state regulations, falls upon those who choose not to use rbST.
Consequently, the development of the new food technology is not
deterred; indeed, such a labeling scheme may provide some incen-
tive to adopt rbST usage. The cost of compliance thus becomes a
less persuasive argument in the case of negative labeling, if it does
not in fact vanish entirely. Consequently, as among the possible
mandatory labeling schemes, negative labeling may stand the best
chance of passing preemption scrutiny.

c. The National Interest A final factor in the preemption anal-
ysis may be the question of national and state interests. In contem-
plating implied preemption of rbST labeling, courts may be
reluctant to reach a conclusion of preemption because of the na-
ture of the state statute. Any preemption analysis of affirmative

293. See Interim Guidelines, supra note 149.
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state labeling provisions will be informed by consideration that the
state is legislating in an area of traditional state concern; food label-
ing lies squarely within the states' "police powers" of consumer pro-
tection.294 The presumption that such state enactments are
permissible will be weakest where the preemption argument is
grounded in a significant national interest that might encourage
Congress to intrude on traditional state prerogatives. For explicit
preemption, the national interest is clear; for implied preemption,
however, finding the national interest may require some additional
thinking about the federal provision in question.

Some such national interest may perhaps arise from the nature of
the product at stake; biotechnology has been repeatedly identified
as a "critical" or "generic" industry that is important to national
competitiveness.2 95 Recombinant bST is an important first entry
into the agricultural market; its success will profoundly affect the
success of other biotechnology products that follow. Blocking the
sale of this pioneering product, particularly on flimsy or mistaken
scientific grounds, may tend to cripple the development of the bio-
technology industry, stunting important national economic devel-
opment.2 96 But as a practical matter, it would likely be difficult to
make the necessary showing that blocking the development of bio-
technology would harm critical national interests or, for that mat-
ter, that blocking the marketing of rbST would cripple the
biotechnology industry. Even if such a showing could be made,
courts will likely be reluctant to enter the realm of industrial policy,
which is more traditionally the provenance of the legislature.

A more conventional basis for arguing national interest is the
burden that could occur when many different states require many
different types of labeling. Complying with a multitude of state la-
beling requirements in order to ship goods throughout the country
would be at best burdensome and at worst physically impossible.
Designing packages and labels to meet overlapping requirements
from different jurisdictions would be expensive for the producer; if
the requirements conflict, then different packaging must be devel-
oped and implemented for sending the same product to different
states, further raising costs. This expense will be passed along in
higher retail prices, and where these prices rise too high to com-

294. Florida Lime & Avocado Growers Inc. v. Paul, 373 U.S. 132 (1963).
295. See Burk & Boczar, supra note 12, at 800-06.
296. Id. at 836-39.
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pete with local brands that do not incur multiple labeling costs, the
out-of-state producer will simply cease to sell in that jurisdiction.2 7

Thus national interests in facilitating interstate commerce and in
providing the highest quality goods at the lowest prices would seem
to dictate the desirability of uniform labeling on a national scale.
This reasoning has been successful in some instances,298 but such
arguments must be used with caution. If applied to all food prod-
ucts in interstate commerce, this argument would effectively pre-
empt all local labeling, which does not appear to have been the
intent of Congress or of the FDA.2 99 The argument in favor of na-
tional uniformity is strongest where the state scheme interferes with
an FDA requirement, rather than where state schemes conflict with
one another; in such instances, a specific national policy favoring
uniformity is clearest.300 An inchoate national interest in uniform-
ity is unlikely to prevail.301

However, the need for uniformity in food labeling may be more
compelling in some instances than in others. In the case of milk,
for example, a staple food that is integral to the basic nutrition of
children and infants, encouraging efficient production, and thus
lower prices, in order to make the product more available to lower
income families, may provide additional impetus to the labeling

297. See, e.g., Cosmetic, Toiletry & Fragrance Ass'n v. Minnesota, 440 F.Supp. 1216, 1224
(D. Minn. 1977) affd 575 F.2d 1256 (8th Cir. 1978) ("Plaintiffs have pointed to the enor-
mous set-up costs which they will incur if they are forced to differentially label products
bound for Minnesota .... plaintiffs might well cease selling these products in Minnesota
. .. .1 .).

298. See, e.g., Cosmetic, Toietry & Fragrance Ass'n, 440 F.Supp. at 1224 (cost of duplicative
and conflicting labeling requirements favors uniform national scheme). But see Grocery
Manufacturers of America v. Gerace, 581 F.Supp. 658, 667 (S.D.N.Y. 1984) modified by 755
F.2d 993 (2d Cir. 1985) (plaintiff failed to show need for national uniformity in imitation
cheese labeling); Committee for Accurate Marketing and Labeling v. Brownback, 665
F.Supp. 880, 884 (D. Kan. 1987) (same); Borden Co. v. Liddy, 200 F.Supp. 221 (S.D. Iowa
1961) (same).

299. See Committee for Accurate Marketing and Labeling, 665 F.Supp. at 884 (no evidence
of intent by FDA to eject states from field to achieve national uniformity); Borden Co. v.
Liddy, 200 F.Supp. 221, 225 (S.D. Iowa 1961) appeal dismissed 309 F.2d 871 (8th Cir. 1962)
(national uniformity of ice cream labeling not implicated by state statute because FDA regu-
lation was intended as a minimum standard).

300. See Mitchell, supra note 279, at 134-35.
301. See Hillsborough County v. Automated Medical Laboratories, 471 U.S. 707, 718 ("Un-

doubtedly, every subject that merits congressional legislation is, by definition, a subject of
national concern. This cannot mean, however, that every federal statute ousts all related
state law.")
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uniformity concern.30 2 At the same time, this argument could po-
tentially apply to a large variety of foods and products, so courts
may be reluctant to invoke this rationale without some clear sign of
national interest as expressed by Congress with the NLEA. 303

III. CONSTITUTIONAL CONFLICTS

The cow is of the bovine ilk;

One end is moo, the other, milk. 30 4

Preemption of state rbST regulation as outlined in the previous
section would be almost entirely defined by the language of federal
statutes and the question of Congressional intent. Ostensibly, the
Supremacy Clause drives the analysis by defining the "vertical" rela-
tionship between the federal government and the states. However,
the analysis of preemption occurs almost entirely at the statutory
level; once a conflict between the federal and state enactments is
found, the constitutional outcome is predetermined.

Other constraints upon rbST regulation may occur a level up
from the statutes, arising directly from limits placed upon the states
by particular constitutional provisions. The parameters of the "hor-
izontal" federal relationship between the states as defined by the
Dormant Commerce power may pose one such limitation. The re-
lationship between the states and its citizens as defined by the Equal
Protection Clause may pose another. The constitutional jurispru-
dence under these provisions is well developed, and one might ex-
pect that the boundaries imposed on the states should be clear. Yet
the unusual circumstances of rbST regulation tests these doctrines
to their utmost tolerance, perhaps revealing otherwise hidden
structure in the texture of the constitutional standard. We begin
the search for such limits with the standard that is ostensibly most
easily satisfied: the rational basis test of the Fourteenth
Amendment.

A. The Fourteenth Amendment

Producers or manufacturers challenging state regulation under
the Fourteenth Amendment may frame the challenge in terms of

302. Cf Thomas H. Jukes, Letter, BST and Milk Production, 265 SCIENCE 170 (1994)
("[U] nderprivileged and malnourished children need more milk. The challenge is to pro-
vide for their need.")

303. See 136 CONG. REc. S16,610 (daily ed. Oct 24, 1990) (statement of Senator Orrin
Hatch).

304. OGDEN NASH, THE Cow, FREE WHEEUNG (1931).
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either the Equal Protection or Due Process clauses. The claim may
be framed in terms of the due process, asserting the manufacturer
or seller is deprived of property without adequate justification.30 5

More often the claim is framed in terms of equal protection; the
manufacturer or seller of the product alleges that his product is
being singled out for unjustified treatment; other sellers are not so
burdened.30 6 In either case, the constitutional standard is for all
purposes identical where economic regulation is at issue; and dis-
cussion of the equal protection analysis for rbST similarly illumi-
nates the due process analysis.

1. Equal Protection Standards

On first consideration, an equal protection claim against rbST
regulation would seem almost impossible to maintain. Because the
statute is directed to the area of commerce or economic regulation,
it will not receive the type of judicial scrutiny given to legislation
impacting civil rights, and certainly not the high level of scrutiny
given to legislation that affects the rights of a "suspect class" of indi-
viduals. 30 7 Rather, for the statute to be upheld, the state in these
instances need only show some rational relationship between the
economic legislation and a legitimate governmental purpose. 308

Under this test, the courts are bound to give broad deference to the
legislature's choice;30 9 indeed, the invocation of the rational rela-
tionship test has sometimes been viewed as judicial signaling that
the legislation under review is certain to be upheld.310

However, the language of equal protection carries some sugges-
tion that the courts should not be blindly deferential to the state;
irrational, arbitrary, or capricious classifications are said to fail the
standard, and will not be upheld.311 Still, this window of invalida-

305. See Milnot Co. v. Arkansas Bd. of Health, 388 F.Supp. 901, 903 (E.D. Ark 1975).

306. Id.

307. United States v. Carolene Products Co., 304 U.S. 144, 152 n.4 (1938).

308. Id. at 153-54.

309. Id. at 464.

310. Robert W. Bennett, "Mere" rationality in Constitutional Law: Judicial Review and Demo-
cratic Theory, 67 CAL. L. REv. 1049, 1057 (1979).

311. See generaly 3 RONALD D. ROTUNDA &JOHN E. NowAF, TREATISE ON CONSTrrUTIONAL

LAw: SuBSTANcE AND PRocaIOuRE § 18.3 at 28 (1992) ("It appears the Court will only use the
rational relationship test to invalidate laws that are wholly arbitrary and that cannot be justi-

fied by any rational argument.. ").
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tion is narrow.312 The legislature need not necessarily treat simi-
larly situated products or services similarly.3 13 It may choose where
to begin to address its objectives, and need not reach all at the same
time.3 14 Neither need the legislature choose the speediest, most
efficient, or most effective of the available alternatives to accom-
plish its goal, only one that bears a rational relationship to achiev-
ing the stated purpose.31 5 The reviewing court need not approve of
the goal or of the means of achieving it, and is prohibited from
substituting its own judgment on such matters for that already
made by the legislature.3 16 Indeed, the legislature need not even
articulate its purpose for the regulation; if a court can find or in-
vent any valid purpose, the regulation will be allowed to stand.31 7

a. Rational Relationships Despite the highly deferential na-
ture of equal protection review, state legislatures may face a formi-
dable challenge in crafting rbST regulations that meet even this
most lenient standard. Legislative options for rbST regulation may
be constrained first by the limited field of objectives that the legisla-
ture can legitimately address. The majority of motives that might
be rationally related to a ban on rbST and rbST-induced milk will
be off limits to state legislatures - for example, a ban is clearly
rationally related to a desire to promote and preserve the state's
dairy industry, and stating such a goal would neatly avoid invalida-
tion of the statute under rational basis review, were such review the
legislature's only consideration. Unfortunately, admitting such a
blatantly protectionist goal would certainly throw the provision
open to invalidation under other constitutional provisions, such as
the Commerce Clause.318 Shielding state industries from outside

312. See Federal Communications Commission v. Beach Communications, Inc., 113 S.Ct.
2096, 2102 (1993) ("Those attacking the rationality of the legislative classification have the
burden to negate every conceivable basis which might support it...").

313. Semler v. Oregon Bd. Dental Exam., 294 U.S. 608, 610 (1935).
314. New Orleans v. Dukes, 427 U.S. 297, 303 (1979).
315. Minnesota v. Clover Leaf Creamery, 449 U.S. 456, 466 (1981).
316. Ferguson v. Skrupa, 372 U.S. 726, 729 (1963).
317. McDonald v. Bd. of Election Commn'rs, 394 U.S. 802, 809 (1969); McGowan v. Mary-

land, 366 U.S. 420, 426 (1961).
318. See infra notes 376-381 and accompanying text (discussing dormant commerce analy-

sis). As one court described the legislative dilemma:
While the desire of the Nebraska Legislature to serve the interest of the cattle industry of
the State is both proper and commendable, it could not, of course, in its attempt to
strike at imported meat resort to means which were designed or had the effect to unrea-
sonably burden or prevent commerce in such meat, when weighed in relation to legiti-
mate state police-power interest.
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competition is probably not a legitimate goal for the legislature to
enshrine as law.

Consequently, even if the legislative goal is in fact to shield state
industries from competition, the legislative purpose will likely be
couched in terms of a more acceptable goal,.such as protecting the
health or safety of consumers.319 However, such a facade creates
the potential for discontinuity between the legislature's ostensible
goals and the terms of the statute enacted. If the law is not truly
intended to effect an acceptable legislative purpose, but is in fact
crafted to effect some other outcome, the law may not display any
rational relationship to its ostensible purpose - and this is hardly
surprising, since it was in fact designed for some other purpose.
Thus, attempts to cloak the statute's true purposes may foster latent
inconsistencies amenable to exposure by even a gentle rational ba-
sis probe.

In reviewing such a statute, a properly deferential court should
attempt to cover such discontinuities by hunting among acceptable
legislative purposes to find one that rationally fits the statute with-
out discontinuity. The hunt may or may not be successful. In the
case of rbST, a court's hunt may be long and ultimately futile, since
the overwhelming scientific evidence of the product's safety and ef-
ficacy leaves a state with little material to dress up protectionist leg-
islation so as to cloak its economic purposes. Still, rationality for
scientific purposes is not necessarily congruent with rationality for
constitutional purposes; the latter sort of rationality is based upon
legal fiction rather than empirical fact. Given the disparate nature
of legal and scientific inquiries, in some instances legitimate legisla-
tive purposes might be found that ignore scientific conclusions or
adopt otherwise questionable scientific positions.

b. Science and Rationality At the same time, legal reasoning is
generally expected not to be entirely divorced from empirical real-
ity, particularly where it ultimately addresses an empirical issue,
such as health and safety. In the particular case of rbST, the ques-
tion is whether the enormous body of health data necessarily com-
pels a legislature to adopt the conclusions of the scientific
community, or whether the legislature can strike out on its own to
reach some other conclusion. An alternative position has, after all,

Armour & Co. v. Nebraska, 270 F.Supp. 941, 945 (D. Neb. 1967).
319. Gary C. Leedes, The Rationality Requirement of the Equal Protection Clause, 42 OHIO ST.

L.J. 639, 661 (1981) ("[L]egislatures conceal their true aims with respectable figleaves ... ").
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been articulated by Samuel Epstein and one or two others, and this
position, if accepted, would provide a basis for rbST regulation on
the basis of health and safety concerns.3 20 Even if this position lies
on the fringe of science, or perhaps beyond the fringe, legislative
adoption of the Epstein position might compel a deferential court
to uphold a statute founded on the position.

Such questions of conflicting scientific viewpoints have for some
time been a recognized problem in trial courts, where fringe scien-
tific theories are often advanced as a basis for tort recovery.321 This
type of evidence, dubbed "junk science," poses serious challenges to
the adjudicatory process.322 Questions of causation and measure-
ment of damages are grounded in factual proof, and the resolution
of these questions is likely to be turned awry if the factual basis is
unsound.323 At the same time,judges and juries with little scientific
training have difficulty discerning what is and what is not a credible
basis for such proof; purveyors of incredible theories may appear to
the uninitiated to have credentials, methods, and results persuasive
as those of mainstream science.3 24 Consequently, although the gen-
eral rule is to admit whatever evidence is relevant to the decisions,
the courts have developed rules of admissibility to screen out evi-
dence that is scientifically unsound.

One widely used admissibility rule, still prevalent in state courts,
is that originally articulated in the 1923 case Frye v. United States.325

The Frye rule requires the court to measure the evidence against the
consensus of the scientific community; the evidence must be gener-
ally accepted in the relevant scientific discipline.3 26 More recently,
the United States Supreme Court has articulated a different admis-
sibility standard for federal courts; in Daubert v. Merell Dow,32 7 the
Court set forth a multi-factor balancing test for determining the re-
liability of scientific evidence. The factors to be considered under
Daubert include not only scientific consensus, but also the testability

320. See supra notes 80-82 and accompanying text.

321. See general, PITER W. HUBER, GAuLEo'S REVENGE: JUNK SCIENCE IN THE COURTROOM

(1991).
322. Id.
323. See Burk & Boczar, supra note 12, at 819.
324. Id. at 827-28.
325. 297 F. 1013 (D.C. Cir. 1923).
326. Id.
327. 509 U.S. 579 (1993).
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of the evidence, its known or potential rates of error, and its publi-
cation subject to peer review. 328

Measured against either of these standards, the "evidence" of
rbST hazard to health fails spectacularly. It flies against the clear
weight of scientific evidence and consensus in favor of rbST safety,
and comprises only a few isolated dissenting voices. The claims of
these rbST critics are testable in the sense that an experiment could
be designed to either falsify or confirm their theories, but the crit-
ics' data cannot be examined or tested because they have produced
none. Similarly, because it is non-existent, their data has no mea-
surable error rate. Finally, this "evidence" has not been subjected
to peer review or published in credible scientific fora. It seems un-
likely that it would be admitted in a state or federal court
proceeding.

This is not to suggest, of course, that the views of the rbST critics
could not be considered by a legislature; there is no standard of
"admissibility" before a legislature as there is before a court. Each
governmental branch properly employs its own approach to win-
nowing "legislative facts" - those critical to a legal decision or
rulemaking - from "adjudicative facts" - those facts that are sim-
ply the Newtonian, empirical facts attending a case or circum-
stance.32 9 Both the Daubert standard and the Frye standard are
crafted to sift legislative from adjudicative facts in the setting of a
court, but these are not necessarily the criteria employed by a legis-
lature.330 Legislatures may consider a wide range of viewpoints, sci-
entific, economic, political, and otherwise. If the criteria for proper
legislative consideration resemble any evidentiary standard, they

328. Id. at 2796-97.
329. See Kenneth C. Davis, An Approach to Problems of Evidence in the Administrative Process, 55

HARv. L. REv. 364, 404-07 (1942) (developing terminology of "legislative" and "administra-
tive" facts).

330. SeeJOHN W. STROUNG ET AL., MCoRMICK ON EVIDENCE § 332 (1992). The McCormick
treatise notes:

Given the bent to test due process according to the information available to the legisla-
ture, the truth-content of these data are not directly relevant. The question is whether
sufficient data exist which could influence a reasonable legislature to act, not whether
ultimately these data are true. This is not the case when a court proceeds to interpret a
constitutional norm .... [T]he intellectual legitimacy of this kind of decision turns
upon the actual truth-content of the legislative facts taken into account by the judges
who propound the decision. While not necessarily indisputably true, it would appear
that these legislative facts must at least appear to be more likely than not true if the
opinion is going to have the requisite intellectual legitimacy upon which the authority
of judge-made rules is ultimately founded.

Id. at 556-57
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perhaps most resemble the relevance standard: admitting any fact
that might be helpful to the jury, or in this instance the legislature,
in reaching its decision. Negotiating and compromising to accom-
modate a wide range of interests is the job of a political body.

Courts in their turn are understandably reluctant to intrude on
decisions hammered out through the legislative process, as they
might by imposing their own criteria for culling legislative fact from
adjudicative facts. They thus uphold a statute where any rational
basis exists for its enactment. However, if courts defer to the legisla-
ture on the basis of any and all justification, no matter how dubious
and debatable, then every statute must always be upheld. As the
courts have long since discovered, a credentialed "expert" can al-
ways be found to testify in support of any given proposition. 331

Such "hired gun" experts can be hired to testify in legislative hear-
ings just as easily as they can be hired to testify in court, providing a
"basis" for even the most irrational and arbitrary enactments. If this
were the standard, there would be no need for a rational basis in-
quiry at all; we might simply say that the courts will grant the legisla-
ture absolute deference and let the matter go at that.

Thus, any rational basis for an enactment cannot mean any basis
whatsoever. Clearly, some facts are irrelevant to the decision that
must be reached by a court, and some facts must equally well lie
outside the bounds of rationality that connects legislative means
and ends.33 2 The bounds of such rationality are set out in the
Supreme Court's decision in Minnesota v. Clover Leaf Creamery,33

where a Minnesota ban on the sale of milk in nonreturnable,
nonrefillable plastic containers was challenged on, inter alia, equal
protection grounds. The ostensible purpose of the ban was to con-
serve energy and resources and discourage solid waste; in fact there
was evidence that the ban benefited the local dairy and milk pack-
aging industries at the expense of out-of-state competitors, and was
unlikely to promote the stated purpose. The United States

331. See Peter Huber, Safety and the Second Best: The Hazards of Public Risk Management in the
Courts, 85 GOLUM. L. RE,. 277, 353 (1985) ("The scientific community is large and heteroge-
neous, and a Ph.D. can be found to swear to almost any 'expert' proposition, no matter how
false or foolish); Jack Weinstein, Improving Expert Testimony, 20 U. RicH. L. REv. 473, 482
(1986) ("An expert can be found to testify to the truth of almost any factual theory, no
matter how frivolous.")

332. See Leedes, supra note 319, at 651 (The properly functioning rationality requirement
"prevents judges from becoming mindless robots who rubberstamp mindless discriminatory
legislation.")

333. 449 U.S. 456 (1981).
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Supreme Court nonetheless upheld the statute as having a rational
basis, holding that the statute would lack a rational basis only if the
legislative facts on which the classification was based could not rea-
sonably have been thought true by the legislature.33 4 Even if the
legislature's decision proved to be mistaken, so long as the factual
question was at least debatable, the enactment would be upheld.335

c. Science in the Legislature The rational basis standard articu-
lated in Clover Leaf Creamery indicates not only that the means
adopted by a legislature must be rationally related to their purpose,
but also that the factual underpinnings of a legislative decision
must meet some minimum of credibility. The basis for an enact-
ment must at least be what a reasonable legislature could believe. 336

Although this threshold of rationality is very low, it need not mean
that the threshold is wholly illusory. Neither is it wholly divorced
from the scientific standards for adjudicative facts. It seems clear
that at some point, the factual basis for legislation will become so
devoid of truthful content that it must fail the constitutional ration-
ality requirement.

One can therefore envision a point at which rationality in the
scientific, adjudicative sense converges with rationality in the consti-
tutional, legislative sense. For example, it seems unlikely that a leg-
islature could pass statutes on the basis of astrological forecasting or
psychic prediction and still survive rational basis review.33 7 Such
grounds must certainly be viewed as arbitrary and capricious rather
than rational or reasonable in either the scientific or constitutional
senses of the words. Although some legislators might, in fact, con-
ceive such pseudoscientific "facts" as true, a court would be hard
pressed say that the legislature as a whole "reasonably" did so.

Where a health and safety measure is concerned, it is unclear why
'junk science" should be viewed any differently than a psychic pre-
diction; both have the same degree of scientific validity - which is
to say, none. One might argue, as has been done in the 'junk sci-
ence" Setting, that in science the questions are always at least debat-

334. Id. at 470 ("[I]t is not the function of courts to substitute their evaluation of legisla-
tive facts for that of the legislature.")

335. Id. at 469.
336. Vance v. Bradley, 440 U.S. 93, 111 (1979) (legislative facts on which a classification is

apparently based must have been reasonably conceived to have been true by the
decisionmaker).

337. Of course, such bases for decisionmaking appear not to be unknown, at least in the
executive branch. See JOAN QUIGLEY, WHAT Doxs JOAN SAY? (1991) (memoirs of astrologer
who purports to have advised President Ronald Reagan and family).
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able, and the fringe scientist is but an as-yet unappreciated new
Galileo.338 Certainly the Samuel Epsteins of the world have shown
that, even in the face of overwhelming contrary evidence, a matter
is "at least debatable," and no doubt Epstein expects one day that
his assertions will be vindicated. We cannot logically rule out the
possibility, however slim, that they shall. And indeed, the funda-
mental epistemology of science demands that we recognize that sci-
ence is an open-ended inquiry where all factual conjectures may be
disproven but never logically proven.339

At the same time, the social structure of science demands that we
recognize that scientific knowledge is by its very nature consensual
knowledge.3 40 New ideas are tested against the behavior of the uni-
verse via experiment, and the data generated are subjected to peer-
review and other mechanisms of "organized skepticism."3 41 At
some point the consensus of the scientific community coalesces to
fit the provisional knowledge into the accepted structure of scien-
tific thought, and it is the consensual nature of such knowledge
that makes it science - the question is not whether a given bit of
information has been fitted into the current knowledge structure,
but whether it is the sort of information that can be fitted into such
a structure.3 42

Thus, the practice of science closely resembles the assembly of a
jigsaw puzzle, with multiple participants seeking to fit their pieces
into the whole.3 43 Science progresses by the tender of new pieces,

338. However, Henry Bauer reminds us that Galileo's example is a sampling error:

In science, history demonstrates that maverick notions have almost always been un-
sound. But history demonstrates that only if one looks closely and deeply, because un-
successful unorthodoxies tend to disappear, leaving little or no trace. Superficially,
history can mislead .. . it forgets the scores or hundreds of would-be iconoclasts who

were also quite sure they were right but were not, and who were with full justification
quashed by the wet blankets of orthodoxy.

HENRY H. BAUER, SCIENTIFIC LrrFAcY AND THE M~rH OF THE SCIENTIFIC METHOD 77 (1992)
(emphasis in original).

339. See POPPER, supra note 87.
340. See BAuER, supra note 338, at 48-51.
341. See Dan L. Burk, Scientific Misconduct: Deviance, Due Process, and the Disestablishment of

Science, 3 GEO. MASON INDEPENDENT L. REa. 305, 310-11 (1995) (describing peer review and
other mechanisms of organized skepticism).

342. SeeJohn Ziman, PUBLIC KNowIEDGE: AN ESSAY CONCERNING THE SOCIAL DIMENSIONS

OF SCIENCE 15-17 (1968). This is not to say that other, non-consensual sorts of knowledge are
not useful or desirable, only to say that they are not science. Id.; BAUER, supra note 338, at
131.

343. See BAUER, supra note 338, at 42-44. However, science comprises a most unusual puz-
zle, in which the final picture is shifting, rather than fixed, requiring that at least sections of
the puzzle already fitted together be periodically torn apart and re-assembled. See THOMAS
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even when their position is not immediately apparent.344 Far from
constituting "junk science," such knowledge is integral to, rather
than separate from, scientific effort. But the knowledge is only sci-
entific if it contributes to the puzzle effort. Scientists who hold
themselves apart from the effort by refusing to participate in the
assembly of the puzzle are no longer doing science.3 45 The claims
of the such "hermit scientists" are less likely to be those of a We-
gener 346 or Galileo than those of a Donnelly 47 or Velikovsky.3 48

Such claims must be viewed at best as pseudoscience, unable to
meet either the sociological or epistimological requirements of the
scientific enterprise.

Samuel Epstein's unreviewed and unreviewable assertions regard-
ing rbST safety appear suspiciously similar to "fringe" or "hermit"
science.3 49 Far from representing a legitimate minority view or
"loyal opposition" to the scientific majority, the interminable objec-
tions of the few credentialed rbST critics are isolated, hostile, and

KUHN, THE STRUCTRE OF SCIENTIFIC REVOLUrIONS (2d ed. 1970) (postulating periodic cata-
strophic revision of scientific constructs or "paradigms.")

344. Id.
345. Id. at 61.
346. Alfred Wegener proposed the theory of continental drift; despite skepticism and deri-

sion, it is now accepted as mainstream geological theory. See L. SPRAGUE DECAMP, LOST CON-
TlNENTS: THE ATLANs THEME 167-68 (2d ed. 1970); GRTSEN, supra note 88, at 111-12.

347. Ignatius Donnelly proposed the existence of a pre-historic continent called "Atlantis"
where, he argued, human civilization began, and which subsequently sank into the ocean
during a natural cataclysm. DECAMP, supra note 346, at 41-44. As one commentator has
noted, "Most of Donnelly's statements of fact, to tell the truth, were either wrong when he
made them, or have been disproven by subsequent discoveries." Id. at 44.

348. See generally IMMANUEL VELKOVSxy, WORLDs IN COLUSON (1950) (outlining pseudosci-
entific views on celestial mechanics). Velikovsky's theories on celestial catastrophism enjoyed
some public popularity, but lay so far beyond the scientific pale that the scientific community
has for the most part not ever bothered to take them seriously. See CAR. SAGAN, BROcA's
BRAIN 83 (1979) (discussing scientific antipathy toward Velikovsky). Some few members of
the scientific community eventually took Velikovsky's assertions seriously just long enough to
demonstrate them profoundly deficient. See generaly SCIE'ns CONFRONT VEumovso (D.
Goldsmith, ed. 1977).

349. See Martin Gardner, The Hermit Scientist, 10 ANIOcH REv. 447 (1950). Epstein's activi-
ties also suggest that he and a handful of other rbST critics have fallen into the trap of
"adversary science," by which they have become more concerned with the outcome of certain
societal decisions than they are with the practice of sound science. See Sun, supra note 38, at
876 (noting that "Epstein ... has been a vocal environmental activist for decades."). Scien-
tists who fall into this trap tend to surrender the communal norms of scientific inquiry for
something resembling the adversary norms of legal advocacy. See Dan L. Burk, %%en Scientists
Act Like Lawyers: The Problem of Adversary Science, 33JusuMETsucsJ. 363 (1992); Milton R. Wes-
sel, Adversary Science and the Adversary Scientist: Threats to Responsible Dispute Resolution, 28
JuRmEn'csJ. 379 (1988). Thus, Epstein may no longer be playing the scientific jigsaw game,
but a different game entirely.
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increasingly shrill.3 50 Much like an unprovable conspiracy the-
ory,3 51 the mercurial health and safety objections against rbST can-
not be placed within the structure of scientific knowledge because
they ask science to do what it cannot - to conclusively refute a
negative claim.3 52 What science can do, however, is what it has
done in the case of rbST: provide a body of data showing the ab-
sence of any adverse health effects, a body of evidence so extensive
that failure to draw an inductive inference of safety approaches sci-
entific irrationality.

2. The Filled Milk Cases

The discussion thus far suggests that an unscientific legislative de-
termination may lack a rational basis under equal protection. The
question, then, is whether the health and safety arguments ad-
vanced against rbST by fringe scientists reach the point of both sci-
entific and constitutional irrationality. In this particular case, the
conjunction of these standards will require satisfaction of two in-
quiries. First, it must be shown as a matter of law that the empirical
characteristics of a product may form the basis for an equal protec-
tion claim, and in particular, that undisputable evidence of chemi-
cal identity between two products render them identical for
purposes of equal protection analysis. Second, it must be shown
that a legislative position that flies in the face of such empirical
identity can be considered arbitrary and capricious under the Equal
Protection Clause.

Interestingly enough, previous cases dealing with protectionist
dairy legislation suggest that equal protection analysis may reach
precisely these results. These cases deal with equal protection chal-
lenges to legislation banning the sale or shipment of "filled milk"
products. 355 Filled milk is produced by removing the butterfat
from whole milk, and adding vegetable oils as a substitute.354 A
variety of drinks, coffee creamers, and whipped toppings eventually
developed from this process.3 55 These products could often be
used as substitutes for native dairy products, and so posed a threat

350. One FDA pharmacologist observed that at this point no one "in the whole science
world except Dr. Epstein" would believe that rbST could be biologically active in humans.
Gibbons, supra note 40, at 853.

351. See supra note 152 (discussing the inherent irrefutability of conspiracy claims).
352. See PoppER, supra note 87.
353. See Miller, supra note 144, at 401 (describing filled milk).
354. Id.
355. Id.
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to markets dominated by the dairy industry.3 56 Production, impor-
tation, or sale of "filled milk" products was banned in many states,
and at the federal level, their shipment was prohibited in interstate
commerce.

3 57

Despite the clear protectionist nature of these statutes, they were
repeatedly upheld by the Supreme Court as proper exercises of leg-
islative power.358 At the time the statutes were enacted, it was be-
lieved that butterfat contained essential vitamins and growth
elements that were lost when butterfat was removed from the milk,
and were not supplied by the vegetable oil substitute.359 This was
deemed "adulteration" of the milk in that it lessened the beverage's
nutritive value. 360 Adulteration, together with the possibility that
consumers might be deceived by the products' appearance into be-
lieving that they were purchasing native milk, was held to supply a
rational basis for banning the filled milk products.361 Conse-
quently, both state and federal bans on filled milk shipment were
upheld against equal protection challenges.

But where the circumstances supporting a legislature's justifica-
tion change, the rational relationship between a statute and the leg-
islature's purpose may be lost. The "butterfat vitamin" theory has
long since lost scientific credibility, and when this scientific ration-
ale for the statutes unravelled, so did the statutes.3 62 In a series of
decisions beginning with the 1972 decision in Milnot v. Richard-
son,363 courts around the country struck down the federal and state
prohibitions on manufacture and sale of filled milk products. 364

356. Id.
357. See generally Strehlow v. Kansas Bd. Agric., 659 P.2d 785 788-794 (Kan. 1983) (review-

ing history of state and federal filled milk legislation).
358. See United States v. Carolene Products Co., 304 U.S. 144 (1938) (federal Filled Milk

Act); United States v. Carolene Products Co., 323 U.S. 18 (1944) (same); Sage Stores Co. v.
Kansas, 323 U.S. 32 (1944) (Kansas Filled Milk Act).

359. Miller, supra note 144, at 416-17.
360. See id. at 412.
361. Id.
362. Id. at 413-14. Ironically, ongoing research into atherosclerosis and heart disease now

suggests that if anything, it is butterfat and its attendant cholesterol that may pose a threat to
public health. Id. at 415.

363. 350 F.Supp. 221 (S.D. Il. 1972).
364. See, e.g., id. (striking down the Federal Filled Milk Act); Milnot v. Arkansas State

Board of Health, 388 F. Supp. 901 (E.D. Ark. 1975) (striking down Arkansas filled milk stat-
ute); Milnot v. Douglas, 452 F.Supp. 505 (S.D.W. Va. 1978) (striking down West Virginia
filled milk statute); Conner v. Cone, 235 So.2d 492 Fla. 1970) (striking down Florida filled
milk statute); Strehlow v. Kansas State Board of Agriculture, 659 P.2d 785 (Kan. 1983) (strik-
ing down Kansas filled milk statute).
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Key to these holdings was the recognition that the rational basis for
the statutes had been lost as knowledge regarding nutrition ad-
vanced.365 In addition, the courts recognized that other milk prod-
ucts, such as skim milk, which lacked butterfat were not subjected
to the ban.3 66 And finally, the courts noted that products that were
identical to filled milk in composition, such as frozen whipped top-
pings, infant formula, or chocolate flavored milk were routinely
permitted to be sold in states that had banned filled milk.36 7

These decisions accept as a fundamental premise argument that
chemical and nutritional identity may be considered the linchpin
for rationality in health and safety regulation. The filled milk stat-
utes were abrogated where the courts found identity of composition
but disparity in treatment. In effect, the decisions tested for ra-
tional treatment of filled milk on the basis of composition, where
the sale of other products acted the parts of experimental positive
and negative controls. If the legislature permitted sale of fluid
products such as skim milk, which lack butterfat, then lack of but-
terfat is eliminated as the basis of an objection. Contrariwise, if the

The opinion of the district court in Milnot v. Richardson stands as an unusual instance of a
lower court effectively overruling Supreme Court precedent. The Federal Filled Milk Act
considered in Richardson had twice been upheld by the Supreme Court against equal protec-
tion challenges. See United States v. Carolene Products Co., 304 U.S. 144 (1938); United
States v. Carolene Products Co., 323 U.S. 18 (1944). The district court in Richardson distin-
guished the previous Supreme Court opinions on their facts, arguing that the rational basis
for the Filled Milk Statute had evaporated over time. 350 F.Supp. at 223-24. Although the
district court's opinion was directly contrary to the previous Supreme Court decisions, the
Richardson opinion was allowed to stand because the government declined to appeal, electing
instead to cease enforcing the Act. See Frank R. Strong, A Post-Script To Carotene Products, 5
CoNsT. COMM. 185, 189 (1988).

The Richardson opinion subsequently became persuasive precedent for a wave of opinions
invalidating state filled milk bans, including the Supreme Court of Kansas, which followed
Richardson in striking down the Kansas filled milk statute. See Strehlow v. Kansas State Board
of Agriculture, 659 P.2d 785 (Kan. 1983). Curiously, the Kansas statute had also previously
been upheld against constitutional challenges by the United States Supreme Court. See Sage
Stores Co. v. Kansas, 323 U.S. 32 (1944) (upholding Kansas filled milk statute). However, the
Kansas court chose to follow the more recent district court opinion rather than the control-
ling Supreme Court opinion. See 659 P.2d at 791.

Additionally, it should be noted several state supreme courts considering the issue prior to
Richardson turned to their respective state constitutions to invalidate their filled milk statutes,
because such bans had been upheld under the federal constitution. See, e.g., State v. A.J.
Bayless Markets Inc., 342 P.2d 1088 (Ariz. 1959) (filled milk statute lacked rational basis
under state constitution); Coffee-Rich v. Commissioner of Public Health, 204 N.E.2d 281
(Mass. 1965) (same); People v. Instantwhip Denver, Inc., 490 P.2d 940 (Colo. 1971) (same).

365. See, e.g., Conner v. Cone, 235 So.2d 492 (Fla. 1970); Milnot Co. v. Arkansas Bd.
Health, 388 F.Supp. 901 (E.D. Ark. 1975).

366. See, e.g., Conner, 235 So.2d at 497.
367. Id.; Richardson, 350 F.Supp. at 224.
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legislature permitted sale of fluid products such as infant formula
and non-dairy creamers, containing vegetable oil as a fat substitute,
then the presence of vegetable oil is eliminated as the basis of an
objection.3 68 Consequently, the sale of filled milk, which lacked
butterfat but contained vegetable oil, could not rationally be
prohibited.

The majority of these decisions preceded the strong statement of
judicial deference in the Clover Leaf Creamery case, and some objec-
tion might be raised that the lower courts' filled milk analysis does
not survive the declaration of the later Supreme Court opinion.
However, given that the factual situation in Clover Leaf Creamery is
readily distinguishable from the filled milk cases, the Clover Leaf
Creamery analysis is in fact fully congruent with that in the filled milk
cases. In Clover Leaf Creamery, the Supreme Court stressed that the
legislative judgment on environmental facts was "at least debata-
ble,"3 69 whereas the filled milk cases stress that the facts concerning
filled milk left little if any room for debate.37 0 In the former situa-
tion, rational basis analysis demands granting the legislature the
benefit of the doubt, but in the latter situation, there is no doubt to
be had.

Thus, much of the equal protection analysis for rbST regulation
will depend upon whether a ban on rbST-related dairy products
more closely resembles the proscribed "filled milk" statutes, or the
permissible "environmental protection" statutes of Clover Leaf
Creamery. In this context, the potential for a successful equal pro-
tection challenge to an rbST ban is perhaps even greater than that
in the case of filled milk. We have already seen how little room is

368. "Contrariwise," continued Tweedledee, "if it was so, it might be, and if it were so, it
would be, but as it isn't, it ain't. That's logic." LEwis CARROLL, THROUGH THE LOOKING GLASS
in THE COMPLETE ILLUSTRATED LE s CARROLL 126, 166 (1991).

369. 449 U.S. at 464.
370. In the filled milk cases, it was universally acknowledged by the state that the banned

product was wholesome, nutritious, and properly labeled. See, e.g., Milnot v. Arkansas Bd. of
Health, 388 F.Supp. at 902; Richardson, 350 F.Supp. at 222. This is critical because under the
Clover Leaf Creamery standard, the legislature need not accomplish its purpose all at once;
hence similar products may be treated dissimilarly. 449 U.S. at 466. Thus, the failure to ban
products similar to filled milk, as found by the court in Richardson would not in and of itself
constitute an equal protection violation under Clover Leaf Creamery. See Richardson, 350
F.Supp. at 224 (finding that imitation dairy products similar to filled milk were permitted to
move unrestricted in interstate commerce). However, once it was established or conceded
that the government had no legitimate health and safety or consumer protection interest in
banning the product, the differential treatment of identical products served as evidence of a
due process or equal protection violation. See id. at 225.
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left for debate on the safety of rbST.3 71 And unlike filled milk,
which in fact differed in composition from whole milk, rbST-in-
duced milk does not differ in any detectable manner from conven-
tionally produced milk.

3. Rational Rationales

The filled milk cases suggest that regulation of milk from rbST-
treated cows may be held irrational both in the conventional and
the constitutional senses of the word. The irrationality stems from
the attempt to differentiate between substances that are chemically
identical. However, an observant legislature or deferential court
could perhaps characterize the regulation in such a way that the
legislature's judgment that rbST-related dairy products are differ-
ent from conventional milk could be "at least debatable." Charac-
terizing the statute in this way would require a focus on some
plausible distinguishing feature besides the composition of the
milk. Such features are sparse, and reliance on them is likely to be
problematic.

a. Health and Safety For example, a plausible health and
safety regulation argument might be attempted under a rationale
based upon the mastitis problem; this problem is arguably not a
figment of the imagination, and poses some threat, however slight,
to the purity of a state's milk supply.3 7 2 A credible counter-argu-
ment might be raised that singling out rbST and milk from rbST-
treated herds is not rationally related to the objective, since antibi-
otic residues might be introduced into milk from any herd with a
mastitis problem, and not necessarily an rbST-treated herd. How-
ever, under rational relationship scrutiny, the state need not ad-
dress all sources of mastitis at once; thus, milk from rbST-treated
herds could be specially targeted. The state might plausibly argue
that, despite the milk inspection system, it felt that additional meas-
ures to safeguard consumers from excess antibiotic residues could
be justified. The success of such an approach is by no means as-
sured - without evidence that the antibiotic testing system had
failed or could fail, only a blindly deferential court could uphold
the measure as "rational." Protecting consumers from phantom an-
tibiotic contamination may not appear any more rational than pro-
tecting them from phantom hormonal effects.

371. See supra notes 38-85 and accompanying text.
372. See supra note 67 and sources cited therein.
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State legislatures hoping to exclude rbST-related milk from their
borders might have better luck grounding their statute in justifica-
tions unrelated to the characteristics of the product itself. Rather
than banning the milk as unsafe, the ban might be justified to pro-
mote some related health and safety measure. For example, possi-
ble substance abuse of rbST by bodybuilders and athletes has been
cited as a concern.373 This concern seems exceptionally remote,
given that rbST is species-specific, and will not in fact promote
bodybuilding. 374 Still, a rationale might be constructed that, given
abuse of human growth hormone, athletes might misunderstand
the action of bovine somatotropin and abuse the veterinary drug. A
legislative ban on rbST itself might be rationally related to such a
concern, provided once again that some evidence can be produced
of the likelihood of abuse. Similarly, the legislature might articu-
late a policy of discouraging overuse of antibiotics, so as to curtail
selective pressure favoring antibiotic-resistant microorganisms, or a
policy of sparing cows the discomforts of a real - although slight
- chance of mastitis.

In another situation, these rationales might pass constitutional
muster, as they track fairly closely the Clover Leaf Creamery "environ-
mental protection" rationale of excluding plastic cartons from Min-
nesota. They seem plausible rationales for exclusion of rbST itself
from a given state. However, they are unlikely to pass muster with
regard to rbST induced milk from another state. Excluding such
milk from a state may discourage the use of the hormone - how-
ever, it will discourage the hormone's use within the borders of a
sovereign sister state. Thus, for example, if Wisconsin were to ex-
clude California's rbST-induced milk from its borders, no Wiscon-
sin bodybuilders or cows would be protected - rather, it might
protect California's bodybuilders and cows. Certainly, if Wiscon-
sin's goal is to protect California bodybuilders and cows from the
evils of rbST, then excluding California's milk is rationally related
to that goal. However, this is almost certainly not a legitimate or
permissible goal for Wisconsin to pursue; even if this passes equal
protection analysis, it is certain to run afoul of other constitutional
provisions.3 75

373. See Kronfeld, supra note 41.
374. SeeJuskevich & Guyer, supra note 57; see also supra notes 51-55 and accompanying text.
375. The Supreme Court has in fact made it abundantly clear that states may not regulate

activity wholly outside their borders without violating the Dormant Commerce Clause. See
Healy v. The Beer Institute, 491 U.S. 324 (1989); Edgar v. MITE Corp., 457 U.S. 624 (1982).
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b. Consumer Protection Protecting citizens from fraud and de-
ception is another legitimate local interest within the traditional po-
lice powers of the states. In the case of rbST use, however, this
rationale is as difficult to justify as a health and safety rationale.
Unlike consumer protection measures aimed at products with in-
gredient substitutions, no substitutions or alterations have been
made in milk from rbST-treated cows. No consumer who purchases
milk from cows treated with rbST has been deceived or defrauded
- the milk is precisely what it purports to be, milk. It is indistin-
guishable in every respect from milk obtained from cows not
treated with rbST; the fat, protein, vitamins, and nutritive content
are the same. The source is the same: cows. Even the presence of
bST is the same, as the recombinant and native proteins cannot be
distinguished.

Some argument might be advanced that consumers who
purchase milk from rbST-treated cows have been "defrauded" if
they are not informed of the method by which the milk was pro-
duced. However, the shelves of American supermarkets are filled
with thousands of food products, produced by myriad industrial
and agricultural processes, of which the consumer is never in-
formed and no charge of "fraud" is raised so long as the product is
in composition what it purports to be. A consumer who is not in-
formed of the particulars of a products' source has hardly been "de-
frauded" within the ordinary meaning of the term. When a
consumer purchases milk, there is no telling whether it comes from
farms owned by godless communists, is distributed by corporations
with objectionable foreign investments, is packaged via processes
that waste resources or damage the environment, or in some other
way is associated with some political, economic, or social outcome
that the consumer might find distasteful. Yet discovery of such an
association could hardly be said to engender a cause of action for
fraud - the purchaser of the milk in fact received the product for
which he paid.

Other justifications based on consumer protection, would be just
as nearly impossible to support. The legislature has a clear interest
in a healthy populace, and could certainly take measures to pro-

If all that were required to pass constitutional muster were a rational relationship, the states
could dispense with health and safety subterfuges, and simply admit that they were attempt-
ing to benefit their local dairy industry - excluding outside milk is surely rationally related
to such a goal. However, such an admission would doom the state provision to failure under
commerce analysis. See supra note 318 and sources cited therein.
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mote health-conscious food selection and nutritional choices.
However, this argument appears ill-suited to the rbST context.
Consumers will not get any healthier drinking conventionally pro-
duced milk rather than rbST-induced milk because the composi-
tion and nutritional value of the beverages are precisely the same.
Moreover, where a prohibition on rbST-induced products are con-
cerned, the legislature would be promoting healthy choices by re-
moving the opportunity to choose - this might make sense were
the choices nutritionally different, but seems senseless where the
choices are in every respect identical.

c. Labeling The discussion of rationality to this point has ex-
plored the logical ends that might be served by means of a ban on
rbST, and has in general found the rational relationship between
the means and any plausible end to be at best attenuated, and more
often completely absent. However, constitutional coherence be-
tween means and end might also be acheived by altering the means;
and a complete ban on rbST or on milk from treated herds has not
been the only means contemplated by the states. Mandatory label-
ing is also part of the Vermont statute and similar programs under
contemplation. It is conceivable that a labeling requirement may
be rationally connected to the legislature's purpose where a com-
plete ban is not.

In the case of rbST, however, a labeling scheme is unlikely to
reconcile legislative action with legislative purpose. Labeling is not
rationally related to a health and safety rationale. Where there is
no credible support for the proposition that rbST poses a threat to
human health or safety, a health and safety rationale cannot sup-
port a labeling requirement any more than it can support a ban;
there is simply no health or safety gain to be had from either re-
quirement. So, too, with the rationale of consumer mistake. Be-
cause milk from treated and untreated herds is exactly the same,
there is no opportunity for a consumer of milk not to get the com-
modity she paid for - indeed, neither the consumer nor anyone
else could possibly tell any difference.

However, the fact that the consumer cannot distinguish between
milk of different origins may allow labeling to lend coherence to a
slightly different version of the consumer protection rationale.
Legislatures might rationally require labeling to avoid "passing off"
of milk from treated herds as milk from untreated herds. It is ap-
parent that some portion of consumers will pay higher prices for
foods that are produced in a certain fashion, such as "organically
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grown" vegetables or "dolphin-free" tuna. Some consumers who
have personal objections to the use of rbST might be willing to pay
premium prices for milk from untreated herds. Given that the con-
sumer cannot possibly tell whether milk in fact comes from such
herds, voluntary labeling schemes could create the opportunity for
fraudulent representations as to milk origins. Mandatory labeling
might rationally be considered by the legislature as a mechanism to
deter such fraud.

Of course, mandatory labeling is neither the only mechanism
available to address this problem, nor the most sensible, nor yet the
least restrictive. However, the Fourteenth Amendment does not re-
quire that the legislature's solutions meet any of these criteria, only
that the ends be rationally related to legitimate means. Any re-
quirement that the legislature choose among rational choices for
the least burdensome mechanism must stem from another part of
the Constitution. To the extent that the legislature's failure to
choose a particular means poses constitutional objections, those ob-
jections will likely arise out of the Commerce Clause, to which we
turn next.

B. The Commerce Clause

Separate constitutional grounds prohibiting state rbST regula-
tion may be found in dormant commerce analysis. In its negative
or "dormant" aspect, the Commerce Clause limits the ability of
states to impede the flow of interstate commerce. 76 Most espe-
cially, the Dormant Commerce Clause enjoins the states from the
problem that prompted its adoption, and which was endemic under
the Articles of Confederation: economic protectionism. 377 A state
may not discriminate solely on the basis of geographic origin
against articles of commerce from outside the state.3 78 Neither may
a state sacrifice the unity of the national market in order to reap
purely local benefits.3 79 Tariffs and taxes against out-of-state com-
merce are almost per se prohibited,3 80 but more subtle non-tariff
barriers may be prohibited as well.381

376. See TRIBE, supra note 186, § 6-3.
377. Id. at 404.
378. Philadelphia v. New Jersey, 437 U.S. 617 (1978).
379. See Pike v. Bruce Church, Inc., 397 U.S. 137, 142 (1970).
380. West Lynn Creamery, Inc. v. Healy, 114 S.Ct. 2205, 2211 (1994).
381. Baldwin v. G.A.F. Seelig, Inc., 294 U.S. 511, 527 (1935) ("What is ultimate is the

principle that one state in its dealings with another may not put itself in a position of eco-
nomic isolation.")

19971
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If the statute treats domestic and out-of-state commerce equally
in order to achieve some legitimate local purpose, incidental effects
on interstate commerce will be tolerated unless those effects exceed
the putative local benefits.38 2 This test requires courts to balance
local benefits against systemic detriments, looking particularly to
the effect on the interstate economic compact should many states
adopt measures similar to the one in question.383 Additionally, the
court balancing the costs and benefits should look to whether the
same benefit could be achieved by some other means with a lesser
degree of burden on interstate commerce.3 4

Health and safety measures may be given special deference in
this balancing test, and the state interest component for such regu-
lation will weigh heavily in favor of upholding a health and safety
statute.385 States have inherent power to safeguard the health and
safety of their citizens.38 6 Thus, "inspection laws, quarantine laws,
health laws of every description"38 7 have within the federal system
been the traditional provenance of state governments. This defer-
ence parallels the "national interest" assessment applied in preemp-
tion analysis.388 Where a state operates within its traditional police
powers, courts grant a high degree of deference to the state legisla-
ture, expressing a reluctance to intrude on such prerogatives.3 89

And, as in the case of statutory preemption, the courts will tend to
approach cautiously the task of nullifying state policies in these ar-
eas, particularly where the justification for such nullification is in-
ferred rather than explicit.

At the same time, the courts must be wary where a health and
safety rationale is the purported basis of an enactment that tends to
burden interstate commerce. The degree of deference accorded
states in this area naturally makes health and safety rationales par-
ticularly attractive to state legislatures, and where possible, they may
tend to articulate such a rationale in order to avoid dormant com-

382. Pike v. Bruce Church, Inc., 397 U.S. 137 (1970).

383. Bibb v. Navajo Freight Lines, Inc., 359 U.S. 520, 529 (1959).
384. Dean Milk Co. v. City of Madison, 340 U.S. 349, 354 (1951); Hunt v. Washington State

Apple Advertising Comm'n, 432 U.S. 333, 350 (1977).
385. Mintz v. Baldwin, 289 U.S. 346 (1933).
386. Milk Control Board of Pennsylvania v. Eisenberg, 306 U.S. 669 (1939).
387. Gibbons v. Ogden, 22 U.S. (9 Wheat) 1, 203 (1824).
388. See supra notes 185-191 and accompanying text.
389. Florida Lime & Avocado Growers v. Paul, 373 U.S. 132 (1963).
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merce nullification of a given statute.3 90 There is thus a real temp-
tation to couch protectionist statutes in health and safety language,
and perhaps even to claim health and safety deference for provi-
sions that are patently not within the state's police powers. The
courts are not blind to such subterfuge, and so-called health and
safety measures cannot be simply "convenient apologies"3 9 1 for con-
structive trade barriers between the states.

1. Banning rbST

In the case of rbST, the scientific consensus regarding the safety
of milk from treated herds makes "convenient apologies" difficult
to construct on the basis of health and safety. This is particularly
true where states may be considering a ban on the hormone or on
milk from treated herds.

Yet, because of the deference given to states in dormant com-
merce, jurisprudence makes the analysis surprisingly complex. At
first glance, a prohibition on treated milk appears almost certain to
offend the Dormant Commerce Clause. The economic rationale
for such rbST proscriptions seems very clear, and has frequently
been admitted: protection of local dairy producers by isolating
them from the national market.3 92 This is precisely the type of bal-
kanization that the commerce doctrine was designed to prevent.
However, more than a first glance is required under the balancing
approach. Economic isolationism, after all, has not been the ex-
press purpose of any rbST bans contemplated or enacted. Nothing
on the face of the statutes expresses an intent to prejudice inter-
state commerce; one must look outside the four corners of the leg-
islation to find evidence of such an intent. Indeed, the bans
contemplated so far have been ostensibly evenhanded in their ap-
plication; that is, they appear to ban use and sale of both intrastate
and interstate rbST-related products.39 3

390. See H.P. Hood & Sons, Inc. v. DuMond, 336 U.S. 525, 533 (1949) ("This distinction
between the power of the state to shelter its people from menaces to their health or safety
and from fraud, and its lack of power to retard, burden or constrict the flow of such com-
merce for their economic advantage is one deeply rooted on both our history and our law.")

391. Southern Pacific Co. v. Arizona, 325 U.S. 761, 780 (1945).
392. See Bernstein, supra note 128.
393. In fact, one could imagine an "evenhanded" protectionist rationale. Vermont might

state, for example, that its goal in banning rbST and related products is to promote family
farms, wherever they may lie - whether in Vermont or elsewhere. In stating such a non-
discriminating goal, however, Vermont would necessarily project its own domestic economic
policy into its sovereign sister states. This isjust as surely prohibited by the Commerce Clause
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An rbST prohibition statute could therefore pass the first step in
the commerce analysis: although contemplation of such statutes has
been suspiciously concentrated in small-farm dairy states, they have
been not ostensibly aimed at protectionism. The commerce cases
offer considerable deference to state legislatures, almost rising to a
presumption of legitimate interest. This approach might allow
courts to find some proper motivation, such as health and safety, as
the impetus for the ban. Given such a rationale, any economic dis-
crimination occurring under these statutes would be incidental to
their purpose, and would be permissible if the benefit obtained out-
weighed the burden on interstate commerce.

This analysis is fraught with difficulties, however. It is most diffi-
cult to put a good face on rbST prohibition, because of the clear
economic motivations behind it, and because of the lack of any
credible local interest. As suggested above, health and safety ration-
ale for an rbST ban seems at this point almost impossible to justify.
Bans that were contemplated early on, prior to the completion of
FDA review might have been somewhat more defensible; some de-
gree of uncertainty still existed, and a state legislature enacting a
ban might have been argued to be erring on the side of caution.3 94

Since the FDA has pronounced the use of rbST safe, however, this
position appears untenable. The vast weight of scientific evidence,
subjected to peer and administrative review, has failed to find any
basis for prohibition grounded in health and safety arguments.
The little dissent from these findings that exists lacks credibility,
operating outside - and even in contempt of - the accepted
norms of scientific debate.

Quibbles raised by the few critics, such as Dr. Epstein, are a slen-
der reed on which to rest an interstate ban. A ban is perhaps the
heaviest burden that a state might impose upon interstate com-
merce; one court has gone so far as to call such an embargo "the
most burdensome, gross, and radical of the alternative means avail-
able."3 95 At the same time, there appear to be no substantial local
benefits to counterbalance the burden. Principles of risk assess-
ment dictate that the level of risk is the product of the magnitude

as would be blatant protectionism. See Healy v. The Beer Institute, 491 U.S. 324 (1989);
Edgar v. MITE Corp., 457 U.S. 624 (1982); see also supra note 375 and accompanying text.

394. See Morris, supra note 2 (describing pre-market approval bans in Minnesota and Wis-
consin). The problem with applying this logic to the pre-approval bans, of course, was that
they were to extend for a year after FDA approval. Id.

395. Dean Foods Co. v. Wisconsin Dept. Agric., 478 F.Supp. 224, 232 (W.D. Wis. 1979).
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of potential harm and the probability of that harm occurring.3 96

Yet, for rbST use, both the magnitude and the probability of poten-
tial harm appear negligible: extensive study has disclosed no per-
ceptible risk, and the visions of harm conjured up by rbST critics
appear both speculative and insubstantial. Thus, if the risk to be
avoided by banning rbST is slight or nonexistent, the health bene-
fits of a ban are equally slight or nonexistent. Nonexistent benefits
could hardly outweigh any burden on interstate commerce, let
alone the substantial burden of a ban.

Of course, there is some credible evidence of health effects of
rbST usage on cows, if not people. However, reliance upon the in-
creased incidence of mastitis in cows is less convincing here than it
might be under an equal protection challenge.3 97 Under a dor-
mant commerce challenge, a mere rational relationship between
legislative means and legislative ends is not enough; the beneficial
effects must outweigh the burden on commerce. The increased in-
cidence of mastitis in rbST-treated cows is slight if measurable at
all.3 98 A legislature might be hard-pressed to show that preventing
the remote possibility of antibiotic residues in milk, or an almost
imperceptible rise in udder infection in local herds,justified a com-
plete ban on rbST or rbST-induced milk. Indeed, if the concern is
purported to be antibiotic residues in milk, then there is no reason
to single out rbST-treated milk; presumably antibiotics in milk are
objectionable from any kind of herd, and all milk should be
screened alike.

In addition, assuming that state legislatures have good faith
doubts about the safety of rbST usage, it seems clear that there are
less restrictive alternatives available than outright prohibition. For
example, given that both rbST and IGF-I are inactivated by heating,
regulations regarding the processing of milk or of infant formula
might be enacted. The potential for abuse of rbST by athletes can
be addressed by prescription requirements and by criminal penal-
ties for unauthorized dispensing of the drug. Legislative misgivings
over heightened antibiotic levels in the milk of cows treated with
rbST can be dealt with by monitoring antibiotic levels and penaliz-
ing the sale of contaminated milk.

396. See Robert Wachbroit, Describing Risk in RIsK ASSESSMENT IN GENETIC ENGINEERING 368,
369 (M. Levin & H. Strauss eds., 1991)

397. See supra note 371-372 and accompanying text
398. Sem supra note 65 and sources cited therein.
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Indeed, as with antibiotic levels, acceptable levels of bST and IGF-
1 could be set, and sale of milk exceeding the standard could be
penalized. The standard would have to set acceptable limits within
the range found in natural milk; native bST is found in all milk, and
so a total ban on bST in milk would in fact create a "milk free
zone."399 As a practical matter, total bST levels - including both
native and recombinant proteins - would have to be assessed, as
no technology exists to differentiate the two. 400 This approach
would avoid not only problems under the least restrictive alterna-
tive test, but also the question of evenhandedness. If legislatures
are truly worried about the health hazard of rbST, and no discerni-
ble difference can be found between the native and recombinant
proteins, then presumably the native protein is of concern as well.
Treating the native and recombinant proteins identically would im-
ply a true health objective, rather than a veiled protectionist
objective.

Given that a health and safety objective appears almost com-
pletely untenable, a state legislature wishing to ban milk from rbST-
treated herds might look to other rationales, such as consumer
fraud or deception. However, as discussed above with regard to
equal protection, it is difficult to argue that consumers are being
deceived or defrauded when the product they purchase is in fact
exactly what it purports to be. Additionally, a ban is difficult to sup-
port on a deception rationale; as one court has noted, it seems
counterintuitive for a legislature to determine that "the best way to
avoid an unwitting choice is to eliminate entirely the opportunity to
choose." 40 1 Given that a ban is the most burdensome possible mea-
sure to impose on interstate commerce, it seems foreordained to
fail the balancing test as a solution to consumer deception; less bur-
densome measures such as labeling are readily available to address
such problems. We therefore turn next to the feasibility of such
measures under a commerce analysis.

2. Labeling rbST

The dormant commerce calculus may shift dramatically when la-
beling, rather than an outright ban, is considered. Labeling is

399. See supra note 1
400. See supra note 37 and sources cited therein.
401. Dean Foods Co. v. Wisconsin Dept. of Agriculture, 478 F.Supp. 224, 232 (W.D. Wis.

1979).
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clearly a less burdensome requirement than a ban,402 and does not
wave the red flag of protectionism to the degree that a complete
embargo does. This is not to say that a labeling requirement may
not cloak protectionist policies, or that labeling may not constitute
a substantial burden on commerce; clearly it can be both. In partic-
ular, labeling requirements may function as a constructive embargo
on a good. Where different states require different labels, the ag-
gregate burden on producers of the labeled good may be over-
whelming, and may cause them to shun those states that require
special labels because of the added expense. 40 3 Indeed, where milk
from rbST-treated herds is at issue, it is worth noting that the gour-
met ice cream manufacturer Ben & Jerry's has ceased voluntarily
labeling its products as containing only milk from untreated herds
because of the difficulty of complying with multiple state labeling
requirements. 4°4 Ironically, Ben & Jerry's is both a Vermont-based
company and an vocal opponent of rbST usage. 4°5

The labeling statute enacted in Vermont itself attempts to avoid
such a direct burden on commerce by designating milk from
treated herds through blue stickers or blue shelf labels.4°6 This os-
tensibly avoids the cost of milk producers having to produce differ-
ent packaging solely for the Vermont market; the sticker is simply
affixed to whatever packaging the producer customarily uses, or to
the supermarket shelf rather than to he product itself at all. 407

However, the savings from not requiring special packaging may be
more imagined than real, since the Vermont statute also requires
manufacturers to ensure compliance with the labeling proce-
dures.4°8 In their challenge to the Vermont statute, dairy and gro-
cery associations alleged that the cost of this compliance would
exceed $750,000 per year.409

402. See Dean Foods Co., 478 F.Supp. at 232 (whereas a ban is the most burdensome means
to achieve legitimate state ends, labeling is likely the least burdensome).

403. See, e.g., Lever Bros. Co. v. Maurer, 712 F.Supp. 645, 653 (S.D. Ohio 1989) ("Plaintiff
cites the added expense involved in specially tailoring the Dairybrook label for distribution in
Ohio to meet the requirements of the Ohio statute, and the risk that containers intended for
other states would accidently be distributed in Ohio.")

404. See Robert Steyer, Milk Labeling Rules Sow Confusion, Anger, St. Louis Post-Dispatch,
Feb. 5, 1995, at 8E.

405. See Sun, supra note 38, at 875.
406. See International Dairy Foods Ass'n v. Amestoy, 898 F.Supp. 246, 249 (D. VL 1995)

(describing Vermont labeling scheme).
407. Id.
408. Id. at 250.
409. Id.
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The court, however, discounted this cost, holding that it seemed
minimal, and could be "recouped by a minimal increase in the cost
of milk. ' 410 Such an increase, the court reasoned, would not preju-
dice sales of rbST users, but would simply off-set the lower price
that rbST users could offer because of the advantages of using the
hormone. 411 This astonishing reasoning completely fails to ac-
knowledge that such an "off-set" is effectively a tariff on rbST us-
age. 412 rbST users, by increasing prices to meet the cost of
compliance, would lose sales that they might otherwise have had by
offering cheaper milk. Moreover, the net result of the court's sug-
gested "off-set" would be to negate some or all of the price advan-
tage accruing to rbST users - precisely the result that would
protect small Vermont farms from the competition they fear.

Off-set or no off-set, the costs of labeling compliance, even under
the Vermont scheme, are real. However, this is by no means dispos-
itive of the commerce question. It is fairly well settled that in-
creased cost alone is not determinative of an impermissible burden
on commerce, although it may be a factor indicating an impermissi-
ble burden.41 3 As a consequence, the "patchwork of regulations"
argument, that the cumulative burden of compliance with multiple
state labeling statutes may add up to an impermissible burden on
commerce, has on its own tended not to persuade courts to invali-
date any particular state's statute.414 Nor has the suggestion that
state regulations might conflict with one another been entirely per-
suasive. 415 The courts have rather been persuaded to invalidate
food labeling statutes primarily where the benefits of the particular
statute at issue were outweighed by the direct burden on
commerce. 41 6

However, because of the deference states are given in regulating
foodstuffs under their traditional "police powers," the benefits of

410. Id.
411. Id.
412. Cf West Lynn Creamery, Inc. v. Healy, 114 S.Ct. 2205, 2212 (1994) ("The pricing

order thus allows Massachusetts dairy farmers who produce at a higher cost to sell at or below
the price charged by lower cost out-of-state producers.")

413. See American Meat Institute v. Ball, 520 F.Supp. 929, 934 (W.D. Mich 1981) (citing
Bibb v. Navajo Freight Lines, Inc., 359 U.S. 520 (1959)).

414. See, e.g., Toy Manufacturers of America v. Blumenthal, 806 F.Supp. 336, 348 (D.
Conn. 1992).

415. Id.; But see Edgar v. MITE Corp., 457 U.S. 624, 642 (1982) (plurality opinion) ("If
Illinois may impose such regulations, so may other states; and interstate commerce.., would
be thoroughly stifled."); accord Healy v. The Beer Institute, 491 U.S. 324, 339 (1989).

416. See, e.g., Lever Bros. Co. v. Maurer, 712 F.Supp. 645, 651-52 (S.D. Ohio 1989).
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labeling must generally approach zero before they are considered
outweighed by their restrictive effects.417 Where rbST is concerned,
the benefits of labeling may indeed be so empty as to fail the dor-
mant commerce balance. The precise point at which the scales tip
against a state statute is poorly defined, but in the case of rbSt label-
ing, the burden of labeling by definition will outweigh any health
or safety benefit - there is nothing to warn consumers about, as
milk to be labeled is identical to any other milk. In denying the
injunction in International Dairy Foods, the Vermont district court
made much of the fact that the state had put on an expert who
testified that cost of compliance with the rbST labeling law could be
recouped for less than one cent per gallon of milk sold.4 18 Yet, in a
balancing test, the absolute magnitude of the burden on commerce
in unimportant: it is the comparative magnitude that counts. Even
so slight a burden as "less than one cent per gallon" massively out-
weighs a nonexistent state interest, and utterly fails the test of con-
stitutionality under the Dormant Commerce Clause. 419

Previous courts have seldom had to weigh a state excuse for pro-
tectionism quite so thin as that in the Vermont rbST statute. In-
structive precedent is found in the analysis of the trial court in
Grocery Manufacturers of America v. Gerace,420 in which New York stat-
utes requiring labeling of cheese substitutes were at issue. Cheese
substitutes, much like "filled milk," are manufactured from milk
protein, but vegetable oil is substituted for milk fat.42 1 The nutri-
tive value of the cheese substitute was equivalent to that of real
cheese; indeed, because the substitute contained vegetable fats
rather than cholesterol, it might be argued that the substitute was a
healthier choice of food. 422 However, New York law required that
such products be prominently labelled "imitation," and that
merchants or restaurants selling or serving such products post

417. Id.; see also Nat'l Farmers Org. v. Commn'r of Agriculture, 711 F.2d 1156, 1162-63 (2d
Cir. 1983) (because there was no evidence of health benefit from milk inspection regulation,
benefits could not outweigh any burden on commerce).

418. 898 F.Supp. at 250, 251
419. See Nat'l Farmers Org. v. Commn'r of Agriculture, 711 F.2d 1156, 1162-63 (2d Cir.

1983) (burdens on commerce cannot be outweighed by a non-existent benefit); see also
American Meat Institute v. Ball, 550 F.Supp. 285, 294 (W.D. Mich. 1982) ("As Michigan has
not shown that it has a legitimate state interest which cannot be adequately protected by less
restrictive means, completion of the analysis under the [dormant commerce balancing] test
is unnecessary.").

420. 581 F.Supp. 658 (S.D.N.Y. 1984) aff'd in part, rev'd in par, 755 F.2d 993 (2d Cir. 1985).
421. Grocey Manufacturers, 755 F.2d at 995-96.

422. Id.
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prominent signs disclosing foods that contained "imitation
cheese."

423

This statute was challenged as, inter alia, an impermissible burden
on interstate commerce. 42 4 In assessing the commerce claim
against the sign and menu provisions of the statute, the trial court
first determined that the statute was evenhanded on its face, and
did not overtly discriminate against out-of-state products in favor of
New York's domestic dairy industry.425 The court also acknowl-
edged that the regulation of foodstuffs is traditionally a matter of
local concern, and that the state had an interest in promoting in-
formed consumers. 42 6 However, because the foods required to be
listed on the signs were not nutritionally inferior to natural cheese,
the court found no basis for the argument that the signs promoted
health and well-being; indeed, it found that the signs might be con-
fusing, causing consumers to believe that the foods listed were
somehow nutritionally inferior to natural cheese.42 7

Most importantly, the trial court found that proprietors of restau-
rants would have no ready way of determining whether the food-
stuffs delivered to them was "imitation" under the statute, because
without chemical analysis, the cheese substitute would be indistin-
guishable from natural cheese. 428 Hence, the court reasoned,
rather than risk unwitting violation of the statute, restaurants would
resort to using only natural cheese, or insist on guarantees from the
supplier, burdening interstate commerce with no concomitant ben-
efit.429 Consequently, the court held that the state labeling provi-
sions violated the Commerce Clause.430

On appeal, this reasoning was vehemently rejected by the Court
of Appeals for the Second Circuit.431 The appellate court stressed

423. Grocey Manufacturers, 581 F.Supp. at 662-63.
424. Id. at 670.
425. Id. The court found the other provisions preempted by the FDCA and other federal

labeling statutes, and so did not reach the commerce challenge to those provisions. Id. at
670.

426. Id. at 671.
427. Id.
428. Id. at 671-72.
429. Id. at 672.
430. Id. ("In view of the questionable local benefits to be achieved by the regulations, I

find that the New York sign and menu posting provisions impose an unacceptable burden on
interstate commerce.")

431. Grocery Manufacturers, 755 F.2d 993. The appellate panel rejected only the dormant
commerce analysis; the trial court's finding of preemption with regard to the labeling statute
was affirmed. ld. at 1001, 1003.
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first that the record showed a legitimate controversy existed regard-
ing the nutritional value of cheese substitutes, and this suggested
that the state's health concerns were not unreasonable. 432 More-
over, the state had a legitimate interest in preventing consumer "de-
ception," that is, protecting consumers from purchasing substituted
cheese foods that they mistakenly believed were natural cheese. 433

Certainly, a chemical difference existed between the products, and
so the court held that New York's nutritional concerns were not
"unreasonable."43 4

The appellate panel also specifically rejected the trial judge's
findings regarding the effect of the sign laws on restaurant supply
purchases. 43 5 Where the trial court had found that restaurants
would be unable to discern the composition of cheese foods, the
Second Circuit panel reasoned that federal labeling requirements
would alert restaurant operators to whether or not cheese foods
were "imitation."436 Consequently, they opined, sign laws would
cause no shift in restaurant's supply purchases, and no burden on
commerce would be created.43 7 Given the legitimate local interest,
the appellate court assessed the statute's burden on commerce to
be "minor" in comparison to its benefits, and so upheld the sign
laws.43 8

The appellate panels' reasoning regarding the state interest in
informing consumers is sound under Clover Leaf Creamery; the exist-
ence of a nutritional controversy entitles the state to a presumption
of legitimacy. However, the appellate findings regarding the bur-
den on commerce seem less sound. The appellate panel's reason-
ing on the facts of its own case is questionable - the portion of the
Grocery Manufacturers trial court opinion concerning preemption
specifically pointed out that federal labeling was required only if
the substituted cheese food was nutritionally inferior to natural
cheese.43 9 Given that imitation cheese is not nutritionally inferior,
it is not clear that restaurant owners could in fact have discerned
the composition of cheese based on federal labeling, and the bur-

432. Id. at 1003.

433. Id.

434. Id. at 1004.

435. Id. at 1003.

436. Id.
437. Id.
438. Id. at 1005.
439. Grocery Manufacturers, 581 F.Supp. at 667.
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den on commerce found by the trial court would likely have been
real.

In any event, it seems clear that the appellate reasoning cannot
extend to the case of rbST: unlike natural cheese and cheese substi-
tute, there is no discernable chemical or nutritive difference be-
tween milk from treated and untreated cows. Consequently, no
legitimate health or safety controversy exists. There is at present no
technology for differentiating milk containing rbST from that con-
taining native bST, and there is no federal labeling scheme that
would enable purchasers discern between milk from treated or un-
treated cows. Rather, the facts concerning rbST closely parallel
those found by the trial court in Grocery Manufacturers, and would
compel a result similar to that reached by the Grocery Manufacturers
trial court.

Additionally, it is worth noting that, despite the appellate rejec-
tion of the Grocery Manufacturers trial judge's commerce rationale,
this reasoning has continued to be applied elsewhere. In Lever Bros.
v. Maurer,440 dairy manufacturers challenged on commerce
grounds an Ohio labeling law that prohibited the term "butter"
from appearing on the label of a product imitating or substituting
for butter. Plaintiffs manufactured a low-fat dairy spread that con-
tained butter as a component.441 Applying the commerce analysis
set out by the Supreme Court, the district court found that the
Ohio statute was ostensibly evenhanded in application, but had the
effect of protecting the Ohio dairy industry by constructively ban-
ning distribution of out-of-state manufacturer's products.4 2 Most
importantly, like the trial court in Grocery Manufacturers, the Lever
Brothers court found no legitimate health or safety rationale for the
labeling law: there was no evidence that the low-fat dairy spread was
unwholesome or harmful.44 3 Neither did the regulation prevent
consumer deception.444 Consequently, the labeling requirement
generated no benefit to offset the burden on interstate commerce,
and the law was held unconstitutional. 445 The health and safety rec-
ord for rbST would compel a similar result.

440. 712 F.Supp. 645 (S.D. Ohio 1989).

441. Id. at 647.

442. Id. at 653.

443. Id.

444. Id.

445. Id.
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3. Quality Labeling

The holding of the appellate court in Grocery Manufacturers ulti-
mately rested upon a finding that the New York labeling scheme
allowed consumers to differentiate between chemically different
products. Promoting such differentiation will generally be a legiti-
mate state interest, and in many cases the ability of regulated pro-
ducers to market a product under another name relieves the
burden on interstate commerce. 446 For example, in Atlantic Ocean
Products, Inc. v. Leth,447 the court upheld an Oregon statute forbid-
ding the use of the term "halibut" in association with any fish ex-
cept the species Hippoglossus hippoglossus or Hippoglossus
stenolepis, respectively known as Atlantic Halibut and Pacific Hali-
but.448 Plaintiffs, who marketed fish of the species Reinharditius
hippoglossoides under the name "Greenland Halibut," challenged
the statute on a variety of constitutional grounds.44 9 The court
summarily disposed of these claims, reasoning with regard to plain-
tiffs dormant commerce claim that the statute did not prevent the
plaintiffs from marketing their fish under some other name, such
as "Greenland Fillets."450

However, such reasoning seems unlikely to save burdensome la-
beling for milk from rbST-treated herds. In the case of "Greenland
halibut," material differences existed between the fish that consum-
ers were likely to think of as "halibut" and the "Greenland halibut"
- the record established that "Greenland halibut" contained seven
times more fat and twenty-five percent less protein than Atlantic or
Pacific Halibut.45' In addition, the meat of the "Greenland halibut"
was less firm than that of regular halibut.452 In contrast, milk from
rbST-treated herds does not differ in any detectable way from con-
ventionally produced milk.453 This renders null the suggestion that
a state prohibition against a product poses no commerce burden

446. See, e.g., Borden Co. v. Liddy, 200 F.Supp. 227 (S.D. Iowa 1961) ("[Nlothing in the
Iowa adulterated food statute forbids the sale of Borden's frozen dessert containing only 10
percent milk fat. It merely prohibits the sale of said product as the food "ice cream."). But
see Lever Bros. v. Maurer, 712 F.Supp. 645, 652 (S.D. Ohio 1989) ("[The state] contends
plaintiff would be free to describe its product as a 'low fat dairy spread'.... However ... this
alternative would not be the least restrictive means of advancing the state's interest.")

447. 292 F.Supp. 615 (D. Ore. 1968).
448. Id. at 617.
449. Id. at 618.
450. Id.
451. Id. at 617.
452. Id.
453. See supra notes 35-37 and accompanying text.

1997]



COLUMBIA JOURNAL OF ENVIRONMENTAL LAw [Vol. 22:227

because of the option of alternative nomenclature - it is inconceiv-
able what a milk producer might label the product of rbST-treated
herds besides "milk."

For the most part, the exact question posed in Atlantic Ocean Prod-
ucts is unlikely to arise with rbST - mandatory milk labeling stat-
utes such as that enacted in Vermont will likely be couched in the
affirmative, requiring additional label information, rather than in
the negative, forbidding the use of certain terms. Yet the analysis
remains much the same whether affirmative or negative labeling
requirements are imposed. In cases such as Lever Bros v. Maurer,
courts have held that a state interest in informing consumers could
not be advanced by forbidding the use of a term that would give
consumers pertinent information. 454

Neither can the state interest in informing consumers be ad-
vanced by requiring use of a term that fails to give any pertinent
information about the qualities of the product. In neither instance
does the consumer learn anything additional about the product it-
self, in the case of milk from treated cows, the product is precisely
what it purports to be.455 In every instance where a court has recog-
nized a state interest in informed consumers, it has been an interest
in informing consumers of a difference in product
characteristics. 456

By contrast, an rbST labeling requirement gives the consumer
more information about the origin of the product, that is, the pro-
cess by which it was made.45 7 The question, then, is whether requir-
ing disclosure of such information generates any local benefit

454. 712 F.Supp. 645, 653.
455. Cf. Tupman Thurlow Co. v. Moss, 252 F.Supp. 641, 649 (1965) ("The present labeling

requirement, in contrast, would do nothing except inform the public that a meat product
had its origin in a foreign country without conveying any information as to its nature, quality,
or quantity.")

456. See, e.g., Grocery Manufacturers of America Inc. v. Gerace, 755 F.2d 993, 1003 (2d Cir.
1985) ("New York has determined that patrons of food service establishments and restau-
rants... are entitled to know at least whether they are buying real cheese or a cheese alterna-
tive."); Lever Bros. v. Maurer, 712 F.Supp. 645, 652 (S.D. Ohio 1989) ("There can be no
question that the State of Ohio has an interest in protecting its citizens from misleading
information concerning the nature of products placed on the market."); American Meat
Institute v. Ball, 550 F.Supp. 285, 288-89 (W.D. Mich 1982) ("I believe that a consumer has a
right to be informed of the nature and substance of the food he ingests ... including the
right to make his determination on the basis of an aversion to certain by-products even if they
are nutritious ...).

457. See Hileman, supra note 69, at 17 (according to labeling proponent Philip Berano,
University of Washington, "Consumers have an absolute right to know the processes by which
their foods are made.")
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sufficient to outweigh the attendant burden on commerce. Clearly
consumers will frequendy have a legitimate, non-scientific interest
in learning the process by which certain products were manufac-
tured - examples of such products might include those labeled
"organic," or "kosher," or even "produced without animal test-
ing."458 In general, there will be no detectable difference between
the chemical composition or physical characteristics of products
purporting to be, for example, "kosher" and similar products that
are not kosher. 459 States routinely regulate the use of such labeling
to ensure that the products were in fact produced in the manner
that they purport to have been.460 Indeed, the state's interest in
such regulation may be particularly compelling because, given that
the products cannot be physically or chemically distinguished, con-
sumers have no way of personally determining whether the product
was in fact produced in the manner claimed on the label.461 Only
the state regulation ensures that the label is accurate and that the
consumer is not deceived.

However, the legitimacy of the state interest in such instances says
little about the legitimacy of the state interest in requiring labeling
of milk from rbST-treated cows. The situations may appear superfi-
cially similar in that the consumer in each case may wish to know
the origin of the product and, in each case, the product, no matter
how produced, is chemically and physically identical to the product

458. Id.
459. However, the laws certifying kosher foods have come under fire from a different

quarter for violating the establishment clauses of federal and state constitutions. See generally
Gerald F. Masoudi, Kosher Food Regulation and the Religion Clauses of the First Amendment, 60 U.
CHI. L. REv. 667 (1993); Mark A. Berman, Kosher Fraud Statutes and the Establishment Clause: Are
They Kosher., 26 CoLu.J.L. & Soc. PRons. 1 (1992).

460. In general, a rabbi's blessing will leave little physical evidence. Similarly, products
labelled "organic" or "organically grown" are unlikely to display any detectable chemical or
physical difference from conventionally produced products. See Kyle W. Lathrop, Note, Pre-
empting Apples With Oranges: Federal Regulation of Organic Food Labeling, J. CoRe. L. 885, 890-91
(1991). Congress has enacted federal law to regulate labeling of "organic" foods, raising a
variety of preemption questions. See generally id.; see also generally Gordon G. Bones, State and
Federal Organic Food Certification Laws: Coming of Age., 68 N.D. L. REv. 405 (1992) (discussing
state laws to prevent consumer deception as to "organically grown" products).

461. See, e.g., Masoudi, supra note 459, at 673 ("[B]ecause kosher food commands a sub-
stantially higher price than non-kosher food, there are significant incentives to misrepresent
non-kosher food as kosher."); Lathrop, supra note 460, at 890-91 ("The consumer perception
that organic foods are better than conventionally produced foods and the fact that consum-
ers are willing to pay more for organic foods has led to problems of labeling misrepresenta-
tion ...").
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produced by the alternate process.4 2 Nonetheless, these regula-
tions of "kosher" or "organic" foods are not mandatory labeling stat-
utes. They merely specify the standards that a product must meet if
the manufacturer is to voluntarily hold its product out as having
been produced by a certain process. States might be expected to
develop similar standards for voluntary labeling of milk purporting
to have been produced without the use of rbST, and the FDA in-
terim guidelines in fact contemplate the implementation of such
state regulation. Such voluntary labeling standards would tend not
to raise difficult dormant commerce questions, because they will
tend not to act as barriers to out-of-state products: out-of-state pro-
ducers need not label, and are not excluded if they choose not to.

4. Origin Labeling

In contrast to voluntary labeling, Vermont has chosen to MAN-

DATE labeling of milk from treated herds.4 3 As demonstrated
above, a legitimate state interest in labeling a safe and wholesome
product should be difficult to articulate. However, in the Interna-
tional Dairy Foods opinion, the District Court denied a preliminary
injunction against the Vermont statute, in part because it found the
plaintiffs had failed to show a likelihood of success on the merits of
their Commerce Clause challenge. 46 The court held in effect that
Vermont has a legitimate state interest in mandating that consum-
ers be supplied with information about product origin.465 Accord-
ing to the court:

The instant law is specifically designed to provide the type of in-
formation in which Vermont consumers have demonstrated an
overwhelming interest.... Vermont has determined that its citi-

462. See Hileman, supra note 69 (according to labeling proponent Berano, "Even though
many kosher products are chemially the same as nonkosher products, the process by which
they are made is identified .... Dolphin-free tuna is a similar example.") Some rbST
labeling proponents similarly point to regulation of "organic" labeling. David C. Holzman,
IDA Hears BST Labeling Arguments, BIowoRLD TODAY, May 7, 1993 at 1, 4 (citing consumer
activist Joan Gussow).

Other labeling proponents have pointed to FDA-required labeling of irradiated foods as a
precedent. See id. (citingAndrew Kimball, Coalition for Responsible Technology). This argu-
ment overlooks the fact that irradiation, unlike rbST usage, alters the chemical and physical
properties of the food, including nutritive value, shelf life, and flavor. See EXECUTIVE BRANCH
REPORT, supra note 66, at 17. Such changes in food characteristics bring irradiated foods
within the FDA's definition of "material" facts required in labeling. See 21 C.F.R.
§§ 1.21(a)(1), (2) (1995).

463. VT. STAT. ANN. tit. 6, § 2754 (1996).
464. International Dairy Foods, 898 F.Supp. at 251-52.
465. Id. at 251.
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zens are entitled to have information which assists them in mak-
ing purchases consistent with their beliefs on the appropriateness
of rbST use.466

This bold a recognition of a state interest in a consumer "right to
know" about product origin is novel, even unprecedented - recall
that decisions such as that in Grocery Manufacturers recognize a state
interest in informing consumers as to a product's qualities, not its
origin.467 The few previous state attempts to require origin labeling
have not fared well against commerce challenges in the courts. For
example, a variety of state statutes requiring onerous labeling of
imported meat have been invalidated as posing an unacceptable
burden on commerce, despite state protestations about consumers'
"right to know."468 Typically, the statutes were enacted in states
with substantial domestic meat-producing interests. 469 The statutes
were challenged by meat packers who used frozen imported cuts of
meat in a variety of products, including frankfurters, hamburger, or
other products where imported meat and domestic meat might be
mingled.470 The statutes generally required that a label be affixed
to imported meat or meat products that contained any imported
components, identifying that the product was in whole or in part
foreign. 47 1 Signs near meat display cases might also be required.4 72

Extensive recordkeeping of meat origin was also frequently
required.

4 73

In each of the cases brought, the record was uncontroverted that
the imported meat was identical in quality and nutritive value to
domestic cuts. 474 The imported meat was subjected to federal in-

466. Id.
467. See supra note 456 and sources cited therein.
468. See, e.g., Armour & Co. v. Nebraska, 270 F.Supp. 941 (D. Neb. 1967); Int'l Packers Ltd.

v. Hughes, 271 F.Supp. 430 (S.D. Iowa 1967); Ness Produce Co. v. Short, 263 F.Supp. 586 (D.
Ore. 1966); Tupman Thurlow Co. v. Moss, 252 F.Supp. 641 (M.D. Tenn. 1966).

469. See Ness, 263 F.Supp. at 588 ("Chapter 150 is one of seventeen similar statutes enacted
primarily in beef producing states in the last three years.")

470. Int'l Packers, 271 F.Supp. at 432; Armour, 270 F.Supp. at 942; Ness, 263 F.Supp. at 587-
88; Tupman, 252 F.Supp. at 643.

471. Int'l Packers, 271 F.Supp. at 432; Armour, 270 F.Supp. at 942; Ness, 263 F.Supp. at 587;
Tupman, 252 F.Supp. at 642.

472. Int'l Packers, 271 F.Supp. at 432; Ness, 263 F.Supp. at 587; Tupman, 252 F.Supp at 642-
43.

473. Int'l Packers, 271 F.Supp. at 433; Armour, 270 F.Supp. at 944; Ness, 263 F.Supp. at 587;
Tupman, 252 F.Supp. at 645.

474. Int'l Packers, 271 F.Supp. at 433; Armour, 270 F.Supp. at 942; Ness, 263 F.Supp. at 588;
Tupman, 252 F.Supp. at 647 n.5.
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spection to assure its quality.4 75 Thus, no real question of health or
safety was at issue. The sole state interest asserted was in consumer
information: the states contended that consumers might wish to
know the geographic origin of the meat they purchased, or would
otherwise be "deceived" believing that the meat they purchased was
domestic meat.476 In particular, since imported meat would have
been shipped frozen, the states suggested that in the absence of
labeling, consumers would be deceived into purchasing imported
meats that had been frozen when they believed that they were
purchasing fresher domestic cuts. 477

These arguments were spectacularly unpersuasive in court.
Given that there was no issue regarding the product's quality or
purity, the states enacting the regulations were uniformly unable to
show how awareness of meat's origin would assist consumers in
making their purchases, or that "such deception, if any, results in
injury or harm to the consuming public."478 Additionally, given
that some domestic meat was also shipped frozen, the requirement
that only imported meat be labeled would fail to assist consumers in
the event that they did care how the meat was shipped.479 The la-
beling requirements at best "would do nothing except inform the
public that a meat product had its origin in a foreign country with-
out conveying any information as to its nature, quality or
quantity.-"480

This lack of a local benefit alone would likely have doomed the
labeling provisions; even the slightest burden on commerce would
outweigh an absent advantage, and the burden of these statutes'
labeling and recording provisions was substantial. But the statutes
also burdened commerce by contriving to discourage sales of the
product.481 Not only did the designation of foreign origin fail to
assist consumers in making an informed purchase, there was evi-
dence that the labels might impede an informed purchase.482 The

475. Armour, 270 F.Supp. at 942; Ness, 263 F.Supp at 588.
476. Int'l Packers, 271 F.Supp. at 433; Armour, 270 F.Supp. at 945; Ness, 263 F.Supp. at 588;

Tupman, 252 F.Supp. at 647.
477. Armour, 270 F.Supp, at 944; Tupman, 252 F.Supp. at 64.
478. Int'l Packers, 271 F.Supp. at 433
479. See Armour, 270 F.Supp. at 944; Tupman, 252 F.Supp. at 648.
480. Tupman, 252 F.Supp. at 641.
481. Armour, 270 F.Supp. at 945.
482. The exceptionally candid floor statements of the Nebraska meat labeling statute's

sponsors might just as well have been statements about rbST labeling:
The purpose of this bill is obvious. It's discouraging use of imported beef from foreign
countries and why? Because we want to protect the basic industry of this state ... and of
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courts were particularly concerned that a label reading "This meat
is of foreign origin" might suggest to consumers that such meat was
in some way inferior to domestic meat - else why the apparent
consumer warning?483

Admittedly the statues at issue in the imported meat cases differ
from Vermont's rbST labeling statute in that the meat statutes were
by no means evenhanded - foreign products were clearly singled
out for regulation. Yet the same analysis has been applied, indeed
extended, to more evenhanded regulations. In the more recent
case of American Meat Institute v. Ball,484 the court considered a com-
merce challenge to the Michigan Comminuted Meat Act, which re-
quired that when federally inspected meat products did not
conform to Michigan meat product standards, such products could
only be sold or served under a placard stating that "The following
products do not meet Michigan's high meat standards but do meet
lower federal standards."4a The statute was challenged on the basis
that, although facially neutral, it burdened out-of-state producers by
imposing on them an additional cost of meeting Michigan stan-
dards, while furthering no legitimate local interest.486

As in the imported meat cases, the state argued that its regulation
furthered consumer's right to be informed about food products.487

The court recognized such an interest in an informed citizenry, and
so an interest in conveying to consumers information on nutrition,
food quality, and food additives.48 8 The court then extended this
interest past differences in food quality to include some interest in
food origin:

Additionally, the consumer may well have a legitimate interest in
avoiding products that have entrails, snouts, udders, etc. in them,
even if there is no significant difference in nutritional content.

course we want to create in the minds of the housewife who buys meat when she sees it
that she doesn't want to buy it ....

Armour, 270 F.Supp. at 945. See also Ness, 263 F.Supp. at 588-89 ("The legislative history of
[the labeling statute] clearly shows that it... was designed primarily to provide economic
protection to Oregon cattlemen. The statute reflects the draftsmen's purpose, for it operates
primarily, if not exclusively, to burden and make difficult the sale of imported meat.")

483. Armour, 270 F.Supp. at 945-46.
484. 550 F.Supp. 285 (W.D. Mich. 1982) [hereinafter American Meat II].
485. Id. at 286 n.1.
486. Id. at 287.
487. Id.; see also American Meat Institute v. Ball, 529 F.Supp. 929, 931-32 (W.D. Mich.

1981) (same finding on earlier motion for summary judgment) [hereinafter American Meat

I].
488. American Meat I, 550 F.Supp. at 288; American Meat I, 520 F.Supp. at 932.
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Undoubtedly, some individuals may not care what a food product
contains so long as it tastes good and is not harmful to them. For
some consumers, however, the product may be offen-
sive .... while other people may even consider these by-products
to be delicacies.48 9

However, after additional development of the record, the court
held that the Michigan regulations did not provide useful, accu-
rate, or complete information to consumers.490 The court further
noted that, even if truthful, the required placard could be so inher-
ently misleading as to pose an impermissible burden on interstate
commerce, causing the consumer to irrationally shun the product,
rather than assisting the consumer in an informed choice. 491 Cit-
ing the imported meat cases for the proposition that psychological
preferences as to origin are not a basis to impede interstate com-
merce, 492 the court held that the state had failed to show any sub-
stantial interest that could not adequately be met by means less
burdensome than the required placard.493

Taken together, these cases suggest that it would be difficult for
Vermont or other states to formulate any plausible account as to
why dairy producers must be compelled to tell consumers the pro-
duction method by which the contents of a given carton of milk
were induced. The imported meat cases cast doubt on the proposi-
tion that where a product is wholesome, nutritious, and accurately
labeled as to quality and contents, consumers have a right to infor-
mation that would distinguish between products on the basis of ori-
gin - particularly where the consumer preference for products of
a particular origin appears to rest on a groundless anxiety or whim
that could, in the presence of gratuitous labeling, blossom into un-
justified shunning of a healthful product. Given that rbST-induced
milk is in every known particular identical to conventionally pro-
duced milk, these cases suggest that the state interest in mandating
origin labeling is so slight as to be enormously outweighed by any
resulting burden on commerce.

489. American Meat I, 520 F.Supp. at 933.

490. American Meat II, 550 F.Supp. at 294.

491. Id.

492. Id The court went on to observe, "Even though evaluating the merits of a product
may involve consumer preferences which are psychological rather than scientific, the state
cannot legitimately cater to psychological quirks through the use of such an all-encompassing
placard." Id.

493. Id. at 294-95.
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This result seems particularly appropriate in the case of rbST,
where such consumer antipathy as exists toward the product is pri-
marily the product of calculated misdirection by partisan campaign-
ing.494 One can hardly assert that state assistance in furthering a
particular ideological crusade should be called a legitimate reason
to burden interstate commerce. Even if some legitimate consumer
interest in origin labeling is postulated, state regulation would still
face demanding requirements in order to outweigh its own burden
on commerce. Assertion of a state interest in catering to consumer
fads or fashions would be, as the court in the American Meat Institute
case observed, "frivolous at best."495 The most generous interpreta-
tion that might be put on the state interest would be that it com-
prises some type of concern for consumer education. Yet this takes
the interest outside the realm of the state's traditional police pow-
ers, and so outside any deference that the court might be obliged to
give it.

Very little weight can be put upon such a tenuous interest before
it collapses under commerce analysis. If the state interest to be fur-
thered is consumer education, then state labeling requirements for
milk might pass muster if, unlike the Michigan regulations, they
provide useful, accurate, and complete information to the con-
sumer without inducing the consumer to irrationally shun products
from rbST-treated herds. This suggests that the labels cannot
merely identify whether or not the milk sold is or is not derived
from rbSt-treated herds, as this alone does nothing to educate the
consumer, and may leave a misimpression. The label requirement
would need to go further, dictating language to inform consumers
that there is no chemical or physical difference between milk from
treated and untreated herds, and no evidence of any effect on
human health from rbST use. Not surprisingly, this is precisely the
kind of information contemplated by the FDA's interim labeling
guidelines, and precisely the reasoning behind the FDA's injunc-
tion to include such information. 496 What is perhaps surprising is
that a dormant commerce analysis appears to compel the inclusion

494. See, e.g., Erickson, supra note 92 (According to Franklin Loew, Dean of the Tufts Uni-
versity School of Veterinary Medicine, "Special interest groups are using animal safety argu-
ments as a Trojan cow for other agendas, which include stopping biotechnology and bashing
big business.")

495. American Meat II, 550 F.Supp. at 294.
496. Interim guidelines, supra note 149, at 6280.
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of such information, even without consideration of the FDA label-
ing notice.

The Vermont labeling statute in International Dairy Foods in fact
makes some attempt to set the labels in context, by requiring a plac-
ard that states:

"The United States Food and Drug Administration has deter-
mined that there is no significant difference between milk from
treated and untreated cows. It is the law of Vermont that prod-
ucts made from the milk of rBST-treated cows be labeled to help
consumers make informed shopping decisions."497

The first line of the placard closely tracks the recommended lan-
guage from the FDA interim guidelines. However, as an attempt to
provide complete, accurate, and useful information to consumers,
the placard may fall short. First, the contrast between the language
of the first and second sentences is strongly reminiscent of the ob-
jectionable wording of the Michigan placard from American Meat
Institute v. Ball contrasting federal and local requirements. 49 In
particular, there is no indication as to what "informed shopping
decision" the placard is intended to facilitate - consumers are left
largely to their own information, misinformation, or imagination,
as the case may be.

This problem might be avoided by heeding the interim guide-
lines' suggestion to offer reasons, other than those of safety or qual-
ity, as to why consumers might wish to be "informed" about the
presence or absence of rbST.499 Of course, absent reasons of safety
or quality, virtually the only reason that consumers may wish to be
informed regarding the use of rbST is "they believe the hormone
will result in increased milk production and lower milk prices,
thereby hurting small dairy farmers"500 - a social and economic
reason that, when disclosed by the state, runs perilously close to an
open admission of protectionism.

497. See Int'l Daiy Foods, 898 F.Supp. at 249.
498. See supra note 485 and accompanying text. Also instructive is the observation of the

trial court in Tupman Turlow Co. v. Moss
It can hardly be argued that the burdens of the labeling requirements are materially
alleviated by the provision that a conspicuous sign may be used in lieu of the label ... for
this provision would not in any way obviate the burden of tracing or determining the
origin of meats or of meats used in various meat products, a consequence of the Act
which is probably more objectionable than the actual labeling itself.

252 F.Supp. at 646. Given the pooling of milk, tracking milk from treated and untreated
herds would be equally burdensome, and no less objectionable.

499. See Interim Guidelines, supra note 149.
500. Int'l Dairy Foods, 898 F.Supp. at 250.
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Alternatively, the commerce problem might be avoided by switch-
ing to negative rather than affirmative labeling. The District Court
in International Dairy Foods noted that the Vermont placards attend
labels placed on milk from treated herds, rather than labels placed
on milk from untreated herds - the converse of the labeling sug-
gested in the FDA interim guidelines.501 To the extent that facili-
tating the consumer's "right to know" may be a legitimate state
interest, "negative" labels would facilitate that interest at least as
well as affirmative labels. The advantage to negative labels, as noted
above, is that they shift the cost or burden of compliance to farms
that are not using rbST, thereby demonstrating that protectionism
is not the goal. If the legislature's purpose in mandating labeling is
in fact merely to inform consumers, then this shift should pose no
obstacle. On the other hand, if the legislature in fact has a protec-
tionist agenda, then shifting the cost in such a manner may be un-
acceptable, and indeed politically impossible.

V. CONCLUSION

Science: But will it ever be possible to bring milk back into favor?
Noitall: No way. Itjust happens my consortium has a new drink
that contains no hormones and can be used as a substitute.
Science: A substitute that looks like milk?
Noitall: Yes. Chalk dust and alcohol. One glassful gives you a
daily supply of calcium and makes you feel great.502

The factual backdrop for regulation of rbST would seem to pro-
vide a conceptual tolerance test for doctrines governing state food
and drug regulation. Given that there exists no credible scientific
evidence that milk from cows treated with rBST is in any way delete-
rious to human health and that, for all intents and purposes, milk
from rbST-treated herds is in every way identical to milk from con-
ventional herds, attempts to regulate milk from treated cows on a
health and safety basis seem doomed to failure. Admittedly, there
are one or two "fringe scientists" who are willing to speculate as to
possible ill effects of such milk; as yet, none of their claims have
been substantiated or even raised a serious scientific issue. If legis-
lation banning or regulating milk from rbST-treated herds is based
in such "fringe" science, it seems dubious that the legislation has a

501. Id.
502. Koshland, supra note 1.
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rational health and safety basis for purposes of the fourteenth
amendment.

There is of course some evidence that treatment with rBST
causes a higher incidence of mastitis in cows, due to overproduc-
tion of milk; and antibiotics from the mastitis treatment may be
passed in the milk of treated cows; however, even this fact provides
little basis for special regulation of milk from treated herds, as all
milk is carefully monitored for antibiotic residues. Additionally,
this rationale does not appear to offer credible grounds for prohibi-
tion or for required labeling of milk from out of state. Prohibiting
only milk from rbST-treated herds on these grounds could itself
raise equal protection problems, but would almost certainly raise'
dormant commerce problems; it is unclear what local benefit might
be gained by prohibiting or labeling milk that is already closely
monitored for safety. Neither does a dormant commerce analysis
permit the legislature of a state to protect the health of cows within
the sovereign territory of another state.

Neither can such regulation be justified on a "deception" ration-
ale, that is, that consumers might be deceived or misled about the
nature of their purchases. This rationale cannot hold with regard
to the question of milk from rbST-treated cows: consumers cannot
be deceived into believing that the product is milk because it is in
fact milk, and indistinguishable from milk of any other origin.
Although states such as Vermont have asserted a consumer "right to
know" rationale, past courts have always interpreted this as applying
to the character or qualities of products, not to products' origin.
Even assuming that such a novel rationale should be recognized, it
seems that it constitutes a substantial enough local interest to out-
weigh the regulation's burden on interstate commerce. And of
course, the obvious economic interests of the states most exercised
over the labeling issue lends nothing to the credibility of the states'
purported interest. In such a setting, any burden on commerce is
likely enough to invalidate the provision.

Regulatory excuses that navigate the narrow passage between re-
quirements of equal protection and dormant commerce analysis
may yet founder on the shoals of preemption, either by violating
the express injunction of the relevant federal agency, or by frustrat-
ing more general Congressional purposes. The FDA guidelines ap-
pear to bar "negative" labeling that declare milk free of BST, and
allow but little latitude for even "positive" labeling that declares
milk to come from untreated herds. Unless the label carries suffi-
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cient information to avoid fostering unreasonable fears in the
minds of consumers, it may well be mislabeled under the FDCA,
and may also thwart the federal policy of encouraging new, safe
innovations in food production - innovations such as rbST.

This suggests that state regulation of rbST will be frustrated at
every turn, but that is perhaps the proper result. As technology
progresses, inefficient managers and antiquated competitors will in-
evitably be left behind. To couch protection of such foundering
interests as matters of health and safety, or even as questions of
consumer morality surely trivializes the state's ability to address
such questions. Biotechnology may yet raise troublesome issues of
human health and safety, or obstinate questions of ethics and mo-
rality.503 While leaving space for unique local solutions to such
questions, the doctrines of the federal constitution quite properly
require that we as a nation struggle with such questions together,
and prevent any locality from declare itself a milk-free, an rbST-
free, or even a biotechnology-free zone.

503. As, for example, in the question of human genetic manpulation. See generaly Dan L.
Burk, Patenting Transgenic Human Embyas: A Nonuse Cost Perspective, 30 Hous. L. RE,. 1597
(1993).
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