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I. INTRODUCTION
It seems the topic of consuming cloned animals is creeping into the
American consciousness; cloning technology that would allow this already
exists, and commercialization appears to be around the comer. Perhaps the
catalyst has been the recent FDA pronouncement that cloned animals are
safe to eat. One newsstand magazine compares cloned animals with fair
trade coffee, posing the question, "Is your coffee fair-trade? Your spinach
organic? As healthy-eating options expand, so do the challenges of making
choices at the store. But there's one decision looming that you may or may
not get to make: Do you buy [food] from cloned animals?"' Polls indicate
that most are uncomfortable with the idea. In a Pew Initiative on Food and
Biotechnology Poll, two-thirds of Americans did not "like the whole idea
of animal cloning, while more than 40 percent believe that serving the
results at the dinner table is a bad idea ....
But perhaps the public's focus on cloned animals is too narrowly
focused to form a well-informed opinion on the propriety of cloned food
technology in general. Professor Frank B. Salisbury notes that "[c]loning
of plants goes back to biblical times[.]"3 To be more specific, one type of
plant cloning that has been in existence for millennia is vegetative
propagation. This type of cloning involves taking a cutting from a parent
plant, and growing it into a new plant. The new plant is genetically
identical to the parent plant and is therefore a clone.4 Another type of plant
cloning, known as tissue culture propagation, involves "taking pieces of
specialized roots, breaking them up into root cells and growing the root
cells in a nutrient-rich culture."' This type of cloning is more recent and

1. Andrew Lawler, The Clone Wars, BODY + SOUL, June 2008, at 70.
2. Id. See also Memorandum from The Mellman Group, Inc. to the Pew Initiative on Food
and Biotechnology (Nov. 16, 2006), available at http://www.pewtrusts.org/uploadedFiles/
wwwpewtrustsorg/Public _Opinion/Food-andBiotechnology/2006summary.pdf(last visited Mar.
21, 2009).
3. Frank B. Salisbury, Letter to the Editor, 50 BIOSCIENCE, Aug. 2000, at 636 (2000).
4. Craig

Freudenrich,

How

Cloning

Works,

HOWSTUFFWORKS,

http://science.

howstuffworks.com/cloning3.htm (last visited Mar. 22, 2009). The general idea of vegetative
propagation is sufficient for the scope of this Article, but the curious reader may note that there are
several subcategories of vegetative propagation. Id. § 2, Producing Clones: Plant Life. See
generally Lars Schmidt, Vegetative PropagationFieldManual, 1993 FOOD AND AGRIC. ORG. OF
THE U.N., availableat http://www.fao.org/DOCREP/006/AD224E/AD224E01.htm (last visited
Mar. 22, 2009).
5. Freudenrich, supra note 4.
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requires more specialized materials, and is generally applied in fewer
settings.6
Because people have been cloning plants for millennia, "[t]he truth is,
you've probably been eating cloned food all your life. Most of the
bananas, potatoes, apples, and grapes at supermarkets are clones, having
been produced through various 'vegetative propagation' techniques
designed to ensure consistent quality.... " Thus, while the public at large
seems to be extremely hesitant to eat a Big Mac with cloned meat, they
have no problem eating two pieces of broccoli that are genetically
identical.
Several years ago, the FDA began examining whether or not eating
cloned animal foods8 would be safe.9 They came to the conclusion that it
would be safe, but ironically, in the process of reaching this conclusion,
the FDA study created so much rancor in the public that at least a dozen
states and Congress introduced legislation to regulate cloned animal
products by labeling cloned animal products.'" This Article argues that
preemption of state legislation on this issue is preferable, but notes that
there are a number of potential problems with the congressional
legislation, particularly with regard to preemption of state regulation. 1
Two cases decided recently by the Supreme Court provided guideposts
regarding how Congress should act in order to fully preempt state
regulation of cloned foods.12 This Article examines in Part II the FDA
studies and subsequent congressional backlash; in Part HI the Cloned Food
Labeling Act; in Part IV the need for federal preemption and two cases
which highlight problems in the Cloned Food Labeling Act that may
present challenges to full preemption; and in Part V, a definitional gap in
the CFLA which fails to address a different type of cloning, which could
in the future lead to needless confusion.

6. See id.
(noting that horticulturists have used this technique to create "prized orchids and
other rare flowers." Id. § 2, Producing Clones: Plant Life).
7. Lawler, supra note 1, at 72.
8. For ease of reference, this Article uses the terms "cloned food," "cloned meat," "cloned
animal products," and similar terminology interchangeably, unless the Article is specifically
referring to cloned plants.
9. See infra Part II.
10. See infra Parts In-IV.
11. See infra Parts III-IV.
12. See infra Parts III-IV.
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11. "I
[HIELLO, DOLLY ...YOU'RE [L]OOKIN' [S] WELL,
DOLLY .... I [C]AN['T] [TIELL, DOLLY" 3 (THAT YOU'RE A CLONE):
FDA CONCLUSIONS ON FOOD CREATED BY CLONING TECHNOLOGY

In 1996, Dolly the sheep was born.' 4 Dolly was a cloned animal,
created using a cloning technique known as "somatic cell nuclear
transfer."15 Somatic cell nuclear transfer involves removing the DNA from
a mammalian egg, and replacing it with the DNA from the animal that is
being cloned.1 6 The egg is then placed in a nutrient bath to trigger cell
division. Once cell division occurs, the egg is implanted7 into a surrogate
animal's uterus, and later born as a "normal" animal is.'
In recent years, the idea of cloning animals through the use of somatic
cell nuclear transfer for the sole purpose creating food has gained traction.
In 2006, the Food and Drug Administration released a trio of reports aimed
at the topic. In Animal Cloning: A DraftRisk Assessment, the FDA issued
a preliminary opinion on the safety of consuming cloned animals, or the
progeny of cloned animals.' The report stated that:
We have performed extensive literature reviews, engaged in
conversations with scientists involved in cloning animals, and
requested data on animal health and food composition from
scientists, breeders, and food producers. Unpublished data were
provided to us in raw, unanalyzed form, which we subsequently
analyzed. CVM determined whether a particular publication or
dataset was relevant to the analysis. These judgments were framed
by the two overarching objectives of the Draft Risk Assessment:
determining whether cloning poses any health risks to the animals
involved in the cloning process, and whether any hazards arise

13. Louis Armstrong & the All Stars, Hello, Dolly!, on HELLO, DoLLY! (Geffen Records
1963).
14. RichardIngham, Hello Dolly, The Sheep That Changedthe World, COSMOS,July 3, 2006,
availableat http://www.cosmosmagazine.com/news/392/hello-dolly-the-sheep-changed-world (last
visited Mar. 28, 2009).
15. Id.
16. Id.
17. Id.
18. CTR.FOR VET. MED., FDA, ANIMAL CLONING: A DRAFT RISK ASSESSMENT (2006)
[hereinafter DRAFT RISK ASSESSMENT]. Before the reports were released, critics of cloned foods
asked for stringent control of cloned animals; they sought cloned animals to be regulated similarly
to pharmaceutical drugs. Activist Group Wants Cloned Animals Closely Regulated, 25
BIOTECHNOLOGY L. REP. 677, 677 (2006).
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during the development of clones or their progeny that may pose
food consumption risks.' 9
"The draft risk assessment [found] that meat and milk from clones of adult
cattle, pigs and goats, and their offspring, are as safe to eat as food from
conventionally bred animals., 2' The reasoning behind this decision was the
FDA's finding that "[a]n animal clone is a genetic copy of a donor animal,
similar to identical twins but born at different times. Cloning is not the
same as genetic engineering, which involves altering, adding or deleting
DNA; cloning does not change the gene sequence. '"21
Because of the assessment reached in the draft risk assessment, in
another of the reports, A DraftGuidancefor Industry,22 the FDA assumed
a strikingly laissez faire attitude. The FDA stated that:
[the] FDA does not recommend any special measures relating to
human food use of offspring of clones of any species. Because of
their cost and rarity, clones will be used as are any other elite
breeding stock - to pass on naturally-occurring, desirable traits such
as disease resistance and higher quality meat to production herds.
Because clones will be used primarily for breeding, almost all of the
food that comes from the cloning process is expected to be from
sexually-reproduced offspring and descendents of clones, and not
the clones themselves.23
The only interference by the FDA into the marketplace was a nonbinding request contained in the third of the FDA documents, the
ProposedRisk Management Planfor Clones and Their Progeny.24 The
FDA stated:
Because the release of the draft risk assessment and proposed risk
management plan marks the beginning of our interaction with the
19. DRAFT RISK ASSESSMENT, supra note 18, at iv.
20. Press Release, FDA, FDA Issues Draft Documents on the Safety of Animal Clones (Dec.
28, 2006), availableat http://www.fda.gov/bbs/topics/NEWS/2006/NEW01541.html (last visited
Mar. 22, 2009) [hereinafter FDA Issues Documents].
21. Id.
22. FDA, DRAFr GUIDANCE FOR INDUSTRY: USE OF EDI1LE PRODUCTS FROM ANIMAL
CLONES OR THEIR PROGENY FOR HUMAN FOOD OR ANIMAL FEED (2006) [hereinafter DRAFrT
GUIDANCE].

23. FDA Issues Documents, supra note 20 (emphasis added).
24. FDA, ANIMAL CLONING: PROPOSED RISK MANAGEMENT PLAN FOR CLONES AND
PROGENY (2006) [hereinafter PROPOSED RISK MANAGEMENT PLAN].

THEIR
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public on these issues, we are continuing to ask producers of clones
and livestock breeders to voluntarily refrain from introducing food
products from these animals into commerce so that we will have the
opportunity to consider the public's comments and to issue any
final documents as warranted.25
The only other actions taken that could be seen as interfering in the
marketplace is the statement that the FDA would continue monitoring
cloned foods.26
III. THE CLONED FOOD LABELING ACT

Various members of the U.S. Congress did not find the FDA's draft
assessment of cloned foods palatable. Senator Mikulski introduced Senate
Bill 414, the "Cloned Food Labeling Act" on January 26th, 2007.27 A
companion bill was introduced in the House of Representatives by Rosa
DeLauro on February 12, 2007.28 The bill is currently before the
Subcommittee on Specialty Crops, Rural Development, and Foreign
Agriculture.29 Congressman DeLauro explained that she believes the bill
is necessary because "[t]he studies on which the FDA is basing its
assessment include very little information on the specific question of
whether food from cloned animals is safe. Instead, the agency refers to
studies on various topics such as methods of cloning, growth rates and
animal behavior - all of which are not directly related to food
consumption., 30 The bill would require labeling of all products that
contained products from cloned animals, or the offspring of cloned
animals.31 Such products would be required to bear the label, "THIS
PRODUCT IS FROM A CLONED ANIMAL OR ITS PROGENY., 32 The
25. FDA Issues Documents, supra note 20.
26. John Murphy, MandatoryLabelingofFoodMadefrom ClonedAnimals: Grapplingwith
Moral Objections to the Production of Safe Products, 63 FOOD & DRUG L.J. 131, 145 (2008)
(discussing the PROPOSED RISK MANAGEMENT PLAN).
27. S. 414, 110th Cong. (2007).
28. H.R. 992, 110th Cong. (2007).
29. Govtrack.us, H.R. 992: Cloned Food Labeling Act, http://www.govtrack.us/congress/
bili.xpd?bill=hl 10-992 (last visited Mar. 22, 2009).
30. Press Release, Rosa DeLauro, Lacking Scientific Data, DeLauro Questions FDA's
Decision to Issue the Final Assessment on Animal Cloning (Jan. 11, 2008), available at
http://delauro.house.gov/release.cfm?id=622 (last visited Mar. 22, 2009).
31. H.R. 992, § 2.
32. Id. Labels would not, however, be required for cloned foods that are intended to be used
as "medical foods," as defined in the Orphan Drug Act. Id. §§ 1-2. Medical foods are those
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legislation would also require an auditing trail to be created so that cloned
foods could be "tracked" to ensure compliance with labeling
requirements.33
In late 2007, Senator Barbara Mikulski, joined by Senator Arlen
Specter, second-guessed the FDA again, and introduced an amendment to
the Farm Bill that triggered a review by the FDA and National Academy
of Sciences of the safety of consuming cloned animals, and cloned animal
byproducts. 34 The Specter-Mikulski amendment to the Farm Bill raised the
issue of the public perception of cloned animals and cloned animal
byproducts. 35 The amendment directed the National Academy of Sciences
"to study the potential health impacts of cloned foods entering the nation's
food supply, including the possible effects of lessened milk consumption
(due to consumer avoidance of cloned food) leading to development of
chronic diseases as a result. ' ,36 Further public concern issues relating to
animal welfare were also raised by those supporting the amendment;
"surveys show that the public is morally opposed to cloning. Animals
suffer terribly in the cloning process, and the FDA has ignored these
31
issues, 37 the Executive Director of the Anti-Vivisection Society argued.
The Specter-Mikulski Amendment required the review to be completed
within 180 days of the passage of the Farm Bill. After the Farm Bill was
passed, the stage was set for the Final Assessment of Cloned Foods by the
FDA.39
In early 2008, in compliance with the Specter-Mikulski amendment,
the FDA released the Safety of Food From Animal Clones Final Risk
"formulated to be consumed or administered enterally under the supervision of a physician and
which is intended for the specific dietary management of a disease or condition for which
distinctive nutritional requirements, based on recognized scientific principles, are established by
medical evaluation." 21 U.S.C. § 360ee(b)(3) (2007).
33. H.R. 992, § 1.
34. H.R. 2419, 110th Cong., § 7505, (2007). The FDA, in its original treatment of the issue,
had sought to avoid further congressional inquiries by "includ[ing] hundreds of pages of raw data
so that others can see how it came to its conclusions." Rick Weiss, FDA Says ClonesAre Safe For
Food, WASH. POST, Jan. 15, 2008, at A01, available at http://www.washingtonpost.com/wpdyn/content/story/2008/01/14/ST2008011403072.html (last visited Mar. 22, 2009).
35. H.R. 2419, § 7505.
36. Press Release, Ctr. for Food Safety, FDA Approval of Clones Stalled by Passage of
Mikulski-Specter Amendment in Farm Bill, (Dec. 14, 2007), available at http://www.
endanimalcloning.org/images/pressreleasefarmbill.pdf (last visited Mar. 22, 2009).
37. Id. at 2.
38. Id. "Vivisection is the practice of cutting into or using invasive techniques on live
animals." National Anti-Vivisection Society, FAQs, What is Vivisection?, availableathttp://www.
navs.org/site/PageServer?pagename=faqmain (last visited Mar. 22, 2009).
39. H.R. 2419, § 7505.
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Assessment.40 Unsurprisingly, the Final Risk Assessment essentially
repeated the conclusions reached in the earlier assessment. The FDA stated
that:
Extensive evaluation of the available data has not identified any
subtle hazards that might indicate food consumption risks in healthy
clones of cattle, swine, or goats. Thus, edible products from healthy
clones that meet existing requirements for meat and milk in
commerce pose no increased food consumption risk(s) relative to
comparable products from sexually-derived animals .

.

. Edible

products derived from the progeny of clones pose no additional
food consumption risk(s) relative to corresponding products from
other animals .... 4
IV. A PATCHWORK OF STATE LEGISLATION, THE NEED FOR
UNIFORMITY, AND THE GUIDEPOSTS OF RiEGEL AND WYETH

The FinalRisk Assessment is the most recent pronouncement from the
FDA on the subject. The most relevant issue now is the possibility that the
Cloned Food Labeling Act may be passed. While ultimately the passage
of some form of labeling requirements may be beneficial, there are several
flaws in the legislation decling with case law and its effect on the
preemption of state law by FDA regulation.
A. Attempts by States to Pass HodgepodgeLegislation on Cloned
Animal Products:The Needfor FederalPreemption
As of November 2008, at least 12 states-California,42 Iowa,4 3
Kentucky,44 Massachusetts,45 Michigan,' Missouri,47 Montana,48 New
40. FDA, Safety of FoodFromAnimal Clones FinalRisk Assessment, 27 BIOTECHNOLOGY
L. REP. 141 (2008).
41. Id. at 148.
42. S.B. 1121,2008 Sess. (Cal. 2008). S.B. 1121 is similar to legislation which passed both
houses of the California legislature in 2007, but was vetoed by Governor Schwarzenegger. See S.B.
63, 2007 Sess. (Cal. 2007).
43. H.F. 2408, 82d Gen. Assem., 2008 Sess. (Iowa 2008).
44. H.B. 378, Gen. Assem., 2008 Reg. Sess. (Ky. 2008).
45. S.B. 255, 185th Gen. Ct., 2008 Leg. Sess. (Mass. 2008).
46. H.B. 5611, 94th Leg., Reg. Sess. (Mich. 2008).
47. H.B. 1555, 94th Gen. Assem., 2d Reg. Sess. (Mo. 2008).
48. H.B. 326, 60th Leg., Reg. Sess. (Mont. 2007).

2009]

DOUBLE TROUBLE: COMPETING FEDERAL AND STATE APPROACHES TO REGULATING

37

Jersey,49 New York,50 North Carolina,5 Tennessee,5 2 and Washington53
have attempted to pass legislation that would regulate cloned foods. For
the purposes of this Article, the details of the various pieces of legislation
are not relevant. What is relevant is that a number of different approaches
are taken by various states. For example, consider Montana's legislation
which would impose an outright moratorium, New York's legislation
which would require food that did not contain cloned food to be labeled as
such, or California's legislation, which is somewhat similar to the
proposed federal Cloned Food Labeling Act. 4 The multiplicity of
approaches and uncertainty injected into the nascent cloned food industry
is the quintessential example of when federal preemption is preferable to
a patchwork of various state laws:
[a]ccording to a past president of the National Conference of
Commissioners on Uniform State Laws, nonuniformity tends to
undercut certainty and predictability in commercial transactions,
and thus "can impede economic development, complicate
transactions, burden the legislature, deprive courts of useful
precedent, increase the likelihood of federal preemption, and forego
the benefit of a national consensus on important issues."55
In addition to the burdens imposed on commerce, attention should also
be given to the relative expertise of state legislators, and experts hired by
the FDA to dedicate their time solely to the issue of labeling various types
of foods. Part of the Food and Drug Administration is the Office of
Nutritional Products, Labeling, and Dietary Supplements (ONPLDS),
which "is responsible for developing policy and regulations for dietary
supplements, nutrition labeling and food standards, infant formula and
medical foods as well as for scientific evaluation to support such

49. A3993, 212th Leg., Gen. Assem. (N.J. 2007).
50. A07421, 2007 Reg. Sess. (N.Y. 2007).
51. H.B. 84, Gen. Assem., 2007 Sess. (N.C. 2007).
52. S.B. 3850, 105th Gen. Assem. (Tenn. 2008).
53. S.B. 5161, 60th Leg., Reg. Sess. (Wash. 2007).
54. See legislation cited supra notes 42, 48, 50. From a Cost-Benefit Analysis perspective,
N.Y. legislation is particularly baffling, as it would seem to be much less costly to require cloned
foods to be labeled, instead of food that was not cloned; presumably, there will not be much cloned
food on the market for the foreseeable future. See legislation cited, supranote 50.
55. Geoffrey Moulton, Jr., Federalismand Choice of Law in the RegulationofLegal Ethics,
82 MINN. L. REv. 73, 114 (1997).
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regulations and related policy development."56 State legislators may base
their decisions on the opinions of experts, but the question then becomes
one of priority. State legislators are torn in various directions, and must
pay attention to peculiar problems raised by their constituents, multiple
pieces of legislation, and campaign fundraising, to mention but a few. In
contrast, one of the only functions of the ONPLDS is to address the
admittedly esoteric subject of food labeling.57
One recent case decided by the Supreme Court in 2008, Riegel v.
Medtronic,5 8 provides a potential framework for preemption of state law
with regard to FDA regulations of cloned foods. Levine v. Wyeth5 9 contains
unanswered questions regarding the extent of FDA preemption, and
concerns FDA actions which may prove to be ineffectual attempts at
preemption of state laws.
B. Riegel: A PotentialGuidepostfor FDA Regulation of ClonedFoods
In Riegel, the Supreme Court examined the interaction between the
Food, Drug, and Cosmetic Act, and state regulation of new medical
devices.6" The Court explained that "[u]ntil the [federal] statutory
enactment at issue [in the case], the introduction of new medical devices
was largely left for the States to supervise as they saw fit."'" In 1976,
concerned with the mushrooming number of state regulations of new
medical devices, Congress passed the Medical Device Amendments of
1976 (MDA).62 The MDA contained an express preemption provision,
which read:
Except as provided in subsection (b) of this section, no State or
political subdivision of a State may establish or continue in effect
with respect to a device intended for human use any
requirement-(I) which is different from, or in addition to, any
requirement applicable under this chapter to the device, and (2)
which relates to the safety or effectiveness of the device or to any
56. FDA, Office of Nutritional Products, Labeling, and Dietary Supplements,
http://www.cfsan.fda.gov/-dms/onplds.html (last visited Mar. 22, 2009).
57. Id.
58. Riegel v. Medtronic, 128 S. Ct. 999 (2008).
59. Levine v. Wyeth, 944 A.2d 179 (Vt. 2006), cert.granted, 128 S.Ct. 1118 (U.S. Jan. 18,
2008) (No. 06-1249).
60. Riegel, 128 S. Ct. at 1002.
61. Id.
62. Id.at 1003.
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in a requirement applicable to the device
other matter included
63
under this chapter.
The FDA was therefore given explicit regulatory control over new medical
devices.' The FDA follows complex procedural steps and extensive
review before a new medical device may be approved, and there are postapproval reporting requirements which necessitate informing the FDA of
new developments regarding the device.65
After the FDA granted approval of a type of cardiac catheter, a catheter
of that type was inserted into Riegel's heart.' The doctor disregarded a
warning regarding the acceptable levels of pressure on the catheter, and the
catheter burst, causing a massive coronary event requiring immediate
bypass surgery.6 7 Predictably, Riegel sued Medtronic, and "alleged that
Medtronic' s catheter was designed, labeled, and manufactured in a manner
that violated New York common law, and that these defects caused Riegel
to suffer severe and permanent injuries."6' The District Court found that
the MDA preempted the majority of Riegel's claims, including claims for
strict liability, breach of implied warranty, and negligent "design, testing,
'
inspection, distribution, labeling, marketing, and sale of the catheter."69
The Court of Appeals affirmed, agreeing that allowing the claims would
effectively create new state regulations that altered the federal scheme.70
Riegel appealed to the Supreme Court, claiming that the MDA did not
preempt his state law claims.7 '
The Court thought it was clear that the extensive premarket approval
process established specific requirements applicable to the heart catheter
that had failed.72 Finding then that "[a]bsent other indication, reference to
63. 21 U.S.C. § 360k(a) (2000). Subsection (b) contains a provision which allows the FDA
to exclude certain state and local regulations from preemption. Id. § 360k(b); see also,Riegel, 128
S. Ct. at 1003.
64. See Riegel, 128 S. Ct. at 1004.
65. Id.at 1005.
66. Id.
67. Id.In fact, Riegel eventually died. Id.at 1006 n.3. The suit was continued by Riegel's
wife as the administrator of his estate. Id.
68. Id.
69. Id.
70. Id.
71. Id.
72. Id. at 1007. "Unlike general labeling duties, premarket approval is specific to individual
devices. And it is in no sense an exemption from federal safety review-it is federal safety review."
Id."[T]he FDA requires a device that has received premarket approval to be made with almost no
deviations from the specifications in its approval application, for the reason that the FDA has
determined that the approved form provides a reasonable assurance of safety and effectiveness."
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includes its common-law duties[,] ' ' 73 they

in the context of this legislation excluding common-law duties from
the scope of pre-emption would make little sense. State tort law that
requires a manufacturer's catheters to be safer, but hence less
effective, than the model the FDA has approved disrupts the federal
scheme no less than state regulatory law to the same effect.74
The Court explained that this result was perfectly justified by the desire of
the drafters of the MDA to avoid the application of fifty divergent state
statutes and tort law that would stifle innovation.75 While noting that the
FDA supported the construction of the MDA that the Court reached, the
Court refused to grant it any weight, stating that "[w]e have found it
unnecessary to rely upon that agency view because we think the statute
itself speaks clearly to the point at issue."76 The Court noted, however, that
if the statute were ambiguous, the FDA would have been given Skidmore
deference, although not much deference, because the FDA had changed its
position on the interpretation of the law.7 7
Next, the Court turned to an FDA regulation set forth in 21 C.F.R. §
808.1(d), 78 which Riegel and the FDA through an amicus brief were
attempting to use to buttress their positions.79 While the regulation had no
Id.
73. Id.at 1008.
74. Id.
75. Id.at 1008-09.
76. Id.at 1009.
77. Id.Skidmore deference refers to the granting of deference to an agency's interpretation
of ambiguous law; the Court's reference to Skidmore is interesting in Riegel, because the Riegel
interpretation is contained in a mere amicus brief, which is arguably of lesser weight than the type
of documents anticipated by Skidmore. See generally Skidmore v. Swift & Co., 323 U.S. 134
(1944). In Skidmore the Court famously stated that:
[W]hile not controlling upon the courts by reason of their authority, [agencies] do
constitute a body of experience and informed judgment to which courts and
litigants may properly resort for guidance. The weight of such a judgment in a
particular case will depend upon the thoroughness evident in [the agency's]
consideration, the validity of [the agency's] reasoning, [the agency's] consistency
with earlier and later pronouncements, and all those factors which give it power
to persuade, if lacking power to control.
Id.at 140.

78. 21 C.F.R. § 808.1(d) (2008).
79. Riegel, 128 S.Ct. at 1010-11.
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bearing on the outcome of the case because the Court found that it "[could]
add nothing to [their] analysis but confusion,"" the Court's analysis of the
weight afforded to the FDA's interpretation is interesting, because it is
conflicted over the FDA's interpretation. The Court began with the
principle that "[t]he agency's reading of its own rule is entitled to
substantial deference,""1 but then stated that portions of the "the agency's
explanation are less than compelling." It then acknowledged that the FDA
position did have some merits, but expressly refused to state directly if it
believed the FDA to be correct.8 2 While the whole discussion was dicta,
the vacillations of the Court beg the question: if a future case boiled down
to an FDA's interpretation of an FDA regulation, how much deference
would the Court really give the FDA, when in Riegel the Court expressly
refused to decide the issue based on the FDA's interpretation?
Thus, Riegel provides some clear guidance for congressional
lawmakers that wish to avoid state challenges to federal regulation of
cloned foods. First, Congress should note that the Court was far more
comfortable in relying on the express preemption language contained
within the statute than relying on the FDA's interpretation of the statute.
Second, the Court's disdainful treatment of the FDA's interpretation of its
own regulation reinforces that the Court would be far more comfortable in
simply applying the express language of a statute. Riegel therefore raises
questions regarding the scope of FDA regulatory power, and interaction
with state laws.8 This Article now turns to the upcoming Wyeth case,
which is arguably shaping up to be a textbook example of what not to do,
especially given the Court's treatment of the FDA in Riegel.
C. Wyeth: Is the FDA InterpretationDOA?
In Wyeth, the plaintiff, after being admitted to the hospital, required
treatment by administering the drug Phenergan, in order to relieve a
migraine headache. After receiving injections of the drug directly into her
muscle, the hospital staff attempted to inject the drug intravenously, which
resulted in severe damage to the plaintiffs blood vessels, eventually
leading to gangrene and the plaintiff's arm being amputated." The plaintiff
instituted a claim in negligence and product liability, alleging that the
80. Id. at 1011.
81. Id. at 1010, (citing Auer v. Robbins, 519 U.S. 452, 461 (1997)).
82. Id. at 1010-11.
83. See supratext accompanying notes 78-82.
84. Levine v. Wyeth, 944 A.2d 179, 182 (Vt. 2006), cert. granted,128 S. Ct. 1118 (U.S. Jan.
18, 2008) (No. 06-1249).
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defendant had not sufficiently warned of intravenous use of Phenergan.85
Specifically, the plaintiff presented experts that testified that the label on
the drug should have more explicitly stated that intravenous injections
were unacceptably dangerous and "should not have allowed" them, and
that other available options, such as inserting the drug into an IV bag,
would be safer.a6 Critically,
[t]he court instructed the jurors that they could consider the FDA's
approval of the label in use at the time of plaintiff's injury, but that
the label's compliance with FDA requirements did not establish the
adequacy of the warning or prevent defendant from adding to or
strengthening the warning on the label.87
The instructions reflected an earlier trial court finding that federal law
did not preempt the claim.88 The trial court, presiding over a motion for
summary judgment on the issue of preemption, found that the FDA had
not considered fully enough the issue of the use of an IV bag for drug
delivery, and stated that there was "no basis for federal preemption."89
Even Wyeth's attempt to revise the label with an amended warning that
Wyeth argued more explicitly set forth the issues surrounding IV bag use
was rejected by the FDA.9"
The Supreme Court of Vermont, in addressing the preemption question,
began by limiting the type of preemption at issue. Wyeth had conceded
that Congress did not expressly set forth in the statute that state causes of
action were preempted, and did not expressly set forth that the Food, Drug,
and Cosmetics Act was intended to occupy the entire field of prescription
drug regulation.9" Instead, Wyeth argued that "plaintiff's action 'actually
conflict[ed] with federal law' ... requir[ing Wyeth] to show either that 'it
[wa]s impossible for a private party to comply with both state and federal
requirements,' or that Vermont's common law 'st[ood] as an obstacle to
the accomplishment and execution of the full purposes and objectives of
Congress."' 92 Wyeth argued:

85.
86.
87.
88.
89.
90.
91.
92.

Id.
Id.
Id.
Id.at 183.
Id.
Id.
Id.at 184.
Id.at 184 (citations omitted).
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two alternative bases for its assertion of conflict preemption:
(1) in the specific context of the Phenergan label, the FDA was
aware of the dangers of IV-push administration and specifically
ordered defendant to use the warning it used, making it
impossible for defendant to comply with both its state commonlaw duty and the requirements of federal law; and (2) by
penalizing drug companies for using FDA-approved wording on
drug labels, state tort claims like plaintiffs present an obstacle
to the purpose of the FDA's labeling regulations. 93
The Supreme Court of Vermont did not find the question a close one,
and held that the Vermont cause of action was not preempted by the
FDA's regulation of prescription drugs.94 The first issue, whether or not
the FDA's rejection of Wyeth's revised warning label and the subsequent
FDA directive to Wyeth to use the original warning label, focused on the
precise language of the proposed revised warning label, and an FDA
regulation on revision of labels.95
The language of the proposed warning label was rejected by the
Vermont Supreme Court because the labels were functionally the same;
the court stated that "[t]he specific warning the agency rejected in favor of
the original label did not indicate any more clearly than the original label
that IV-push administration was unsafe, which is what plaintiff argued
made the original label inadequate."96 Essentially, the Vermont court
found the proposed revisions not substantive, and then considered the
warning in light of FDA regulation 21 C.F.R. § 314.70.
FDA regulation 21 C.F.R. § 314.70 "creates a specific procedure
allowing drug manufacturers to change labels that are insufficient to
protect consumers, despite [FDA approval]. 'The FDA's approved label
...can therefore be said to set the minimum labeling requirement, and not
necessarily the ultimate label where a manufacturer improves the label to
promote greater safety."' 98 Thus, Wyeth had the power to revise the label
to provide greater protections, however, the Vermont Supreme Court
found that Wyeth's revision did not provide greater protections, it
93. Id. at 185.
94. Id.at 194.
95. Id.at 189.
96. Id.
97. 21 C.F.R. § 314.70 (2008).
98. Levine, 944 A.2d at 185-86 (quoting McNellis v. Pfizer, Inc., No. Civ. 05-1286 JBS, 2005
WL 3752269, at *5 (D. N.J. Dec. 29, 2005)).
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provided the same protections." Because it provided the same and not
greater protections, the FDA was free to reject it, which it did when it sent
Wyeth the succinct statement, "[rietain verbiage in current label."' 00 The
Vermont Supreme Court, having already stated that the original label set
a floor and not a ceiling, made the next logical step, and held that the
additional requirements imposed by Vermont simply raised the bar, and
thus it was possible to comply with both the federal and state
requirements.' 0 ' A brief tracking and summary of the Vermont Supreme
Court's handling of the FDA rejection of the proposed revision reveals the
following: 1) Wyeth was free to revise the warning on Phenergan to make
it more stringent; 2) Wyeth's proposed revision was effectively the same
as the original warning, and thus the FDA was free to reject it; 3) The
original warning was a floor, and not a ceiling; and 4) the FDA rejection
of the proposed revision did not create an impossibility of complying with
both the FDA and the state.
Pivoting to the second argument that the Vermont's common law
presented an obstacle to federal goals, the Vermont court first discussed
the fact that the Food Drug and Cosmetic Act contains a provision that
states, "'[n]othing in the amendments made by this Act to the Federal
Food, Drug, and Cosmetic Act shall be construed as invalidating any
provision of State law ...

unless there is a direct and positive conflict

between such amendments and such provision of State law.""'0 12 The
Vermont Supreme Court essentially interpreted this clause as giving states
the power to impose higher regulations on prescription drugs. The analysis
merged with the analysis regarding the impossibility argument, to which
the Court stated "under any circumstances where it is possible to comply
with both state law and the FDCA, the state law in question is consistent
with the purposes and objectives of Congress. Thus, our discussion above
regarding defendant's impossibility argument ... provides a complete
answer to the question of preemption."'0 3
The Vermont Supreme Court potentially could have ended the analysis
at that point, but chose to address a more interesting issue. After the case
was decided at the trial level, the FDA promulgated a rule which
essentially stated that the FDA was adopting the position that state law
claims (such as the one before the Vermont Supreme Court) presented an
99. Id.at 189.
100. Id.

101. Id.
102. Id.at 190 (quoting Drug Amendments of 1962, Pub. L. No. 87-781, § 202,76 Stat. 780,
793 (1962)).
103. Id. at 191.
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obstacle to the labeling requirements of federal law, and thus considered
them preempted."0 The Court stated at one point in its opinion that the rule
basically made no difference given the stance of the case, because the rule
did not become effective until after the case was decided. 105 Still, the Court
wished to address the new issue that had been raised: does an FDA rule,
which purports to preempt state regulation, have preemptive effect when
the federal statute giving the FDA the power to regulate anticipates
potential state regulation?
The Vermont Supreme Court's answer was "no."1" 6 In fact, the tone of
the opinion seems somewhat hostile to the idea. While recognizing that
ordinarily the FDA's interpretation of a statute it administers should be
0 7 the Court stated that because the FDA
given deference under Chevron,"
interpretation conflicted with a clause in the statute which the Court
viewed as perfectly clear, it was entitled to no deference under Chevron. 8
Additionally, the Court believed that the rule may not have been enacted
correctly, and thus under Mead,'09 the Court "would owe the statement
only the limited deference due to agency statements made outside the
agency's rulemaking authority.""' Even under Mead, the FDA rule
"deserve[d] no deference.""'
Wyeth was granted certiorari by the U.S. Supreme Court, and recently,
a decision was handed down; the Supreme Court essentially affirmed the
112
Vermont Supreme Court, and held that the claim was not preempted.
Thus, Riegel and Wyeth now provide clear examples of what Congress and
the FDA should and should not do in order to fully regulate cloned foods
and preempt state regulation.
D. Comparing the ClonedFoodLabeling Act with the Laws
Giving Rise to Wyeth and Riegel
The Cloned Food Labeling Act contains the following clause:
(f)SAVINGS PROVISION.-This section does not restrict any
104. Id. at 192 (citing Requirements on Content and Format of Labeling for Human
Prescription Drug and Biological Products, 71 Fed. Reg. 3922, 3922 (Jan. 24, 2006)).
105. Id. at 192-93.
106. See id.
107. Id.at 192 (citing Chevron v. Nat. Res. Def. Council, 467 U.S. 837, 844 (1984)).
108. Id.at 193.
109. Id.at 192 (citing United States v. Mead Corp., 533 U.S. 218, 226-27 (2001)).
110. Id. at 192.
111. Id.at 193.
112. Wyeth v. Levine, 129 S. Ct. 1187, 1191 (2009).
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right that a person (or class of persons) may have under any statute
or common law to seek enforcement of the provisions referred to
subsection (a)(1), or to seek any other relief (including relief against
the Secretary)." 3
Does this sound somewhat familiar? It does to the author; consider the
preemption clause at issue in Wyeth: "[n]othing in the amendments made
by this Act to the Federal Food, Drug, and Cosmetic Act shall be
construed as invalidating any provision of State law.., unless there is a
direct and positive conflict between such amendments and such provision
of State law.""' 4 Because the court in Wyeth clearly addressed the suit as
arising from state common law, it would seem that the CFLA's statement
that no rights under "any statute or common law" would mean that the
states would be free to legislate (or allow litigation) in the arena of cloned
food labels." 5
Because the FDA has adopted a "hands off' attitude, it seems unlikely
that the FDA will promulgate any rule similar to the one at issue in Wyeth
that would attempt to preempt state action, nor would it seem that it would
matter since the U.S. Supreme Court accepted the analysis of the Vermont
Supreme Court. Still, protecting the nascent technology of cloned foods
from the stifling effects of multifarious state approaches" 6 is preferable to
subjecting food suppliers to the logistical nightmare of determining how
to treat a given product, based on what state it may pass through or end up
at. Food suppliers have advocated for treating cloned food the same as any
other type of food." 7 A chicken nugget made from a "regular" chicken
would be the exact same as a chicken nugget from a cloned chicken." 8
Because cloned foods present no danger to the public, it is arguable that
general public unease regarding it" 9 is no basis for banning it. Objections
from members of the public who simply do not want to eat it, regardless
of its safety, are therefore more appropriately addressed by simply labeling
cloned foods in a uniform manner. The current approach adopted by the
CFLA would effectively create a labeling "floor," which could be
113. S. 414, 110th Cong. (2007) (emphasis added).
114. Levine, 944 A.2d at 190 (quoting Drug Amendments of 1962, Pub. L. No. 87-781, § 202,
76 Stat. 780, 793 (1962)).
115. See Wyeth discussion, supra Part 1V.C.
116. See, e.g., S.B. 1121, 2008 Sess. (Cal. 2008).
117. Merrill Goozner, More Clone Data Needed, THE SCIENTIST, November 10, 2003,
available at http://cmbi.bjmu.edu.cn/news/0311/52.htn (last visited Mar. 22, 2009).
118. See discussion supraPart II.
119. See supranote 2.

2009]

DOUBLE TROUBLE: COMPETING FEDERAL AND STATE APPROACHES TO REGULATING

47

augmented by a hodgepodge of more stringent state laws. 10 Where federal
laws create regulatory "floors," there is a distinct danger of consumer
confusion; "the promised stability of the proliferating 'federal floor'
doctrine is becoming a policy nightmare more likely to result in consumer
confusion than consumer protection. 121
Thus, Congress should introduce a version of the CFLA that clearly
and expressly preempts state law. This would provide uniformity, which
would reduce consumer confusion, support the nascent commercial area
of cloned foods, and leave the regulation of labeling foods to experts hired
specifically for that purpose. Wyeth should indicate to Congress that if it
intends to allow the FDA to preempt state regulation, it should not rely on
the notion that an agency regulation may preempt state law simply because
it says it does. Riegel provides a blueprint for the type of statutory clause
that would fully preempt state regulation and causes of action.
V. IN VITRO MEAT: A TASTY PROPOSITION, BUT A CLONING
TECHNOLOGY NOT ADDRESSED BY THE CFLA

In the next few decades, there is a possibility that meat may be
available for purchase that was "grown" in a laboratory.1 22 This type of
cloned meat is referred to as in vitro meat, and would involve culturing
muscle cells from selected animals in a growth medium, ensuring that the
muscle cells contained the same nutrients present in conventional meat,
and coaxing the muscle cells into organizing in a three-dimensional
structure. 123 Peer-reviewed research confirms this as a possibility; in

120. See, e.g., S.B. 1121, 2008 Sess. (Cal. 2008).
121. Christopher C. Gallagher, Health Information Privacy: The Federal Floor's State
Elevator, Sept. 7, 2001, http://www.gcglaw.com/resources/healthcare/healthprivacy.html (last
visited Mar. 22, 2009) (discussing federal floors in the context of HIPAA).
122. The idea is not a new one; in 1931, Winston Churchill wrote that "[w]e shall escape the
absurdity of growing a whole chicken in order to eat the breast or wing, by growing these parts
separately under a suitable medium." Winston Churchill, Fifty Years Hence, STRAND, Dec. 1931,
http://www.teachingamericanhistory.org/library/index.asp?document=- 1914.
123. The In Vitro Meat Consortium, Primer on Technology, http://invitromeat.org/contentl
view/30/51/ (last visited Mar. 22, 2009).

JOURNAL OF TECHNOLOGY LAW & POLICY

[Vol. 14

2000124 and again in 2005,125 researchers came to the conclusion that
"growing" meat was possible, but one of the main challenges would be
bringing down the cost to make it economically feasible. They concluded
that "[f]uture efforts in culturing meat will have to address the limitations
of current techniques through advances that make cultured cells.., edible
and affordable.' ' 126 The authors posited a number of suggestions 127 for
future research which could help bring down the cost, which at one million
dollars per 250 grams of beef, is sizeable.' 28
People for the Ethical Treatment of Animals (PETA) has taken on in
vitro cloning as a subject of interest, and has stated that "[s]cientists
around the world are researching or seeking the funds to research ways to
produce meat in the laboratory-without killing any animals. In vitro meat
production would use animal stem cells that would be placed in a medium
to grow and reproduce. The result would mimic flesh and could be cooked
and eaten."'2 9 PETA has offered a one million dollar prize for coming up
with a method to produce in vitro meat in commercially viable quantities
and prices by 2012.130
PETA's concern for animals is laudable, but what about the problem
that soon the "world's population will swell from 6.6 billion to 8 billion
people?" 13 ' "Raising cattle is inefficient," Popular Science answers; "only
3 percent of the energy used to raise a cow as protein ends up as protein on
our plate." The ability to "cultivate slabs of meat in the lab from chicken,
pig, or cow stem cells raised on a diet of water, glucose, and natural

124. M.A. Benjaminson et al., Abstract of Research, Nov. 20, 2000, http://www.touro.edu/
shs/spacefish.asp (last visited Mar. 22, 2009). The researchers grew the muscle of a goldfish in a
laboratory, with the intention of determining if such a process was a viable method of producing
food for astronauts; the authors stated that "[w]e feel that.., we pointed the way to an innovative,
viable means of supplying safe, healthy, nutritious food to Space voyagers on long journeys...
Id.
125. P.D. Edelman et al., Commentary: In Vitro-Cultured Meat Production, 11 TISSUE
ENGINEERING 659, 659 (2005).
126. Id. at 660.
127. Id. at 660-61.
128. D.J. Siegelbaum, In Search ofa Test-Tube Hamburger,TIME, Apr. 23, 2008, available
at http://www.time.com/time/ health/article/0,8599,1734630,00.html (last visited Mar. 22, 2009).
The cost of chicken, by comparison, would be far less, and has been estimated at "about double the
current cost of regular livestock chicken." Id.
129. PETA, PETA Offers $1 Million Reward to First to Make In Vitro Meat,
http://www.peta.org/feat in vitro contest.asp (last visited Mar. 22, 2009).
130. Id. "Commercially viable" means it must be produced "in large enough quantities to be
sold commercially ... at a competitive price in at least 10 states." Id.
131. Cliff Kuang, Farmingin the Sky, PoPuLAR SCI., Sept. 2008, at 41.
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proteins [could eventually be more cost-effective]. ' ' 132 Another benefit
from in vitro meat production exists because growing meat in a lab instead
of growing animals in fields would have beneficial impacts on the
environment."' Livestock produce prodigious amounts of greenhouse
gases such as methane and carbon dioxide, more than the "total
transportation sector.' ' 134 Livestock waste3 5 also introduces enormous
amounts of ammonia into the environment.
Clearly, there are benefits to in vitro meat, and with increased public
awareness and greater amounts of resources being devoted to developing
commercially viable in vitro meat, one may be able to purchase it in the
future. If Congress wished to display foresight on the issue, it could pass
legislation that regulated in vitro meat now, by including regulating in
vitro meat with the Cloned Food Labeling Act. "Why isn't it already
covered with the current language now," one might ask; "it is, after all, a
type of cloning." The answer is that the type of food covered by the CFLA
appears to exclude in vitro meat. The CFLA requires labeling of foods
containing "cloned products," which the act defines as "a product or
byproduct derived from or containing any part of a cloned animal.' ' 136 A
cloned animal is defined as "(i) an animal produced as the result of
somatic cell nuclear transfer; and (ii) the progeny of such an animal."' 37 A
sample of in vitro meat is not an animal, so it does not fall under (i).38 The
CFLA neglects to define "progeny;" Black's Law Dictionary defines
"progeny" as "[c]hildren or descendants; offspring."' 39 Clearly a sample
of in vitro meat is not a child or a descendant. Black's Law Dictionary
defines "offspring" as "children," "issue," or "progeny."' 4 ° Therefore, if
one entertains the possibility that "progeny" might conceivably include in
vitro meat, legal definitions appear to dictate otherwise, and even the most
attenuated sense of the word limits the definition of "progeny" to offspring
from a cloned animal resulting from sexual reproduction. As a result, in
vitro meat does not appear to be covered by the CFLA.14' Because of the

132. Id. at 46.
133. The In Vitro Meat Consortium, Why In Vitro Meat?, http://invitromeat.org/content/
view/12/55/ (last visited Mar. 22, 2009).
134. Id.
135. Id. (claiming 68% of the total emissions of ammonia each year come from livestock).
136. S. 414, 110th Cong. (2007).
137. Id.
138. See id.
139. BLACK'S LAW DICTIONARY 1247 (8th Ed. 2004).
140. Id. at 1120.
141. See supra text accompanying notes 137-39.
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public unease over eating cloned foods, Congress should have the
foresight to include all types in the CFLA, including in vitro meat.
VI. CONCLUSION

Cloned foods are probably coming. Whether or not it comes in the form
of the offspring of the clone of a prized steer, or a fried "chicken" nugget
made from meat that was never attached to a living bird, sooner or later,
the chances are good that we will be eating clone. While the Cloned Food
Labeling Act is arguably unnecessary because the FDA has found cloned
foods to be safe, a version which preempts state laws and adequately
addresses all types of cloned foods would go a long way toward protecting
the budding technology of cloned foods, and ameliorating the public at
large, irrational as their fears may be. Slate's William Saletan sums up the
situation thusly: "[y]es, we're scared of cloned food. But according to the
same polls, most of us have heard little about animal biotechnology...
Don't be cowed. Question your fears. That's the difference between us and
the animals."' 42

142. William Saletan, Cloned Bull. The Bum Rap on Cloned Food, SLATE, Jan. 6, 2007,
http://www.slate.com/id/215693 l/pagenum/2 (last visited Mar. 22, 2009).

