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Synopsis

Background: Consumer brought action against drug
manufacturers for injuries allegedly suffered assult of
his long-term use of the generic drug metoclopramid
The United States District Court for the Middle @it of
Alabama, No. 1:10-cv—602, 2011 WL 698804@rtified
question.

[Holding:] On application for rehearing, the Supreme
Court,Bolin, J., held that brand-name manufacturer could
be held liable for fraud or misrepresentation basad
statements it made in connection with the manufecf

the drug in an action brought by consumer who was
allegedly injured by generic version of drug.

Question answered.

Shaw J., concurred specially with opinion.
Moore C.J., filed dissenting opinion.
Parker J., filed dissenting opinion.

Murdock J., filed dissenting opinion.

On Application for Rehearing

BOLIN, Justice.

*1 The opinion of January 11, 2013, is withdrawn, and
the following is substituted therefor.
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The United States District Court for the Middle @it of
Alabama, Southern Division (“the district court’has
certified to this Court the following question puasit to
Rule 18, Ala. R.App. P

“Under Alabama law, may a drug
company be held liable for fraud or
misrepresentation (by misstatement
or omission), based on statements it
made in connection with the

manufacture or distribution of a
brand-name drug, by a plaintiff

claiming physical injury from a

generic drug manufactured and
distributed by a different

company?”

Facts and Procedural History

In its certification to this Court, the districtwt provided
the following background information:

“Plaintiffs Danny and Vicki Weeks filed this action
against five current and former drug manufactufers
injuries that Mr. Weeks allegedly suffered as ailtesf

his long-term use of the prescription drug product
metoclopramide, which is the generic form of the
brand-name drug Reglan.® The Weekses claim that
two companies—Teva Pharmaceuticals USA and
Actavis Elizabeth, LLC—manufactured and sold the
generic metoclopramide that Mr. Weeks ingested.

“The Weekses concede that Mr. Weeks did not ingest
any Reglan® manufactured by the three brand-name
defendants, Wyeth LLC, Pfizer Inc., and Schwarz
Pharma, Inc. The Weekses nonetheless assert #hat th
brand-name defendants are liable for Mr. Weeks'’s
harm on fraud, misrepresentation, and/or suppnessio
theories because they at different times manufedtur
or sold brand-name Reglan® and purportedly either
misrepresented or failed adequately to warn Mr. M¥ee
or his physician about the risks of using Reglan®
long-term. The brand-name defendants moved to
dismiss the claims against them, arguing, amongroth
things, (1) that the Weekses’ claims, however péed,

in fact product liability claims that are barred failure

of ‘product identification’ and (2) that they had duty

to warn about the risks associated with ingestibn o
their competitors’ generic products. The Weekses
responded to the brand-name defendants’ motion, and
the defendants replied. On March 31, 2011, thisrCou
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granted in part and denied in part the brand-name
defendants’ motion, holding that the Weekses migght
able to state a claim for relief under Alabama li&w
they could prove that the brand-name manufacturers
had a duty to warn Mr. Weeks’s physician about the
risks associated with long-term use of brand-name
Reglan® and, further, that the Weekses, as third
parties, had a right to enforce an alleged bred¢had
duty.

“Within the last year alone, federal district caurh
this State have issued four decisions addressiag th
question whether brand-name Reglan® manufacturers
can be held liable on fraud, misrepresentation/and
suppression theories for physical injuries alleged|
caused by plaintiffs’ ingestion of generic
metoclopramide. The first two courts answered no;
however, this Court held otherwise, thereby cregsin
intrastate splitCompare Simpson v. Wyeth, Inblo.
7:10-CV-01771-HGD (N.D.Ala. Dec. 9, 2010) [not
reported in F.Supp.2dfreport and recommendation
adopted (N.D.Ala. Jan. 4, 2011) [not reported in
F.Supp.2d] (holding that a brand-name manufacturer
has no duty under Alabama law to warn of the risks
associated with a competitor’s generic produdisley

V. Wyeth, Inc.,, 719 F.Supp.2d 1340
(S.D.Ala.2010fsame),with Weeks v. Wyeth, Ind\o.
1:10-cv—-602 (M.D.Ala. Mar. 31, 2011) [not reportad
F.Supp.2d](denying brand-name manufacturers’
motion to dismiss on the ground that the plaintiffsre
had pleaded a claim ‘that defendants perpetrated a
fraud on the physician’)see also Barnhill v. Teva
Pharm. USA, Inc.No. Civ. 06-0282-CB-M (S.D.Ala.
Apr. 24, 2007) [not reported in F.Supp.2d](holdthgt

a brand-name manufacturer of the drug Keflex® s n
duty under Alabama law to warn of the risks asdedia
with a competitor’s generic product). Since this@s
decision, another district court in Alabama has
followed the earlier decisionSee Overton v. Wyeth,
Inc., No. CA 10-0491-KD-C (S.D.Ala. Mar. 15, 2011)
[not reported in  F.Supp.2d], report and
recommendation adopte(®.D.Ala. Apr. 7, 2011)[not
reported in F.Supp.2d].

*2 “Certification is appropriate here to resolve the
disagreement among the federal district courts imith
Alabama and to prevent both federal courts withia t
State and state courts around the country fromnigavi
to ‘mak[e] unnecessarftrie guesses’ about unsettled
guestions of Alabama law.obin v. Michigan Mut. Ins.
Co., 398 F.3d 1267, 1274 (11th Cir.200%ee also,
e.g., Lehman Bros. v. Scheid,16 U.S. 386, 391, 94
S.Ct. 1741, 40 L.Ed.2d 215 (197ddting that
certification often ‘save[s] time, energy, and rases
and helps  build a  cooperative judicial
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federalism’).‘Because the only authoritative voice
Alabama law is the Alabama Supreme Court, it is
axiomatic that that court is the best one to deisdees

of Alabama lawBIlue Cross & Blue Shield of Ala., Inc.
v. Nielsen]116 F.3d 1406, 1413 (11th Cir.1997)

“The question framed ... satisfies the requiremerfts
Ala. R.App. P. 18(a)first, it presents a pure question
of Alabama law; second, it is ‘determinative’ ofigh
case in the sense that a negative answer wouldreequ
dismissal of the Weekses’' claims against the
brand-named defendants; and third, although two
Alabama trial courts have addressed the question
whether a brand-name manufacturer can ever be held
liable for physical harm caused by a generic produc
and answered it in the negativithe Alabama Supreme
Court has never considered or resolved either that
question or the subsidiary question whether a fifain
claiming physical injury can prevail on fraud,
misrepresentation, and/or suppression theories runde
these facts.

“Considerations of judicial efficiency likewise cosel
certification. During the last year, the number of
Reglan®/metoclopramide cases nationwide ballooned
from 250 to approximately 3500. Current estimates
suggest that among the 3500 cases there are bRbas
Alabama-resident plaintiffs and that most (if n}}y af
these plaintiffs assert the fraud, misrepresematio
and/or suppression theories asserted here. Thaiab
Supreme Court’s definitive resolution of the questi
presented will therefore affect not only cases pend
(or that might later arise) in this State, but athe
scores of Alabama-resident cases pending in courts
around the country—particularly in large consolatht
actions pending in California, New Jersey, and
Pennsylvania. Moreover, the question’s significance
extends well beyond the Reglan® litigation—and for
that matter, even beyond pharmaceutical litigatibis
likely to recur any time a brand-name manufact(oér
any product) is sued on fraud, misrepresentatiod/os
suppression theories by a plaintiff who claims &vén
been injured while using a generic-equivalent pobdu

'See Buchanan v. Wyeth Pharm., Ind\o.
CV-2007-900065, Order at 1 (Ala.Cir.Ct. Oct. 20,
2008); Green v. Wyeth Pharm., Ind&No. CV-06—-3917
ER (Ala.Cir.Ct. May 14, 2007).”
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Discussion

1 At the outset, we limit the question posed to
manufacturers of prescription drugs and not to any
distributors thereofThe Weekses’ complaint alleges that
three brand-name manufacturers, Wyeth, Pfizer, b
Schwarz Pharma, Inc. (hereinafter collectively mefé to

as “Wyeth"), falsely and deceptively misrepresented
knowingly suppressed facts about Reglan or
metoclopramide such that Danny Weeks's physician,
when he prescribed the drug to Danny, was matgriall
misinformed and misled about the likelihood that tiug
would cause the movement disorder tardive dyskinesi
and related movement disordéffie Weekses contend
that Wyeth had a duty to warn Danny’s physicianuibo
the risks associated with the long-term use of
metoclopramide and that the Weekses, as third gsarti
have a right to hold Wyeth liable for the allegeddrh of
that duty.

*3 [ [ A fraudulent-misrepresentation action is governed
by 8§ 6-5-101, Ala.Code 1975which provides that
“[m]isrepresentations of a material fact made wilif to
deceive, or recklessly without knowledge, and actetyy
the opposite party, or if made by mistake and iendy
and acted on by the opposite party, constitute |lega
fraud.”A claim of fraudulent misrepresentation carsps
the following elements: “(1) a false representati@)
concerning a material fact (3) relied upon by thenpiff

(4) who was damaged as a proximate restiktier v.
Comer Plantation, 772 So.2d 455, 463 (Ala.2000)
(quoting Baker v. Bennett,603 So0.2d 928, 935
(Ala.1992).“An essential element of
fraudulent-misrepresentation and fraudulent-sugioas
claims is a duty to discloséNésbitt v. Frederick941
So.2d 950, 955 (Ala.2006)

4 We recognize that Wyeth argues that the Weekses’
claims are, in essence, “products-liability” claimis
Atkins v. American Motors Corp.335 So.2d 134
(Ala.1976) in conjunction with Casrell v. Altec
Industries, Inc.,335 So0.2d 128 (Ala.1976his Court
adopted the Alabama Extended Manufacturer’s Lighbili
Doctrine (“AEMLD”). The AEMLD is “a judicially
created accommodation of Alabama law to the doetoin
strict liability for damage or injuries caused Hiegedly
defective productskeck v. Dryvit Sys., Inc830 So.2d 1,

5 (Ala.2002) This Court has explained that the AEMLD
did not subsume a common-law negligence or wangsine
claim. Tillman v. R.J. Reynolds Tobacco C871 So.2d
28 (Ala.2003) Vesta Fire Ins. Corp. v. Milam & Co.
Constr.,901 So.2d 84 (Ala.2004)

“It must be remembered, ... that the AEMLD, as
established irCasrell andAtkins, supra, is ‘an example
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of judicial legislation,” not of legislative enacémt.
Keck v. Dryvit Sys., Inc830 So.2d 1, 8 (Ala.2002)
This Court warned last year iKkeck that ‘[jjudicial
decision-making should not be seen as the oppatytuni
to legislate830 So.2d at 8 Alabama remains a
common-law state, and therefore common-law tort
actions ‘so far as [they are] not inconsistent vitik
Constitution, laws and institutions of this statshall
continue in forcegxcept as from time to time ... may
be altered or repealed by the Legislat@el-3-1,
Ala.Code 1975We will not presume to so define the
boundaries of the judicially created AEMLD so tlitat
subsumes the common-law tort actions of negligence
and wantonness against the retailer defendants.”

Tillman, 871 So.2d at 34-38Ne have also recognized
that fraudulent suppression is a claim separatm fam
AEMLD claim. Keck, supra.Accordingly, for purposes of
this certified question, we will not treat the Wee¥’
claims as AEMLD claims governed by the principlds o
the AEMLD.

Wyeth argues, based &iizer, Inc. v. Farsian682 So.2d
405 (Ala.1996) that a plaintiff who in substance alleges
physical injury caused by a product has a
products-liability claim, no matter the label obéds he
uses in his complaint, and that, in a productsiligb
claim, the plaintiff must prove that the defendant
manufactured the product the plaintiff claims iedirhim

or her. We recognize that Farsianthis Court contended
that the plaintiffs claim was in substance a
products-liability claim and not a fraud claim as had
asserted. IrFarsian, a heart-valve recipient’'s valve had
not malfunctioned, although the valves in some mthe
patients who had received the valve made by the
manufacturer had malfunctioned. The federal colmne
the action was filed certified the following questito this
Court:

*4 “ ‘Does a heart valve implantee
have a valid cause of action for
fraud under Alabama law if he
asserts that the valve’s
manufacturer fraudulently induced
him to have the valve implanted
when the damages he asserts do not
include an injury-producing
malfunction of the product because
the valve has been and is working
properly?’”

682 So0.2d at 406The manufacturer argued that, although
the plaintiff had alleged a risk of possible future
malfunction of the valve, it was uncontrovertedtthis
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valve was and had been working properly. The
manufacturer contended that the plaintiff was yeall
asserting a products-liability claim and that, ashs the
action did not accrue until there was an injurygucing
malfunction. The manufacturer further argued that a
allegation of fraud did not relieve the plaintiffom
having to prove an injury-producing malfunction. €Th
plaintiff argued that his fraud claim was not subsd by
products-liability law and that he could recovendaes
even if he could not prove that his valve was net y
malfunctioning.

In addressing the question, we stated:

“The question certified to this Court concerns \ileet
[the plaintifff may maintain a fraud claim under
Alabama law. We conclude that he may not.

“Regardless of how [the plaintiff] pleads his claihis
claim is in substance a product liability/persoimliy
claim—{[the plaintiff] seeks damages because of the
risk that his heart valve may one day fail. Alabama
courts have never allowed a recovery based on a
product that, like [the plaintiff]'s valve, is ariths been
working properly. Each of our prior cases in which
fraud or other intentional conduct was alleged has
involved a failure, a malfunction, or an accidehatt
involved the defendant’s products and which injured
the plaintiff. SeeQuality Homes Co. v. Sears, Roebuck
& Co.,496 So.2d 1 (Ala.1986)readwell Ford, Inc. v.
Campbell, 485 So0.2d 312, 313 (Ala.1986appeal
dismissedi86 U.S. 1028, 108 S.Ct. 2007, 100 L.Ed.2d
596 (1988Y)’

682 So.2d at 4QUltimately, we stated:

“[The plaintiff]'s heart valve has
not failed. Instead, it has been
working properly and as intended
by its manufacturer.... Although the
parties see different theories of this
case—([the plaintiff] relying upon
Alabama fraud law, while [the
manufacturer] argues in the context
of product liability law—we
conclude that the answer to the
certified question, whether it is
couched in terms of fraud law or in
terms of product liability law, must
be that [the plaintiffl does not now
have a cause of action for damages,
because the valve has not failed.”

682 So0.2d at 408-arsianis distinguishable. This Court’s
holding there was that, under either a fraud themra
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products-liability theory, the plaintiff did not ta a valid
cause of action because fear that the valve caildrf
the future was not, without more, a legal injuryfisient

to support his claim. In the present case, the \&&zkre
arguing that Wpyeth fraudulently misrepresented or
suppressed facts to Danny's physician regarding the
dangers of the long-term use of Reglan and thata as
result, Danny was injured. This is not a claim tha
drug ingested by Danny was defective; insteads ifi
claim that Wyeth fraudulently misrepresented or
suppressed information about the manner in whiah, (i
the duration) the drug was to be taken. In shdrg t
Weekses'’ claim is based on what Wyeth said or did n
say about Reglan and their assertion that thosens¢ats

or omissions caused Danny’s injuri¢sarsian does not
support a conclusion by this Court that the Weékses
claim is in substance a products-liability claim.

*5 5 We note that Alabama’s Pharmacy Agt34—-23-1

et seq., Ala.Code 197permits a pharmacist to select in
place of a brand-name drug a less expensive diadupt
that is the pharmaceutical and therapeutical etprivaf

the brand-name drug and that contains the sameeacti
ingredient or ingredients and is the same dosaga-fo
strength, unless the prescribing physician indgate
otherwise on the prescriptiof.34—23-8, Ala.Code 1975

In the present case, it appears that Danny’s ppeiscr

did not prohibit the pharmacist from substitutingemeric
drug for the brand-name drug. “Currently all statese
some form of generic substitution laRLIVA, Inc. v.
Mensing,564 U.S. —, , 131 S.Ct. 2567, 2583, 180
L.Ed.2d 580 (2011potomayor, J., dissenting). That a
pharmacist acted unde&d 34-23-8and gave Danny a
generic drug does not preclude Danny’s ability ¢eeat a
fraudulent-misrepresentation claim against
brand-name manufacturer of the drug. Additionaiyany
insurance plans are structured to promote the dse o
generic drugsPLIVA, 564 U.S. at n. 2,131 S.Ct. at
2584 n. 2 We now turn to the federal laws governing
prescription drugs.

the

Prescription drugs are unique because of the extens
federal regulation of that product by the Food &rdg
Administration (“the FDA").“Congress has establidha
comprehensive regulatory scheme, administered by th
FDA, to control the design and distribution of pméstion
drugs.’Blackmon v. American Home Prods. Corp28
F.Supp.2d 659, 665 (S.D.Tex.20@@Hing 21 U.S.C. 88
301-393. The FDA has the ultimate authority to
determine whether a new prescription drug is safé a
effective for use21 U.S.C. 88 355(agnd(d) (prohibiting
the distribution of a new drug without FDA approwdla
new-drug application showing the drug to be safd an
effective). The approval process begins with an
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investigational new-drug application (*IND”) submeitl
to the FDA, which includes information about the
chemistry, manufacturing, pharmacology, and toxigwl
of the drug. Se@1 U.S.C. § 355(h)21 C.F.R. § 312.21
The IND also includes pre-clinical data (animal
pharmacology and toxicology), and protocols for ham
testing must be detailed.

After clinical trials on humans have been completbée
manufacturer may submit a new-drug application
(“NDA”") to the FDA. The manufacturer must present
“substantial evidence that the drug will have tffeat it
purports or is represented to have under the dondibf
use prescribed, recommended, or suggested in the
proposed labeling21 U.S.C. § 355(d)(5)The NDA shall
include: (1) reports of the clinical trials andtieg done

to determine the safety and effectiveness of thig;d2)
the complete ingredients or components of the d(8y;
the composition of the drug; (4) a complete desioripof

the manufacturing, processing, and packaging method
and controls; (5) samples of the drug and its corapts

(if requested); and (6) samples of the proposedliladp

21 U.S.C. § 355(b)(1)The NDA also must disclose all
the investigators who worked in clinical trialstbé drug,

as well as their reports. Also, an NDA must inclubte
patent number and expiration dates for any patetased

to or impacted by the dru@l U.S.C. § 355(b)(1)The
patent is generally good for 20 years, giving the
manufacturer (drug developer) the exclusive rightnake
and sell the drug during that perio@5 U.S.C. §
154(a)(2) The manufacturer make seek a five-year
extension of the patent undes U.S.C. § 156(g)(6)(A)

*6 When the patent on a brand-name drug expires,
generic manufacturers may seek to replicate a gener
version. Generic versions of brand-name drugs @onta
the same active ingredient as the brand-name atigin
United States v. Generix Drug Corg60 U.S. 453, 103
S.Ct. 1298, 75 L.Ed.2d 198 (1983J0 expedite the
approval process for generic drugs in order to dorin
prescription-drug costs down while at the same time
preserving patent protections for brand-name drugs,
Congress adopted the Drug Price Competition andnPat
Term Restoration Act of 19821 U.S.C. § 355This Act,
also known as the Hatch—-Waxman Act, provides for an
abbreviated new-drug-application (“ANDA”") process f
the approval of generic versions of brand-name slrug
The ANDA relies on the FDA’s previous determination
that the brand-name drug is safe and effective. Bee
Lilly & Co. v. Medtronic, Inc.,496 U.S. 661, 675, 110
S.Ct. 2683, 110 L.Ed.2d 605 (1990)he ANDA
applicant can substitute bioequivalence data fog th
extensive animal and human studies of safety and
effectiveness that must accompany a full new drug
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application.”). This allows an applicant for a gegoe
version of a drug to avoid the costly and time-conisig
process associated with an NBAwhich allows the
dissemination of low-cost generic drugs. 3e¢&.Rep.
No. 98-857(Part 1) at 14 (June 21, 1984). A generic
manufacturer is not entitled to all data in the t@adile
controlled by the FDA because some data may caisstit
trade secrets belonging to the brand-name manuéactu
21 C.F.R. § 314.430At the same time, Congress sought
to protect brand-name manufacturers whose patghtsri
could be threatened by the marketing of generisioas

of their patented innovations. Séenerican Bioscience,
Inc. v. Thompson243 F.3d 579, 580 (D.C.Cir.2001)
Purepac Pharm. Co. v. Thompso238 F.Supp.2d 191
(D.D.C.2002)

Brand-name manufacturers have a duty to supply the
FDA with “postmarketing reports,” which include s

of any serious and unexpected adverse reactiofsredf
by a user of a drul C.F.R. § 314.80The brand-name
manufacturer must also submit annual reports td-iha

on significant information, including informatiorhat
might affect the safety, effectiveness, or labelofgthe
product.21 C.F.R. § 314.81A generic manufacturer is
likewise required to submit these reports to theAFD1
C.F.R. 8§ 314.98 However, brand-name manufacturers
and generic manufacturers have different federal
drug-labeling responsibilities.

“A brand-name  manufacturer
seeking new drug approval is
responsible for the accuracy and
adequacy of its label. See,g.21
U.S.C. 88 355(b)(1)d); Wyeth [v.
Levine, 555 U.S. 555], 570-571
(2009) ]. A manufacturer seeking
generic drug approval, on the other
hand, is responsible for ensuring
that its warning label is the same as
the brand name’s. Seee.qg.8
355())(2)(A)(v); § 355()(4)(G) 21
CFR 8§ 314.94(a)(8)
314.127(a)(7y

PLIVA, 564 U.S. at , 131 S.Ct. at 257rug labels

are subject to change. New risks may become apparen
only after the drug has been used more widely amd f
longer periodsMensing v. Wyeth, Inc588 F.3d 603,
606 (8th Cir.2009) reversed on other groundBLIVA,
supra.Under the “Changes Being Effected” or “CBE”
rule, a brand-name manufacturer, upon discovering a
clinically significant hazard, may modify its lab® “add

or strengthen a contraindication, warning, precentor
adverse reaction” without FDA apprové?l C.F.R. §
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314.70(c)(6)(iii)(A) Ultimately, the FDA will review any
CBE modification to a labeR1 C.F.R. § 314.70(c)(7)f
the FDA rejects the change, it may order the mantufar
to cease distribution of the drug with the revisukel. 21
C.F.R. 8 314.70(c)(7)

*7 18 A “label” is defined as “a display of written, pted,
or graphic matter upon the immediate container rof a
article....21 U.S.C. § 321(k) ‘[L]abeling’ means all
labels and other written, printed, or graphic matte
upon any article or any of its containers or wrapper
(2) accompanying such articlel U.S.C. § 321(m)The
FDA interprets “labeling” broadly, to include:

“Brochures, booklets, mailing
pieces, file cards, bulletins,
calendars, price lists, catalogs,
house organs, letters, motion

picture films, film strips, lantern

slides, sound recordings, exhibits,
literature, and reprints and similar
pieces of printed, audio, or visual
matter descriptive of a drug and
references published (for example,
the ‘Physicians Desk Reference’)
for use by medical practitioners,
pharmacists, or nurses, containing
drug information supplied by the
manufacturer, packer, or distributor
of the drug....”

21 C.F.R. 8§ 202.1(1)(2)The FDA includes in its
interpretation of labeling “Dear Doctor” letterBLIVA,
564 U.S. at , 131 S.Ct. at 25%@hich are letters
drug manufacturers send to health-care providers
informing them of critical newly discovered risks side
effects of a medication.

(1 [ [ The FDA has determined that a generic
manufacturer cannot unilaterally strengthen a weayni
label for a generic drug or send a “Dear Doctottele
under the CBE rule because doing so would violhte t
statutes and regulations requiring the label ofeaegic
drug to match the brand-name manufacturer's label.
PLIVA,564 U.S. at , 131 S.Ct. at 2575

“Federal regulations applicable to generic drug
manufacturers directly conflict with, and thus prgs,
state laws that hold generic drug manufacturetsdia
for inadequate  warning labels on their
productsMensing,131 S.Ct. at 2578Jnder the Federal
Food, Drug, and Cosmetic A@1 U.S.C. § 301 et seq.,

a manufacturer seeking federal approval to market a
new drug must prove that it is safe and effectind a
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that the proposed label is accurate and adeq@ate.
U.S.C. § 355(b)(1)By contrast, under the Drug Price
Competition and Patent Term Restoration Act, known
as the Hatch—-Waxman Amendments, generic drug
formulations can gain FDA approval by showing
bioequivalence to a reference-listed drug that has
already been approved by the FD&1 U.S.C. §
355())(2)(A). A generic drug application must also
show that ‘the labeling proposed for the new druthe
same as the labeling approved for the listed d2ag.’
U.S.C. § 355())(2)(A)(v)Therefore, rather than a duty
to warn, ‘generic manufacturers have an ongoing
federal duty of sameness’ regarding their warning
labels. Mensing, 131 S.Ct. at 2574Under the same
rules, generic drug manufacturers may not issue
additional warnings through Dear Doctor letters,rno
may they imply in any way that there is a therajgeut
difference between their product and the name-brand
drugld. at 2576"

*8 Phelps v. Wyeth, Inc.857 F.Supp.2d 1114, 1133
(D.Or.2012)(emphasis added). According to the FDA, if
a generic manufacturer believes that stronger wgmi
are needed, then the manufacturer is required dpgse
such changes to the FDA, and, if the FDA agrees tha
such changes are necessary, the FDA will work whih
brand-name manufacturer to create a new label dtin b
the brand-name and generic drig).IVA, 564 U.S. at
——, 131 S.Ct. at 2576

The Supreme Court, in two cases, has addressed the
extent to which manufacturers may change theirl$éabe
after FDA approval. We note that, because of the
extensive federal regulations, both the manufactuod
brand-name drugs and generic drugs in those cagesdch
that the federal regulations preempted state-lamd. In
Wyeth v. Levine555 U.S. 555, 129 S.Ct. 1187, 173
L.Ed.2d 51 (2009)the plaintiff developed gangrene and
her forearm had to be amputated when a physician’s
assistant injected her artery with the anti-nauda
Phenergan by using the “IV push” method of intrauen
injection. She sued Wyeth, the manufacturer of
Phenergan, for failing to provide an adequate wayni
about the different risks involved with the various
methods of administering the drug. She relied on
common-law negligence and strict-liability theories
jury found that Wyeth had failed to provide an adse
warning about the risks involved when Phenergan is
administered by the IV push method. On appeal, Wyet
argued that the plaintiff's failure-to-warn claimgere
preempted by federal regulations regarding drugliab
because it was impossible for a manufacturer toptpm
with both state laws and federal-labeling obligasio
Wyeth also argued that recognition of state-lawtssui
would undermine Congress’s intent to entrust lalgeto
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the expertise of the FDA. The Supreme Court refecte
both contentions and held that there was no préempt
The Supreme Court concluded that Wyeth failed to
demonstrate that it was impossible for it to compith
both federal and state requirements, and it noted t
state-law claims are an important complement to the
FDA's regulation of prescription drugs. The Supreme
Court stated:

“In keeping with Congress’ decision not to pre-empt
common-law tort suits, it appears that the FDA
traditionally regarded state law as a complementary
form of drug regulation. The FDA has limited
resources to monitor the 11,000 drugs on the market
and manufacturers have superior access to infoomati
about their drugs, especially in the postmarketihgse

as new risks emerge. State tort suits uncover umkno
drug hazards and provide incentives for drug
manufacturers to disclose safety risks promptlyeyTh
also serve a distinct compensatory function thay ma
motivate injured persons to come forward with
information. Failure-to-warn actions, in particylend
force to the [Federal Food, Drug, and Cosmetic 'Act]
premise that manufacturers, not the FDA, bear pgima
responsibility for their drug labeling at all timeghus,

the FDA long maintained that state law offers an
additional, and important, layer of consumer priddec
that complements FDA regulation.”

*9 555 U.S. at 578-79, 129 S.Ct. 11@otnote omitted).

PLIVA, supra, also involved a preemption claim regarding
labels, but the manufacturer there produced theerien
version of a brand-name drug. “The question presknt
[was] whether federal drug regulations applicabte t
generic drug manufacturers directly conflict witdnd
thus pre-empt, these state-law clairdé4 U.S. at ——,
131 S.Ct. at 257.2The FDA had issued a labeling
requirement regarding Reglan, the brand name of
metoclopramide, the generic drug at issue in thesgot
case. The plaintiffs ifPLIVA were prescribed Reglan but
received the generic form of the drug, which coredi
the same labeling information the FDA had approfeed
the brand-name drug. According to tRBA, 57 Fed.Reg.
17961 (1992)requires a generic-drug manufacturer’s
labeling to be the same as the brand-name-drug
manufacturer’s labeling because the brand-name wrug
the basis for th&DA's approval of the generic drug. 564
U.S. at ——, 131 S.Ct. at 257By 2009, the FDA had
ordered a “black box” warning for Reglan concernihg
dangers associated with its long-term use. Thentifii
had suffered severe neurological reactions frornmtathe
generic form of the drug and had brought state-am
claims against the manufacturers of the generim fof
the drug for failing to warn them of such dangeheT
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basis of the plaintiffs’ claims was that the warniabels
for the generic drug were inadequate and that émerc
manufacturers had a duty to strengthen their wgrnin
labels under th&DA’s CBE process. 564 U.S. at ,
131 S.Ct. at 2575The Supreme Court found that the
FDA's federal-labeling requirement preempted the
plaintiffs’ state-law claims against the manufaetsr of
the generic drug because it would have been imiplessi
for the generic manufacturers to change their warni
labels without violating the federal requiremenattithe
warning on a generic drug match the warning on its
brand-name counterpart.

“[Blrand-name and generic drug
manufacturers  have  different
federal drug labeling duties. A
brand-name manufacturer seeking
new drug approval is responsible
for the accuracy and adequacy of
its label. See,e.g.21 U.S.C. 88§

355(b)(1) (d); Wyeth [v. Leving],

[555 U.S. 555] at 570-571, 129
S.Ct. 1187 [ (2009) ] A

manufacturer seeking generic drug
approval, on the other hand, is
responsible for ensuring that its
warning label is the same as the

brand name’'s. See, e.g.§
355())(2)(A)(v); § 355(j)(4)(G) 21
C.F.R. 8§ 314.94(a)(8)

314.127(a)(7y

564 U.S. at , 131 S.Ct. at 257he Supreme Court
held that because the FDA prevented the generic
manufacturers from independently changing the gafet
label on their generic drugs, “it was impossible foe
Manufacturers to comply with both their state-lamtydto
change the label and their federal law duty to kdep
label the same564 U.S. at ——, 131 S.Ct. at 2578

The Supreme Court recognized RLIVA the seeming
contradiction in preempting claims against a generi
manufacturer irPLIVA but allowing state-law tort claims
in Wyeth:

*10 “We recognize that from the perspective of [the
plaintiffs], finding pre-emption here but not Wyeth
makes little sense. Had [the plaintiffs] taken Regl
the brand-name drug prescribed by their docitgeth
would control and their lawsuits would not be
pre-empted. But because pharmacists, acting in full
accord with state law, substituted generic
metoclopramide instead, federal law pre-empts these
lawsuits. See, e.g.Minn.Stat. § 151.21 (2010)
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(describing when pharmacists may substitute generic
drugs); La.Rev.Stat. Ann. § 37:1241(A)(17) (West
2007) (same)We acknowledge the unfortunate hand
that federal drug regulation has dealt [the pl&sjtand
others similarly situatetl.

“But ‘it is not this Court’s task to decide whethiée
statutory scheme established by Congress is unosual
even bizarreCuomo v. Clearing House Assn., L.L.C.,
557 U.S. 519, 556, 129 S.Ct. 2710, 174 L.Ed.2d 464
(2009)(Thomas, J., concurring in part and dissenting in
part) (internal quotation marks and brackets omhjtté

is beyond dispute that the federal statutes and
regulations that apply to brand name manufactuaesrs
meaningfully different than those that apply to gen
drug manufacturers. Indeed, it is the special, and
different, regulation of generic drugs that allowbe
generic drug market to expand, bringing more drugs
more quickly and cheaply to the public. But diffiere
federal statutes and regulations may, as here, tead
different pre-emption results. We will not distahe
Supremacy Clause in order to create similar
pre-emption across a dissimilar statutory schenme. A
always, Congress and the FDA retain the authoaty t
change the law and regulations if they so desire.

“ “That said, the dissent overstates what it chaiaeter
as the ‘many absurd consequences’ of our holding.
Post, [131 S.Ct.] at 2592First, the FDA informs us
that ‘[a]s a practical matter, genuinely new infatian
about drugs in long use (as generic drugs typicaid)
appears infrequently.’U.S. Brief 34-35. That isduse
patent protections ordinarily prevent generic drugs
from arriving on the market for a number of yeditera
the brand-name drug appears. Indeed, situatioms lik
the one alleged here are apparently so rare tadEBA

has no ‘formal regulation’ establishing generic giru
manufacturers’ duty to initiate a label change, does

it have any regulation setting out that label-cleang
processld., at 20-21. Second, the dissent admits that,
even under its approach, generic drug manufacturers
could establish pre-emption in a number of scesario
Post,[131 S.Ct.] at 2588-2589

564 U.S. at ——, 131 S.Ct. at 2581-82

As noted in the facts set out in the certified dgjoes other
federal courts applying Alabama law have held that
Alabama law does not allow a person who consumed a
generic version of a brand-name drug to sue the
brand-name  manufacturer based on fraudulent
misrepresentation. InMosley v. Wyeth, Inc.,719
F.Supp.2d 1340 (S.D.Ala.2010}he plaintiffs did not
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ingest Reglan but took a generic equivalent marnufed

by a generic manufacturer. They sued the brand-name
manufacturers of Reglan alleging, among other #hing
negligent and fraudulent misrepresentation reggrdie
warnings contained in the labels the plaintiffsuand) the
brand-name manufacturers knew would be relied dpon
generic manufacturers in generating the warningltab
for the generic version of the drug. The federairtbeld

that the plaintiffs could not rely on any allegedly
negligent misrepresentations made by the brand-name
manufacturers to support their claim of negligent
misrepresentation because the brand-name manuwdectur
did not owe a duty to the plaintiffs, who had ingesa
generic version. The court also stated that thentififs’
claim of negligent misrepresentation should faitdese

the brand-name manufacturers did not engage in any
business transaction with the plaintiffs. With nebado
fraudulent misrepresentation, the court held tha t
plaintiffs failed to present any binding authorfgr the
assertion that a brand-name manufacturer owedyatdut
the consumer of a generic version of its produdtfailed

to cite any binding authority for the contentiorathan
injury resulting from consuming a generic drug cbbke
considered to be proximately caused by a brand-name
manufacturer’'s alleged misrepresentation regardhrg
brand-name version of the generic drug. The colsd a
noted that the fact that federal law allowed a gene
manufacturer to streamline the approval process by
relying on the initial warning labels provided biet
brand-name manufacturers did not create a dutyematw
the brand-name manufacturers and the consumereof th
generic version because, after the ANDA processeme
manufacturers become responsible for their own ingrn
labels and any necessary revisions to those labels.

*11 Mosleyis distinguishable from the present case. The
Weekses are not arguing that Wyeth owed them a. duty
Instead, they are arguing that Wyeth owed Danny
Weeks's physician a duty and that, under the
learned-intermediary doctrine, the Weekses arelexhtio

rely on the representations made to Danny’s plamsici
Also, we note thaMosleywas issued before the United
States Supreme Court PLIVA, supra, expressly found
that because it was impossible for the generic
manufacturers to comply with both their state-lavtydo
change the drug label to a safer label adequataiyning

of the dangers inherent in long-term use and their
federal-law duty to keep the label the same as the
brand-name manufacturer's label, any state-lawndai
against a generic manufacturer were preemptedarftai
upon the reasoning iMosleythat a generic manufacturer
is responsible for its own warning labels and rievis of
those labels is unsound.
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In Overton v. Wyeth, Inc(No. CA 10-0491-KD-C,
March 15, 2011) (S.D.Ala.2011) (not reported in
F.Supp.2d), the brand-name manufacturers filed #omo

to dismiss the plaintiffs’ state-law claims of bechaof
warranty, fraudulent misrepresentation, and negtige
misrepresentation where the plaintiffs had ingedtesl
generic versions of the brand-name drug. The pf&Ent
argued that the brand-name manufacturers placee fal
and misleading information in their labels, whereyth
knew the labels would be relied upon by the generic
manufacturers in generating their own labels, amat t
their doing so was a direct and proximate caus¢hef
plaintiffs’ injuries. The federal court stated théte
dispositive issue on the plaintiffs’ misrepreseotat
claims was whether the brand-name manufacturersl owe
any duty to plaintiffs who ingested the genericsi@n of
their brand-name drug. The federal court held that
plaintiffs presented no evidence indicating thak th
brand-name manufacturers owed a duty to consunfers o
the generic version of the drug so that the plfmti
injuries could be considered to have been a praema
consequence of a brand-name manufacturers’ alleged
misrepresentation regarding the brand-name drug Th
court noted that FDA regulations could not provitie
requisite duty element because federal law allows a
generic manufacturer to streamline the approvatgse

by relying on the initial warning labels provideg the
brand-name manufacturer, but that the generic
manufacturer still had the burden of showing that i
warning label adequately described the risk astatia
with the drug. “In other words, after the initighgroval
(ANDA approval), the generic manufacturers become
responsible for their own warning labels and any
necessary revisions.”"Note @verton was issued before
the Supreme Court decideBLIVAAccordingly, the
federal court's conclusion irOverton that a generic
manufacturer becomes responsible for its own warnin
label after the ANDA process is incorrect.

*12 In Simpson v. Wyeth, InNo. 7:10—cv-01771-HGD,
December 9, 2010) (N.D.Ala.2010) (not reported in
F.Supp.2d), the federal court held that the plégsmtivho

had ingested only the generic version of Reglaanldcoot
recover for the alleged fraudulent misrepresentatio
made to the plaintiffs’ doctor by the manufacturers
Reglan. The brand-name manufacturers argued that,
because they did not manufacture the product the
plaintiffs had ingested and that allegedly had eduseir
injuries, the brand-name manufacturers could nobédid
liable. The plaintiffs alleged that their claim ag# the
brand-name manufacturers was based on the damage
caused by the product as a result of the brand-name
manufacturers’ misinformation to the prescribingtos,

and the plaintiffs argued that they could recovent the
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brand-name manufacturers even though they werd thir
parties to the alleged deceit or concealment becahsy
argued, the deceit and concealment perpetratedsidhe
plaintiffs’ prescribing doctors proximately causéukir
damage. In support of their argument, tBémpson
plaintiffs relied onDelta Health Group, Inc. v. Stafford,
887 So.2d 887 (Ala.2004)which held that in certain
circumstances a plaintiff may properly state adralaim
even though the defendant’s false representationaide
to a third party, rather than to the plaintiff. discussing
Delta Health,the federal court noted th&elta Health
went on to hold that a plaintiff must establishttha or
she relied on the misrepresentation.

The federal court itsimpsonstated that the problem with
the plaintiffs’ reliance argument was that Alabacoarts
have repeatedly rejected a theory of liability witbe
plaintiffs have attempted to hold a brand-name
manufacturer responsible for damage caused by erigen
brand of its drug, citindvlosley, supra.The federal court
also relied on the fact that the FDA regulation diot
require a brand-name manufacturer to ensure that th
label of the generic version is accurate, citBwicegood

V. PLIVA, Inc., 543 F.Supp.2d 1351
(N.D.Ga.2008)Thus, it is the duty of the generic drug
manufacturer to correctly advise a physician usitsg
product of any associated risks, not the brand name
manufacturer.3impson.

The federal court inSimpsonwent on to address the
learned-intermediary doctrine:

“Likewise, ‘[u]nder the learned intermediary doo| a
manufacturer’s duty to warn is limited to an obtiga

to advise a prescribing physician of any potential
dangers that may result from the use u§
product:Walls v. [Alpharma] USPD, [Inc.]887 So.2d
[881,] 883[ (Ala.2004) ]. Thus, the duty to warn of
risks related to the use of a drug is owed to the
prescribing physician by the drug manufacturer, not
some other manufacturer of the same or a similar
product. As a matter of law, the manufacturers of
Reglan have no duty to communicate any information
regarding the risks of taking this product to argon
other than their own customers.”

*13 Like MosleyandOverton, Simpsowas issued before
PLIVA was decided, and the federal court’s conclusion in
Simpsor-that generic manufacturers have their own duty
to correctly advise a physician of risks associatét the
generic drug regardless of the fact that a gerabel is
required to be the same as the brand-name label—is
guestionable. Also, the plaintiffs iBimpsonargued that
they should be allowed to recover from the branchéa
manufacturers even though they were third parbethé
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alleged fraud perpetrated by those manufacturess tipe
plaintiffs’ prescribing physicians. Th&impson court
stated that, even if the plaintiffs, under the
learned-intermediary doctrine, could prove thatirthe
physicians had relied wupon the brand-name
manufacturer’s warning, the plaintiffs still had to
demonstrate that the brand-name manufacturer ohed t
plaintiffs a duty before the brand-name manufacture
could be liable.

We recognize that other jurisdictiongrimarily relying
onFoster v. American Home Products Corg9, F.3d 165
(4th Cir.1994) have concluded that a brand-name
manufacturer does not owe a duty to users of thernge
version of the prescription drug to warn those sisdrthe
dangers associated with the drlrgFoster,the plaintiffs’
daughter died as a result of taking the generinforf
Phenergan, a brand-name drug. They sued the
brand-name manufacturer of Phenergan, alleging
negligent misrepresentation and strict liability.heT
federal district court dismissed the strict-liatyiliclaim
because the brand-name manufacturer had
manufactured the generic version taken by the deugh
However, the court allowed the
negligent-misrepresentation claim to proceed. The
brand-name manufacturer appealed. The federal Bppea
court noted that, under Maryland law, a plaintifdhto
prove that the product in question was defectitteibate

that defect to the seller of the product, and provet
there was a causal relationship between the defetthe
plaintiff's injury. The federal appeals court sthtiat the
plaintiffs were attempting to hold the brand-name
manufacturer liable for injuries caused by another
manufacturer’s product and that Maryland courts leiou
reject an effort to circumvent the necessity that a
defendant be shown to have manufactured the product
that caused the injury before the defendant cosldhdid
liable for such injury. The court held that the ffename
manufacturer did not owe a duty of care to thenpifs,

even though the plaintiffs alleged that it was $emable

to the brand-name manufacturer of Phenergan that
statements contained in its label for the drug d¢agbult

in injury to a user of a generic version of thedrirthe
court stated:

not

“We do not accept the assertion that a generic
manufacturer is not responsible for negligent
misrepresentations on its product labels if it diok
initially formulate the warnings and representagion
itself. When a generic manufacturer adopts a name
brand manufacturer's warnings and representations
without independent investigation, it does so atribk

that such warnings and representations may be dlawe
In cases involving products alleged to be defedtive

to inadequate warnings, ‘the manufacturer is heldhé
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knowledge and skill of an expert.... The manufaatsr
status as expert means that at a minimum he mest ke
abreast of scientific knowledge, discoveries, and
advances and is presumed to know what is imparted
thereby.Owens-lllinois v. Zenobig325 Md. 420, 601
A.2d 633, 639 (Md.1992)quotingBorel v. Fibreboard
Paper Prods. Corp.,493 F.2d 1076, 1098 (5th
Cir.1973) cert. denied}19 U.S. 869, 95 S.Ct. 127, 42
L.Ed.2d 107 (19749) The same principle applies in the
instant case; as an expert, a manufacturer of gener
products is responsible for the accuracy of lapklsed

on its products. Although generic manufacturers tmus
include the same labeling information as the edeiva
name brand drug, they are also permitted to add or
strengthen warnings and delete misleading statement
on labels, even without prior FDA approvall C.F.R.

§ 314.70 (1993) The statutory scheme governing
premarketing approval for drugs simply does not
evidence Congressional intent to insulate geneatig d
manufacturers from liability for misrepresentations
made regarding their products, or to otherwiser alte
state products liability law. Manufacturers of gece
drugs, like all other manufacturers, are respoasibi

the representations they make regarding their mtsdu

*14 “We also reject the contention that a nhame brand
manufacturer’s statements regarding its drug cavese
as the basis for liability for injuries caused other
manufacturer's drug. Name brand manufacturers
undertake the expense of developing pioneer drugs,

performing the studies necessary to obtain
premarketing approval, and formulating labeling
information. Generic manufacturers avoid these

expenses by duplicating successful pioneer drugs an
their labels. Name brand advertising benefits gener
competitors because generics are generally sold as
substitutes for name brand drugs, so the more @&nam
brand drug is prescribed, the more potential sexést

for its generic equivalents. There is no legal pdsnt

for using a name brand manufacturer's statements
about its own product as a basis for liability ifiouries
caused by other manufacturers’ products, over whose
production the name brand manufacturer had no
control. This would be especially unfair when, aseh

the generic manufacturer reaps the benefits ohdmee
brand manufacturer’s statements by copying itsl$abe
and riding on the coattails of its advertising. The
premarketing approval scheme Congress established
for generic equivalents of previously approved drug
cannot be construed to create liability of a namand
manufacturer when another manufacturer's drug has
been consumed.”

Foster,29 F.3d at 169-70
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The plaintiffs in Foster argued that the brand-name
manufacturers owed a duty because it was foreseeabl
that misrepresentations regarding Phenergan cesidltr

in personal injury to the users of the generic egjeints

of Phenergan. ThEoster court concluded that to impose
duty in that case would be to stretch the concdpt o
foreseeability too far. “The duty required for ttat of
negligent misrepresentation arises when thereush'sa
relation that one party has the right to rely fafiormation
upon the other, and the other giving informationesva
duty to give it with care,” ” and the court conchathat

no such relationship existed between the plaintiffo
was injured by a product that was not manufacturgd
the brand-name manufactur&9 F.3d at 171(quoting
Weisman v. Connors312 Md. 428, 443-44, 540 A.2d
783, 790 (1989)

A few courts have held otherwise.@onte v. Wyeth, Inc.,
168 Cal.App.4th 89, 85 Cal.Rptr.3d 299 (2Q0&)e
California Court of Appeals, applying state negfige
law, held as a matter of first impression that a
manufacturer of a brand-name drug may be helddlifdyl
injuries suffered by a consumer who purchased @rgen
form of the drug if the consumer’s injuries were
foreseeably caused by the negligence of or antiotead
misrepresentation by the brand-name manufacturar th
developed the drug. Conte, the plaintiff in thatesasued
the brand-name manufacturer and three generic
manufacturers of Reglan and its generic version,
metoclopramide, alleging that her use of metoclojia
over a four-year period caused her to develop vardi
dyskinesia. Conte had ingested only the generig.dru
“The crux of Conte’s claims against all of the drug
company defendants [was] that she was injuriously
overexposed to metoclopramide due to their
dissemination of false, misleading and/or incomplet
warnings about the drug’s side effet68 Cal.App.4th at
95, 85 Cal.Rptr.3d at 305The trial court entered a
summary judgment for all the defendant drug
manufacturers, and Conte appealed. The California
appellate court reversed the summary judgment\orfa
of the brand-name manufacturer after concluding tha
Conte had presented a material factual disputeoas t
whether her doctor had in fact relied on informatio
disseminated by the brand-name manufacturer ofaRegl|
Specifically, the appellate court held that thenlrkmame
manufacturer knew or should have known “that a
significant number of patients whose doctors ratyits
product information for Reglan are likely to havengric
metoclopramide prescribed or dispensed to them'tlaaid
the brand-name manufacturer's “duty of care in
disseminating product information extends to those
patients who are injured by generic metoclopranaisiea
result of prescriptions written in reliance on [the
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brand-name manufacturer’'s] product information for
Reglan."168 Cal.App.4th at 107, 85 Cal.Rptr.3d at 315
The appellate court affirmed the summary judgment i
favor of each of the three generic manufacturerghen
ground that Conte had conceded on appeal that trese
no evidence indicating that the generic manufacsunad
disseminated any information concerning their giener
product.

*15 In Kellogg v. Wyeth762 F.Supp.2d 694 (D.Vt.2010)
the Vermont federal district court held that a loaame
manufacturer of a drug has a duty to use reasornaie

to avoid causing injury to consumers who have been
prescribed the generic bioequivalent of its drugliégg,

the plaintiff in that case, sued the brand-name
manufacturer and generic manufacturers of
metoclopramide, alleging that her long-term ingastof
metoclopramide caused her to develop tardive deskin
Kellogg had ingested only the generic drug. Thexati
Kellogg’'s argument was that all the defendant
manufacturers were liable because, she arguedfadhieg

to adequately warn her doctors about the riskscéestsal
with the long-term use of metoclopramide. Both the
brand-name manufacturer and each of the generic
manufacturers filed a motion for a summary judgment
Kellogg's failure-to-warn claim; the federal districourt
denied the motions. The court held that, becausthal
parties agreed that the defendant drug manufasturer
owed a duty to provide adequate warning to Kellegg’
prescribing physicians, a jury question existed tas
whether the defendant drug manufacturers had pedvid
accurate and adequate warnings. The federal distrigt
further held that the defendant drug manufactuvesee

not entitled to summary judgments for lack of alite
issue on proximate cause. Specifically, the cotated
that “[a] reasonable jury could conclude that irpdde,
misleading and inaccurate information provided bg t
[defendant drug manufacturers] was a proximateecafis
[Kellogg's] injury.” 762 F.Supp.2d at 70Zhe federal
district court finally denied the summary-judgment
motion filed by the brand-name manufacturer on
Kellogg's negligent-misrepresentation, fraud, and
fraud-by-concealment claims in which Kellogg alldge
that the brand-name manufacturer of Reglan wadeliab
for failing to use due care in disseminating infatimon
about the drug to physicians, thereby causing the
physicians to over-prescribe metoclopramide to fiée
brand-name manufacturer agreed that it had a duty t
provide adequate warnings about Reglan to physcian
However, it contended that it owed no duty to atdoc
who prescribes Reglan if the pharmacy fills thetdds
prescription with a generic brand of the drug. Aqmpd
Vermont's negligence law, the federal district caurted
that “a brand-name manufacturer owes a duty to use
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reasonable care to avoid causing injury to conssiroér
the generic bioequivalents of its drug&§2 F.Supp.2d at
706, because ‘it is reasonably foreseeable that aigihys
will rely upon a brand name manufacturer's
representations—or the absence of representatiolnsut-a
the risk of side effects of its drug, when decidittg
prescribe the drug for a patient, regardless ofthdrethe
pharmacist fills the prescription with a generienfioof the
drug.”762 F.Supp.2d at 709The federal district court
therefore held that Kellogg had presented triatdeiés of
fact regarding whether “her doctors relied on insate
and misleading information—or the absence of adeura
information—from [the brand-name manufacturer]
concerning the risks and effects of long-term ufe o
[metoclopramide].762 F.Supp.2d at 710

*16 In looking at the reasoning iRoster and Conte,we
note that theFoster court relied on the finding that a
generic manufacturer of a prescription drug is oesgble
for the accuracy of labels placed on its prodéaister
was issued before the Supreme Court decRlelVA, in
which it held that a generic manufacturer’s labeistrbe
identical to the brand-name label and that a generi
manufacturer cannot unilaterally change its label t
update a warning. Thd-oster court's finding that
manufacturers of generic drugs are responsibletter
representations they make in their labeling regaydneir
products is flawed based on the “sameness” regeiném
subsequently discussedmihIVA.

Moreover, the analysis iRoster confuses strict liability
and tort law. Thd-oster court stated that there is “[n]o
legal precedent for using a name brand manufadsurer
statements about its own product as a basis foititiafor
injuries caused by other manufacturers’ product&r o
whose production the name brand manufacturer had no
control.”29 F.3d at 170 If a plaintiff brought a
strict-liability claim and the issue was one of efett in
production of the product, then thBoster court’'s
reasoning would be sound. Certainly, a manufactwrir
not be held liable for another manufacturer’s pididun,
design, or manufacturing defect. However, thester
court’s reasoning that a brand-name manufactures do
not owe a duty to persons taking the generic versib
their drugbecausethe brand-name manufacturer did not
manufacture that drug is flawed when the causectibra
relates to the warnings contained in the labeliglgting

to the drug and sound in tort. Foster, the plaintiffs
alleged that it was the inadequate warning thatsedu
their daughter’'s death, not how the drug itself was
produced. Because a warning label is not a pathef
manufacturing process, we do not agree that thalata
brand-name manufacturer did not produce the versfon
the drug ingested by the plaintiff bars the pldiistitort
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action when the plaintiff is arguing that he or shas
injured by a failure to warn.

1% We recognize that the holding iRLIVA did not
address foreseeability as tRester court did. However,
the Supreme Court concluded RLIVA that the labeling
for a generic drug is required by federal regulaito be
the same as the labeling for the brand-name drug.
Therefore, an omission or defect in the labeling tfee
brand-name drug would necessarily be repeated én th
generic labeling, foreseeably causing harm to aeipat
who ingested the generic product. A brand-name
manufacturer is well aware of the expiration ofgttent
and well aware that a generic version of the drilgbe
made when that patent expires. It is recognized tha
generic substitutions are allowed in all 50 statas.
brand-name manufacturer could reasonably foresdeath
physician prescribing a brand-name drug (or a dener
drug) to a patient would rely on the warning draftey

the brand-name manufacturer even if the patient
ultimately consumed the generic version of the drug

*17 We now turn to the issue whether Wyeth owed a duty
to the Weekses as third parties to the allegeddfiiau
failing to adequately warn of the risks of Reglanitis
labeling. The Weekses rely dyelta Health Group, Inc.

v. Stafford, supra, which involved an alleged
misrepresentation made to a third party. Tim Stdffand
Lana Stafford alleged that Delta Health Group atsd i
insurer, Lumbermens Mutual Casualty Company, had
falsely accused Tim Stafford of pilfering from arsing
home owned by Delta Health building material foe ws

the Staffords’ personal residence. After Delta tHeéled

a claim with Lumbermens for its alleged loss and
assigned its rights to Lumbermens, Lumbermens sued
Tim Stafford, alleging conversion. The Staffordserth
sued Delta Health and Lumbermens, alleging, among
other things, fraudulent misrepresentation. Thisur€o
held that under limited circumstances a plaintifym
properly state a fraud claim based on a false
representation to a third party rather than toptantiff.

This Court stated:

“We agree with Stafford that in certain limited
circumstances not relevant here a plaintiff may
properly state a fraud claim even though the defahd
makes a false representation to a third party ratian

to the plaintiff. However, we do not redthomas |[v.
Halstead,605 So.2d 1181 (Ala.1992)as excusing a
plaintiff from the requirement of establishing his
reliance upon that misrepresentatidimomasappears

to contemplate that the plaintiff, in fact, hasieélon
the defendant's misrepresentation, even though the
misrepresentation was made to another party. Neithe
have we located any other authority that purpoots t
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excuse a plaintiff in a fraud action from estaklighthe
element of reliance.

“In this case, the record is devoid of any evidence
tending to establish that Stafford relied to hitrideent

on any of the alleged misrepresentations made g De
Health to Lumbermens. For this reason, we conclude
that Stafford failed to produce sufficient evidertce
create a jury question on each of the elements
necessary for his fraud claim. Therefore, the ta@irt
erred in denying Delta Health’'s motion for a judgrme
as a matter of law regarding Stafford’s fraud cldinat
claim should not have been submitted to the jury.”

887 So.2d at 899

Delta Healthis not the first time this Court has addressed
a fraud claim based on misrepresentations madéonat
plaintiff but to a third party. InThomas v. Halsteadg05
So0.2d 1181 (Ala.1992)n patient sued his dentist alleging
fraud, specifically alleging that the dentist haotaoned
payment from the patient’s insurer for serviced thare
never rendered. The patient had gone to see théstlen
who took several X-rays of his mouth and told him h
needed additional dental work. The patient clairtfeat
the dentist was to submit a form to the patiemt&urer to
determine the insurance coverage. Instead, theistient
submitted a claim for the additional work on théigrat’s
teeth, which had never been done. The patient drtina,
even if the misrepresentation was not made direttly
him, “a misrepresentation, made to his insuranceera
which is legally obligated to pay valid claims sutied to

it for dental expenses incurred by him, is suffiti¢o
satisfy the misrepresentation element of fraé@d5’ So.2d
at 1184 “While generally ‘[a] stranger to a transaction .
has no right of action [for fraud],” there is anception to
this general rule: ‘If a third person is injured tye deceit,
he may recover against the one who made possible th
damages to him by practicing the deceit in thet firs
place.37 C.J.S.Fraud § 60, p. 344 (1943)seeSims v.
Tigrett, 229 Ala. 486, 158 So. 326 (193405 So.2d at
1184

*18 Sims v. Tigrett229 Ala. 486, 158 So. 326 (1934)
involved deceit in the selling of bonds. This Cateted:

“But we may observe that if
defendant caused the
representations to be made, and the
public were intended to be thereby
induced to act upon them, and
plaintiff was within the class of
those so contemplated, the action
for deceit against defendant may be
maintained by plaintiff, though
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defendant did not sell the bonds to
plaintiff, but sold them to another,
and he to plaintiff, both in reliance
on the truth of the representations.
King v. Livingston Mfg. Co.180
Ala. 118, 126, 60 So. 143(1912)
;26 C.J. 1121, 88 47, 48.”

229 Ala. at 491, 158 So. at 330

Wyeth argues thdbelta Healthis distinguishable because
this Court has never extended third-party fraudobey
the economic realm to claims alleging physical hawe
recognize thaDelta Health, Thomasand Simsdid not
involve a claim of physical injury. However, phyaic
harm suffered by a consumer of prescription mettinat
would have been reasonably contemplated by a
manufacturer who made fraudulent statements on the
warning label related to that medication.

Wyeth also argues that this Court has never extende
third-party-fraud liability to a defendant who didot
manufacture the product about which the plaintdf i
complaining. We again note that prescription metthoa

is unlike other consumer products. Unlike “constiarc
machinery,” “lawnmowers,” or “perfume,” which are
“used to make work easier or to provide pleasuee,”
prescription drug “may be necessary to alleviate pad
suffering or to sustain lifeBrown v. Superior Court of
San Francisco44 Cal.3d 1049, 1063, 245 Cal.Rptr. 412,
420, 751 P.2d 470, 479 (198®rescription medication is
heavily regulated by the FDA. It can be obtainedyon
through a health-care provider who can make a
determination as to the benefits and risks of adan a
particular patient. Also, the Weekses' claims am n
based on the manufacturing of the product but auste
allege that the label—drafted by the brand-name
manufacturer and required by federal law to beicaet#d
verbatim on the generic version of the medicatioaitefl

to warn. Moreover, the brand-name manufacturendeu

a continuing duty to supply the FDA with postmankgt
reports of serious injury and can strengthen itsnings

on its own accordWyeth v. Levinesupra;21 C.F.R. §
201.57(c)(6)() 21 C.F.R. § 201.56(a)@p)(1). In
contrast, a generic manufacturer’s label must besttime

as the brand-name manufacturer’s label, and thergen
manufacturer cannot unilaterally change its wartétgl.

(1 [ We recognize that the plaintiff iDelta Healthdid
not succeed in his fraud claim because he failguéeent
evidence indicating that he relied to his detrimemtany
of the alleged misrepresentations made by his eyaplo
the employer's insurer. In a fraud case, detrinlenta
reliance is an essential aspect of showing thafrtjuey
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suffered was caused by the fraud. “[A] fraud cldirly
accrues once any legally cognizable damage has
proximately resulted, i.e., once the plaintiff has
‘detrimentally’ relied on the fraud®x parte Haynes
Downard Andra & Jones, LLP924 So.2d 687, 694
(Ala.2005) In the present case, the Weekses have alleged
that Danny’s physician reasonably relied on the
representations made by Wyeth regarding the long-te
use of Reglan in prescribing Reglan to Danny. Ineot
words, the Weekses are arguing that if a defenslant’
misrepresentation to a third party causes the fhartly to

take actions resulting in the plaintiff's injuriethen the
factual causation link is satisfied and that, hese,
misrepresentation to Danny’s physician would diyect
impact the medical care received by Danny.

*19 [ 04 |n Stone v. Smith, Kline & French
Laboratories, 447 So.2d 1301 (Ala.1984)this Court
adopted the learned-intermediary doctrine in a case
addressing whether a manufacturer’s duty to watenebs
beyond the prescribing physician to the physician’s
patient who would ultimately use the drugs. Thegiple

behind the learned-intermediary doctrine is that
prescribing physicians act as learned intermediarie
between a manufacturer of a drug and the

consumer/patient and that, therefore, the physisiands

in the best position to evaluate a patient's nesmud to
assess the risks and benefits of a particular eoofs
treatment for the patient. A consumer can obtain a
prescription drug only through a physician or other
qualified health-care provide”l U.S.C. § 353(b)(1)
Physicians are trained to understand the highliirieal
warnings required by the FDA in drug labelid. C.F.R.

§ 201.56 The learned-intermediary doctrine was
established inMarcus v. Specific Pharmaceutical$91
Misc. 285, 77 N.Y.S.2d 508 (N.Y.Sup.Ct.194&s an
absolute defense for “failure to warn” cases. Mites
Bansilal Shah, CommentarAs a Matter of Fact or a
Matter of Law: The Learned Intermediary Doctrine in
Alabama,53 Ala. L.Rev. 1299, 1301 (2002)

“Prescription drugs are likely to be
complex medicines, esoteric in
formula and varied in effect. As a
medical expert, the prescribing
physician can take into account the
propensities of the drug, as well as
the susceptibilities of his patient.
His is a task of weighing the
benefits of any medication against
its potential dangers. The choice he
makes is an informed one, an
individualized medical judgment
bottomed on a knowledge of both
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patient and palliative.”

Reyes v. Wyeth Labs498 F.2d 1264, 1276 (5th
Cir.1974)

(1 [¢] The learned-intermediary doctrine recognizes the
role of the physician as a learned intermediaryvbeh a
drug manufacturer and a patient. As the UnitedeStat
Court of Appeals for the Eleventh Circuit has expda:

“In cases involving complex products, such as those
which  pharmaceutical companies are selling
prescription drugs, the learned intermediary doetri
applies. Under the learned intermediary doctrine, a
manufacturer’s duty to warn is limited to an obtiga

to advise the prescribing physician of any poténtia
dangers that may result from the use of its praduct
This standard is ‘an understandable exception & th
Restatement’s general rule that one who marketdsgjoo
must warn foreseeable ultimate users of dangers
inherent in his products.’As such, we rely on the
expertise of the physician intermediary to bridge t
gap in special cases where the product and related
warning are sufficiently complex so as not to biyfu
appreciated by the consumer....[U]nder the “ledrne
intermediary  doctrine” the adequacy of [the
defendant’s] warning is measured by its effect loa t
physician, ... to whom it owed a duty to warn, anad

by its effect on [the consumer].””

*20 Toole v. Baxter Healthcare Corp235 F.3d 1307,
1313-14 (11th Cir.200Qkitations omitted).

(171118 A prescription-drug manufacturer fulfills its duky
warn the ultimate users of the risks of its prodbgt
providing adequate warnings to the learned interanexs
who prescribe the drug. Once that duty is fulfijlede
manufacturer has no further duty to warn the péatien
directly. However, if the warning to the learned
intermediary is inadequate or misrepresents tHe tie
manufacturer remains liable for the injuries susdi by
the patient. The patient must show that the maruifac
failed to warn the physician of a risk not othemvisiown

to the physician and that the failure to warn wesactual
and proximate cause of the patient’s injury. Inrghthe
patient must show that, but for the false represamt
made in the warning, the prescribing physician waubt
have prescribed the medication to his patient.

Wyeth argues that there is no relationship betvwgath
and the Weekses so as to create a duty on Wyedht'sq
adequately warn the Weekses and that the simpi¢Hac
it may be foreseeable that a physician would rety o
Wyeth’'s representations in its warning label in
determining whether a prescription drug originally
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manufactured by Wyeth was appropriate for a pdgicu
patient did not create a relationship between Wyeatti
the patient. Wyeth argues:

“Here, the brand-name defendants
had absolutely no relationship with

the Weekses. The Weekses never
met with any representative of the
brand-name defendants, transacted
any business with the brand-name
defendants, or did anything else
that could have established the
necessary  relationship. Most

significantly, the Weekses concede
that Mr. Weeks didn't use the

brand-name defendants’ products.
That concession is fatal. Without

some product-use link, the

Weekses cant establish a
relationship; and without a

relationship, they can’t prove a

duty.”

Wyeth'’s brief, p. 42.

Wyeth’'s argument completely ignores the nature of
prescription medication. The Weekses cannot obtain
Reglan or any other prescription medication disefrbm

a prescription-drug manufacturdhe only way for a
consumer to obtain a prescription medication is dor
physician or other medical professional authorized
write prescriptions (i.e., a learned intermediary
prescribe the medication to his or her patientsT®ourt
has adopted the learned-intermediary doctrine, lwhic
provides that a prescription-drug manufacturerilfslfts
duty to warn users of the risk associated withpitsduct

by providing adequate warnings to the learned
intermediaries who prescribe the drug and thatgdhat
duty is fulfilled, the manufacturer owes no furtitity to

the ultimate consumer. When the warning to the
prescribing health-care professional is inadequate,
however, the manufacturer is directly liable to gagient

for damage resulting from that failure. The subgtin of

a generic drug for its brand-name equivalent isfaiat to

the Weekses’ claim because the Weekses are notictai
that the drug Danny ingested was defective; instéza
Weekses’ claim is that Wyeth fraudulently misrepreed

or suppressed information concerning the way they dr
was to be taken and, as discussed, the FDA manitetes
the warning on a generic-drug label be the samthas
warning on the brand-name-drug label and only the
brand-name manufacturer may make unilateral chatoges
the labeP.
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*21 In support of its argument regarding lack of a
relationship, Wyeth cite&eck v. Dryvit Systems, Inc.,
830 So.2d 1 (Ala.2002tate Farm v. Ower¥29 So.2d
834 (Ala.1998) DiBiasi v. Joe Wheeler Electric
Membership Corp.,988 So.2d 454 (Ala.2008)and
Thompson—Hayward Chemical Co. v. Childre&s7 Ala.
285, 169 So.2d 305 (196Kkck addressed the question
whether faux stucco was a fixture attached to ssé@ar
part of the house in order to determine whether the
AEMLD applied when the faux stucco failed. Becatrse
faux stucco was not a “product” under the AEMLDisth
Court turned to the Uniform Commercial Code to
determine if it was a “good” and held that it wast.nin
short, this Court treated the faux stucco as pérthe
house, and because the plaintiffs, who were noffitee
purchasers of the house, purchased the house,"dkdag
had no claim against the manufacturer of the faugce
because there was no duty to disclose.

Owen held that an insurer had no duty to disclose that,
although premiums on homeowners’ insurance were
based on the appraisal value of the insured prpptre
insurer would pay no more than replacement valuiaén
event of a lossDiBiasi involved an electrocution victim
who was injured when he grabbed electrical transioms
lines hanging over the roof of a house. The utility
company that owned the pole to which the lines were
attached argued that it owed no duty (the city Sagghe
electrical power) to the victim, who was inspectiting
roof of the house when, among other things, thexs mo
relationship shown between the owner of the utitigte
and the victim. The wire that electrocuted theiwictvas
owned by the city. InThompson—Haywarda case that
predates the judicial adoption of the AEMLD, thisuet
held that the plaintiff's complaint failed to alleghat the
defendant had manufactured an injurious herbicid®o
allege that the defendant sold the herbicide to the
plaintiffs.

These cases are easily distinguishable from thie.ca
Here, Wyeth authored the label with its warnings] ¢the
generic manufacturers, as required by FDA reguiatio
copied that label verbatim. Wyeth continues to ttithe
Weekses'’ fraud claim as a products-liability clawhere
privity is needed.

1 In Carter v. Chrysler Corp., 743 So0.2d 456
(Ala.Civ.App.1998) the Court of Civil Appeals, quoting
Hines v. Riverside Chevrolet-Olds, In655 So.2d 909
(Ala.1994) noted:

“*Our case law, however, makes it very clear that

an action alleging suppression of a material fact,
duty to disclose may be owed to a person with whom
one has not had a contractual relationship or other
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dealings...

“ ‘The extent of a legal duty not to make a false
representation or to suppress a material fact imor
our analysis of whether two parties have a sufficie
relationship on which to base a duty to disclose. |
Colonial Bank v. Ridley & Schweiger551 So.2d
390, 396 (Ala.1989)this Court stated:

*22 “ ' “There can be no actionable fraud without a
breach of a legal duty owed by the defendant to the
plaintiff.

“ ' “There is a duty not to make a false
representation to those to whom a defendant intends
for his own purposes, to reach and influence by the
representation; to those to whom he has a public
duty created by statute or pursuant to a statute] a
to those members of a group or class that the
defendant has special reason to expect to be
influenced by the representatitv. Prosser,
Misrepresentation and Third Persons, 19 Vand.
L.Rev. 231, 254 (1966).”

“655 So.2d at 919-2(Qemphasis added, footnote
omitted).

“The Court inHinesthen applied these principles to the
particular question of the manufacturer's duty to
disclose the repairs to the plaintiffs in the chstore it:

“‘It is evident from these principles and our cése

that the fact that two parties have had no coniedct
relationship or other dealings does not preclude th
finding of a legal duty not to make a material
misrepresentation or to suppress a material fdwt. T
absence of a contractual relationship or other
dealings, therefore, likewise does not preclude the
finding of a relationship on which to base a duy t
disclose. Whether a duty to disclose exists must be
determined by examining the particular facts ofheac
case.

[T l

“655 So0.2d at 920

Carter, 743 So0.2d at 461-62some emphasis added).
Stated again, there is a duty not to make a false
representation (1) to those to whom a defendaends,

for his own purposes, to reach and influence by the
representation; (2) to those to whom the defentasta
public duty created by statute or pursuant to auttaand

(3) to those members of a group or class that the
defendant has special reason to expect will beentted

by the representation.
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Clearly, prescription drugs differ from lawnmowers,
automobiles, and other products because of the EDA’
unprecedented control and regulation of prescriptio
drugs; the FDA has the responsibility of weighirig (
terms of extremes) the potential benefit of lifaagv
medication against potential severe side effectsse
side effects might not become apparent until atelrug
has been on the market, and even then the bepéfite
drug may outweigh the risks. Wyeth cannot argué¢ itha
owes no duty to the Weekses because it lacks a
relationship with them.

Conclusion

[201 We answer the certified question as follows: Under
Alabama law, a brand-name-drug company may be held
liable for fraud or misrepresentation (by misstaamor
omission), based on statements it made in conmewtith

the manufacture of a brand-name prescription doyga
plaintiff claiming physical injury caused by a geisadrug
manufactured by a different company. Prescriptinrgs,
unlike other consumer products, are highly regdldig

the FDA. Before a prescription drug may be soldato
consumer, a physician or other qualified healtlecar
provider must write a prescription. The United 8sat
Supreme Court inWyeth v. Levinerecognized that
Congress did not preempt common-law tort suits, iand
appears that the FDA traditionally regarded stave s a
complementary form of drug regulation: The FDA has
limited resources to monitor the approximately 00,0
drugs on the market, and manufacturers have superio
access to information about their drugs, especiallthe
postmarketing phase as new risks emerge; statadgw
suits uncover unknown drug hazards and provide
incentives for drug manufacturers to disclose gafisks
promptly and serve a distinct compensatory functhoat
may motivate injured persons to come forward with
information. Wyeth v. Levine555 U.S. at 578-79, 129
S.Ct. 1187

*23 FDA regulations require that a generic
manufacturer’s labeling for a prescription drugdsactly

the same as the brand-name manufacturer’s labdlimg.
Supreme Court irPLIVA held that it would have been
impossible for the generic manufacturers to chahe#
warning labels without violating the federal reguent
that the warning on a generic drug must match the
warning on the brand-name version, preempting
failure-to-warn claims against generic manufacturer

21 In the context of inadequate warnings by the
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brand-name manufacturer placed on a prescriptioiy dr
manufactured by a generic manufacturer, it is not
fundamentally unfair to hold the brand-name
manufacturer liable for warnings on a product d diot
produce because the manufacturing process isveele

to misrepresentation theories based, not on matuifiag
defects in the product itself, but on informationda
warning deficiencies, when those alleged
misrepresentations were drafted by the brand-name
manufacturer and merely repeated, as allowed by the
FDA, by the generic manufacturer.

In answering the question of law presented to ushey
federal court, we emphasize the following: We aog¢ n
turning products-liability law (or tort law for thanatter)

on its head, nor are we creating a new tort of dirator
liability” as has been suggested. Instead, we are
answering a question of law involving a productttha
unlike any other product on the market, has
unprecedented federal regulation. Nothing in thigion
suggests that a plaintiff can sue Black & Decker fo
injuries caused by a power tool manufactured byl Ski
based on labeling or otherwise. The unique relatign
between brand-name and generic drugs as a result of
federal law and FDA regulations, combined with the
learned-intermediary doctrine and the fact that
representations regarding prescription drugs argenmst

to the plaintiff but to a third party, create thé generis
context in which we find prescription medicationgain,

the fraud or misrepresentation claim that may tudint
under Alabama law against a drug manufacturer based
statements it made in connection with the manufectd

a brand-name prescription drug by a plaintiff cliaign
physical injury caused by a generic drug manufactdoy

a different company is premised upon liability rast a
result of a defect in the product itself but aseauft of
statements made by the brand-name manufacturer that
Congress, through the FDA, has mandated be the same
the generic version of the brand-name dfug.

APPLICATION  OVERRULED;
JANUARY 11, 2013, WITHDRAWN,;
SUBSTITUTED; QUESTION ANSWERED.

OPINION  OF
OPINION

STUART, MAIN, WISE, andBRYAN, JJ., concur.
SHAW, J., concurs specially.

MOORE, C.J.,
dissent.

and PARKER and MURDOCK, JJ.,

SHAW, Justice (concurring specially).
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| concur fully in the Court’'s answer to the ceddi
guestion. | write specially to note the following.

First, some preliminary observations:

*24 1. The certified question is not posed within the
context of a defective-product case. See noterf.i
Our answer to the certified question in no way bold
that a manufacturer of a product may be held liable
under general products-liability jurisprudence, far
product manufactured by another.

2. The certified question calls for an explanatimf
and our answer applies, current Alabama law. We are
not creating new law or doing something novel; & a
applying established law to a factual and legahade

that has never been addressedy this
CourtConcomitant with that, we discuss Alabama law
as it exists, not how some perceive it should exist

3. Given the nature of the federal government’s
pervasive regulation of the prescription-drug indys
our answer is extremely narrow in scope and cannot
conceivably apply outside that context.

4. No decision of any other jurisdiction addrestes
precise question of Alabama law discussed in our
answer?

The certified question asks this Court to applyrenir
Alabama law as it relates to fratifor purposes of
examining the purely legal issue presented indéitified
qguestion, | believe that we must accept the factual
allegations of the plaintiffs, Danny Weeks and Yick
Weeks, as true. Those allegations are summarized as
follows: Wyeth produced the brand-name drug Reglan,
which is metoclopramide, and, through its “labeling

the drug, misrepresented or failed to provide irtgor

facts to Danny Weeks's doctor about how
metoclopramide is to be taken propeétly.

When Wyeth’'s ability to produce and sell
metoclopramide  exclusively lapsed, generic-drug

companies became able to manufacture and sell
metoclopramide. Those generic-drug companies may
have wished to give Danny’s doctor different faots
instructions about the use of metoclopramide, fautall
intents and purposes relevant in this case, ther&éd
government will not allow them to do so. Essenyiall
federal law requires that those generic-drug corgsan
repeat Wyeth's alleged misrepresentations or oomssi
Wyeth knew that the generic-drug companies areiredju

to do this; Wyeth knew that its instructions on tise of
metoclopramide would be repeated by the generig-dru
companies. The federal government has declared that
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generic-drug companies cannot be sued if a doctor
prescribes and a patient takes metoclopramide
manufactured by a generic-drug company in the nranne
in which Wyeth represented that it should be taken.
other words, the generic-drug companies must repeat
Wyeth's purportedly fraudulent conduct and cannet b
sued for doing so if Wyeth’s misconduct ultimatbbrms

the patient.

In this context, we look to see whether, “[ulnddaldama
law, [Wyeth may] be held liable for fraud or
misrepresentation (by misstatement or omissionyetha
on statements it made” about metoclopramide. As
discussed below, Alabama law allows a plaintifstee a
defendant based on the defendant’s fraudulent @indu
directed to a third persoi prior relationship between
the two parties is not necessalrwo factors have been the
focus of this case: foreseeability and duty. Althloua
controlling issue in other jurisdictions, | see dispute as
to foreseeability. As even Justice Murdock’s disisen
opinion agrees, it is “eminently” foreseeable “that
generic version of a brand-name drug will be corestiim
reliance upon labeling disseminated by the brandena
manufacturer for its brand-name drug.~— So0.3d at

*25 In cases where fraudulent conduct is directedhital t
parties, this State’s caselaw generally holds ghdiity to
disclose may be owed to a person with whom the
defendant has had no prior dealings, specificallyere
there is a “duty” not to make a false representatio

1. To those to whom a defendant intends, for hisesr
own purposes, to reach and influence by the
representation;

2. to those to whom the defendant has a public duty
created by statute or pursuant to a statute; and

3. to those members of a group or class that the
defendant has special reason to expect to be irdhce
by the representation.

Hines v. Riverside Chevrolet—Olds, In655 So.2d 909,
919-20 (Ala.1994¥ and Carter v. Chrysler Corp.743
So0.2d 456, 461 (Ala.Civ.App.1998%ee also generally
Potter v. First Real Estate Co844 So.2d 540, 553
(Ala.2002) and Colonial Bank of Alabama v. Ridley &
Schweigertb51 So.2d 390, 396 (Ala.1989)

In Hines, this Court held that an automobile manufacturer
had a duty to disclose to subsequent purchasern of
automobile it had manufactured that the automobdd
been repainted, even though the manufacturer had no
relationship with the later purchasers, “[b]ecaube
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[subsequent purchasers] were members of a grocia.ss

of persons who [the manufacturer] expected or had
special reason to expect would be influenced by its
decision not to disclose information.635 So.2d at 920
Thus, they “had a sufficient relationship on whiohbase

a duty to discloseltl. In Carter, an automobile
manufacturer repurchased under the Lemon Law an
automobile that was allegedly defective. This faets
disclosed to the party to whom the automobile wast n
sold. The Court of Civil Appeals held, however, tttize
Lemon Law created a duty to ensure that the faattttie
automobile had been repurchased was disclosedos® th
who wouldlater purchase the automobile from the second
buyer, even though the manufacturer had no relsttipn
with those later purchasers.

In both Carter and Hines there was a duty to not
misrepresent or omit facts to those with whom the
automobile manufacturers never had contact. Althoug
those cases involved products that were actually
manufactured by the defendants, the logic behira th
creation of the duty has nothing to do with that filere,
federal law has created a scheme in which persdits w
purchased metoclopramide manufactured by geneuig-dr
companies would have to rely ddyeth’srepresentations
about metoclopramide. Thus, Wyeth had a “specadaon

to expect” that purchasers of the generic metoelojue
“would be influenced” by its labeling informatioretause
that information—owing to federal law—would be the
only information purchasers of both brand-name and
generic metoclopramide would receive. That the
metoclopramide was made by another manufacturer
creates no distinction: for purposes of this case,
metoclopramide is the same no matter who produted i

As required by federal law, Wyeth’'s alleged
misrepresentations or omissions concerning
metoclopramide also applied to metoclopramide

manufactured by a generic-drug company. What Wyeth
allegedly said (or failed to say) in its “labelingibout
metoclopramide was intended to “reach and influence
users (through doctors or other health profess&naf
metoclopramide, which, at that time, was manufactur
only by Wyeth. This labeling, as required by feddasv,

also reached and influenced purchasers of generic
metoclopramide. This federal law gave Wyeth “splecia
reason to expect” that all users of metocloprarmdeld

be influenced by its labeling.

*26 Our answer to this certified question on original
submission has generated many responses, somdaf wh
expressed valid concerns, while others either shadlye
misrepresented our holding or bordered on the hgste
Our answer, however, is extraordinarily narrow ¢opse.
The posture in which the certified question is aske
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(assuming a fraud cause of action), the facts isfdase,
and the impact of strict federal regulation on the
prescription-drug industry drastically confine dwlding
and wholly remove the facts of this case from situns
where parties are allegedly being held liable umereral
products-liability theories for products they didtmake.

| cannot see our answer to the certified questimany
way speaking to the applicability of Alabama laviside
the narrow context created by federal law in thisec

| must disagree with the implication that our ansvee
based on a motivation other than stating curreabama
law. Nothing in our answer suggests that this Cagirt
trying to “correct” a “wrong” “with a second ‘wrofigr

to “correct” ‘“unfairness” created by the federal
government. — So0.3d at (Murdock, J., digsgnt
Although the members of this Court might respebtful
disagree as to what Alabama tort law does or should
require, our answer does nothing more than apply
established Alabama decisions (which have not been
challenged) to a difficult and unique factual amddl
scenario.

| also respectfully reject the implication that amswer,
applying as it does established Alabama tort
providing a remedy for fraudulent conduct, mighteate
a climate in which trade and business innovaticarirot
flourish or that it prevents “Americans [from] wdirkg]
hard to produce innovative goods and services hhae
benefited not only themselves, but also their chiigl
their communities, and America as a whole.” —38at
——— (Murdock, J., dissenting). Allowing frauduleoit
tortious conduct in the marketplace to go uncheekiéd
that is what has occurred in this case—would netrst
promote this policy. The legal analysis set fonththis
Court’s answer, in my view, creates no new lawpergs
existing law, and epitomizes the kind of judiciaektraint
that should be expected of an appellate court.

law

MOORE, Chief Justice (dissenting).

*26 | respectfully dissent because | do not think thég
Court should accept a certified question when aaiti
facts are not before the Court.

| was not a member of this Court when the certified
question from the United States District Court fbe
Middle District of Alabama was answered on original
submission. However, | note that Danny Weeks arukiVi
Weeks, the plaintiffs in the federal case, urgead @ourt

at that time to decline to answer. Weekses’' brief o
original submission (hereinafter “Weekses’ original
brief”), at 8-13. One of the grounds urged was ttae
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answer would not be determinative of the causechvis
the purpose of certificationd. at 13. | believe this
suggestion points to the proper resolution of this
application for rehearing.

*27 The Alabama rule that provides for answering
certified questions from the federal courts reads a
follows:

“When it shall appear to a court of
the United States that there are
involved in any proceeding before
it questions or propositions of law
of this State which are
determinative of said causand
that there are no clear controlling
precedents in the decisions of the
Supreme Court of this State, such
federal court may certify such
questions or propositions of law of
this State to the Supreme Court of
Alabama for instructions
concerning such questions or
propositions of state law, which
certified question the Supreme
Court of this State, by written
opinion, may answer.”

Rule 18(a), Ala. R.App. Aemphasis added). This Court
consented to answer the certified question on @cta3,
2011. However, that decision is subject to
reconsideration. SeBalmore v. First UnumB841 So.2d
233 (Ala.2002)(declining to answer a certified question
from a federal court that had erroneously beengedg.

Rule 18(a)allows a federal court to certify to this Court
“questions or propositions of law of this State ethare
determinative of said cause,” namely the proceeding
pending before the federal court. In support ofs thi
requirement, the certifying court stated that “hf
qguestion framed ... is “determinative” of this casehe
sense that a negative answer would require dishmigsa
the Weekses' claims against the brand-named
defendants....”” — S0.3d at . The certifytogrt's
statement omits any mention of whether a posithener
would also be determinative of the outcome of theec If
this Court’'s answer to the certified question i®,"nthe
Weekses’ claims must be dismissed for failure &desta
claim. However, an answer of “yes,” as proposedHzy
majority, will not be “determinative of said causkn that
event, the Weekses may proceed with their cause of
action for misrepresentation, but the ultimate ssscof
their claims will depend upon facts not before Her
example, if Danny Weeks'’s prescribing physician wiid
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rely on the Reglan labeling when prescribing thegdr
then the Weekses will have failed to prove causatiod
their claims will fail. According to the Weeksesither
Danny’s prescribing physician nor his other medical
providers have yet been deposed. Weekses'’ oripiiefl,

at 3—4.

Additionally, as the Weekses stated in urging €usirt to
decline to answer the certified question, both Wy#ic.,
and Schwarz Pharma, Inc., two of the three bramdena
defendants; apparently no longer had an interest in the
Reglan brand at the time Danny Weeks's physician
diagnosed him with tardive dyskinesia in 2088yeth
sold its interest in Reglan to Schwarz Pharma on
December 27,2001, and ceased manufacturing ongelli
Reglan after that date. Schwarz Pharma in turn gsld
interest in Reglan to another company in Febru®g82
Weekses’ original brief, at 10-12. According to the
Weekses, Wyeth and Schwarz Pharma are both raasing
federal-preemption defense, arguing that, aftetingel
their interest in Reglan, they lost all ability thange
Reglan’s labeling. SeBLIVA, Inc. v. Mensing564 U.S.

, 131 S.Ct. 2567, 180 L.Ed.2d 580 (20¢H9lding
that state-law claims of misrepresentation in legelvere
preempted by federal law when the defendant had no
control over labeling of the product alleged to dav
injured the plaintiff).

*28 Whether the federal-preemption defense will sudcee
is unknown, but its presence in the case rendeesnhswer
of “yes” to the certified questiom determinative of the
cause. As the Weekses have argued, the certifiestiqn
“should not be decided because it raises a federstion
better addressed by the federal court.”"Weeksegirai
brief, at 13. Se®almore,841 So.2d at 23fdeclining to
answer a nondispositive certified question “lestr ou
answer resemble an opinion on an abstract poirtdwef
irrelevant to the underlying case”). See aitewart Title
Guar. Co. v. Shelby Realty Holdings, LL&3 So.3d 469,
472 (Ala.2011)(holding that the “determinative of said
cause” requirement dtule 18(a)prohibits the Court from
answering a certified question that “would necessibur
fashioning a broad rule with the possibility thiatvould
have no application to the particular facts pres#ht
Harrison v. Jones,880 F.2d 1279, 1283 n. 4 (11th
Cir.1989) (refusing to certify a question of law to the
Alabama Supreme Court because the question “wantld n
be dispositive” and noting that unddrule 18(a)
“questions certified must be determinative”).

The problem of factual uncertainty is most likedydccur,
as in this case, in the context of a questionfasdtirom a
federal trial court. Because the question of lafoleeus
was certified after the denial of the defendantetion to
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dismiss, factual development is still incomplete tive
federal case.

“[W]e think it will be incumbent
upon us to respond to questions
only when it is apparent from the
certification itself that all material
facts have been either agreed upon
or found by the court and that the
case is in such posture in all
respects that our decision as to the
applicable [state] law will in truth
and in fact be ‘determinative of the
cause’ as the statute conferring
jurisdiction upon us requires.”

In re Richards223 A.2d 827, 833 (Me.196§¢onstruing
Me.Rev.Stat. Ann., tit. 4, § %7In this case, however, the
facts have yet to be determined. Seknchey v.
Steighner,549 P.2d 1310, 1310-11 (Wyo.197@nding

that a certified question from a federal trial dowas
“premature” when the case was “merely in the plegdi
stage” and “[i]t does not clearly appear that eifetihe
guestion were answered, how the answer would be
determinative of the cause pending in the federattt).

The United States Court of Appeals for the Fouritlc\@,
considering certifying a question of state law twet
Maryland Court of Appeals, addressed a situation
somewhat like the one currently before this Colfirthe
state court answered “no” to the question, the gasdd

be over, but if it answered “yes,” “further proceegs
would still be necessary in a federal tribunal dahdse
proceedings might result in an adjudication whiabuld
render the certification and the opinion of thaf{s} court

a futile, academic exercise with respect to final
disposition of this caseBoyter v. Commissioner668
F.2d 1382, 1385 (4th Cir.1981)n those circumstances
the Fourth Circuit declined to certify the questiahlaw
for determination by the Maryland Court of Appeals
“unless and until it appears that the answer ipatigive

of the federal litigation or is a necessary anddagable
ruling in the course of the litigationd. Similarly, in this
case, we should decline to answer a question tlagt m
likely not be determinative of the federal case &mas
fails to conform to the mandate Rfile 18that creates our
jurisdiction to answer such questiofs.

*29 | also believe that imposing an industry-wide doty
brand-name manufacturers through the procedural
mechanism of a certified question is unwise. | wlofalr
prefer to address this issue, if necessary, onnaplaie
record following a final judgment in a state tréalurt that
resolved all factual questions.
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For the reasons stated above, | believe that thisrtG
acceptance of the certified question was in ernat that
we should decline to answer the certified question.
Palmore.

PARKER, Justice (dissenting).

Congressional legislation and regulations of thed~and
Drug Administration have created a maze this Cbag

to navigate to determine the effect of federal pnaton

on the bedrock legal principles of this State’s
jurisprudence. As Justice Murdock so comprehengivel
demonstrated in his dissenting opinion in this cane
legal principles of duty based on privityee e.g.State
Farm Fire and Casualty Co. v. Owei29 So.2d 834
(Ala.1998)* have not been expressly subsumed by the
federal legislation and regulations in this areaeigard to
a consumer of a generic drug vis-a-vis
originator/manufacturer of the brand-name drug.

the

This Court’s modification of its bedrock legal priples
in view of federal legislation and regulations inecarea
could have grave and unforseen effects in othexsargo
guard against this, it is incumbent upon this Cdort
scrutinize any claim of federal preemption to detiee
the express wording of the limitations of such pmpgon.

Nothing in federal legislation or regulations afus here
requires this Court to ignore, modify, or overrider
bedrock legal principles of duty and privity witbgard to

the originator of a pharmaceutical drug and a comsu
who has not consumed a drug manufactured by the
originator of the drudgeLIVA, Inc. v. Mensing564 U.S.

, 131 S.Ct. 2567, 180 L.Ed.2d 580 (201and
Mutual Pharmaceutical Co. v. Bartlett— U.S. ——,
133 S.Ct. 2466, 186 L.Ed.2d 607 (2013ave made clear
that such a consumer is left without a remedy abaen
legislative change by Congress. The United States
Supreme Court addressed this implausible resultnvihe
stated:

“But ‘it is not this Court’s task to decide whethie
statutory scheme established by Congress is unosual
even bizarreCuomo v. Clearing House Assn., L.L.C.,
557 U.S. 519, (2009YHOMAS, J., concurring

in part and dissenting in part) (internal quotatinarks
and brackets omitted). It is beyond dispute tha& th
federal statutes and regulations that apply to
brand-name drug manufacturers are meaningfully
different than those that apply to generic drug
manufacturers. Indeed, it is the special, and diffg
regulation of generic drugs that allowed the generi
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drug market to expand, bringing more drugs more
quickly and cheaply to the public. But differentésal
statutes and regulations may, as here, lead terdift
pre-emption results. We will not distort the Supaem
Clause in order to create similar pre-emption acm®s
dissimilar statutory scheme. As always, Congress an
the [Food and Drug Administration] retain the auityo

to change the law and regulations if they so désire

*30 PLIVA,564 U.S. at ——, 131 S.Ct. at 2582

Based on the foregoing, | respectfully dissent.

MURDOCK, Justice (dissenting).

There is no good outcome in this case. In fairneshe
main opinion, this Court has been put in a posifrem
which it cannot give an answer that yields a jesuit for
both plaintiffs and defendants in cases such as My
understanding of certain bedrock principles of temy
and of the economic realities underlying those qipiles,
however, compels me to dissent and to explain forly
concerns.

A.

From the beginning, what Alexander Hamilton refdrte
as “[tlhe spirit of enterprise, which characteriztése
commercial part of America” has animated Americans
to work hard to produce innovative goods and sebvic
that have benefited not only themselves, but afher t
children, their communities, and America as a whéle
enterprising spirit alone, however, is not enoutte law
must protect the fruits of enterprise and creatknaate in
which trade and business innovation can flourish.
Concomitantly, the law must justly allocate risksittare
a function of that free trade and innovation.

These dual needs have resulted in an economicegad |
system that always has coupled the rewards fronsahe
of a good or service with the costs of tortiousuigj
resulting from the same. Indeed, this and the tamol
notion that parties are responsible for their owodpcts,
not those of others, are so organic to western @oan
and legal thought that they rarely find need ofregpion.

The path the Court takes today is in conflict witiese
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notions. Impetus to take this path comes from afoend
and admittedly legitimate concern left in the walfehe
United States Supreme Court’s holdingRhIVA, Inc. v.
Mensing, 564 U.S. , 131 S.Ct. 2567, 180 L.Ed.2d
580 (2011) that state-law tort claims against
manufacturers of generic drugs are preempted bgrééd
law. The resulting concern is that, if manufactaref
brand-name drugs are not responsible under statéola
injuries caused by defects in generic drugs andr the
related labeling, then no one will be.

To see our way clear to placing such responsibilipn
brand-name manufacturers, however, we must distance
ourselves from the foregoing notions. We must makla
foundational element of tort law that these notiorisrm
and in which they find voice: the necessity of aityd
arising from a sufficient “relationship,” or nexusgtween
the injured party and the defendant. We must facuthe
role of “foreseeability” in the creation of a duty the
exclusion of “relationship.” In doing so, this Coureates
a precedent that poses danger for
prescription-medicine industry and, by extensian, dll
industry.

the

B.

As discussed in Part Il of this writing, almost Bvene of
the 47 reported cases decided before the UnitetbsSta
Supreme Court’s decision iPLIVA, including cases
decided by two United States Circuit Courts of Agpe
held that a manufacturer of a brand-name drug lmas n
duty to the consumer of a generic drug manufactaret
sold by another company. Since the Supreme Court’s
2011 decision ifPLIVA, every one of the two dozen cases
that have addressed the issue, including decidignsix
United States Circuit Courts of Appeals, has reddhés
same conclusion.

*31 As these numbers indicate, the Supreme Court's
holding in PLIVA—that state-law claims against
generiedrug manufacturers are preempted by the federal
regulatory scheme—did nothing to undermine the
essential rationale in the plethora of pre- and-padvA
decisions holding thdtrand-namemanufacturers are not
liable for injuries caused by deficient labeling ggneric
drugs they neither manufactured nor sold. In fa,
discussed below, the opinion RLIVA expressly says as
much, and opinions in poBttIVA cases are even more
explicit in saying so.

It does indeed appear unfair—an “unfortunate haind”
the words of the United States Supreme Court—that a
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consumer harmed by a generic drug cannot seek
compensation from the entity that manufactured soid
that drug. If this is unfair, however, it is an aimhess
created by Congress and the Food and Drug
Administration (“the FDA") in return for the percaid
societal benefit of less expensive generic drugs, o
perhaps instead by the manner in which the UnitateS
Supreme Court subsequently has applied the preempti
doctrine to the legislative and regulatory scheme
structured by those entities. It is not an unfamereated

by the brand-name manufacturer. The just answaer, ihe
there is to be one, must come from a change ofrdéde
policy or preemption jurisprudence. It is not torefrom
ignoring age-old, elemental precepts of tort laworder

to impose liability on an entity with whom the pi&ff

has no relationship, in regard to a product that éntity

did not manufacture or sell.

Having itself laid the blame for the present unfags at
the feet of Congress and the FDA, the United States
Supreme Court concludes BLIVA that this is not a
problem for that Court to correct. If this is sben, a
fortiori, it is not a problem for this or any oth&tate court

to correct. And it certainly is not a “wrong” thdtis or

any court should attempt to correct with a second
“wrong.”

“The concept of duty does not exist in a vaculBtate
Farm Fire & Cas. Co. v. Owen729 So.2d 834, 839
(Ala.1998) It requires a sufficient “relationship,” or
nexus, between two or more partiéd. The duty this
Court recognizes today is one based solely on
“foreseeability.” Given the existing federal regoly
scheme, | agree that it is “foreseeable’—indeed,
eminently so—that a generic version of a brand-name
drug will be consumed in reliance upon labeling
disseminated by the brand-name manufacturer for its
brand-name drug. But this foreseeability alone @& n
enough to create a duty. There also must be a
“relationship” or nexus between the parties.

For example, it might be foreseeable that one
manufacturer would copy the design of an unpatented
machine of some nature, which, unbeknownst to that
manufacturer, was originally designed in a defectiv
manner, and that a user of the copied device nhght
injured as a result of a replicated design defect.
Nonetheless, the designer of the original machidendt
manufacture or sell the copied machine. The lawefoee
recognizes the lack of any nexus between that desig
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and the injured party in relation to the machinatth
caused the injury and thus recognizes no duty emp#rt
of that designer to the injured party.

*32 The same principle applies to claims of
misrepresentation and suppression. A viable claim
depends upon the existence of a duty on the pattieof
defendant to the plaintiff. See, e.bleshitt v. Frederick,
941 So.2d 950, 955 (Ala.2006)An essential element of
fraudulent-misrepresentation and fraudulent-sumiwas
claims is a duty to disclose.”).

In Thompson—-Hayward Chemical Co. v. Childre2sy

Ala. 285, 291-92, 169 So.2d 305, 312 (196#e
Alabama Supreme Court addressed a common-law claim
alleging failure to warn of the dangerous natureaof
herbicide:

“The breach of duty charged
against defendants is the failure to
give notice to or warn plaintiffs of
the dangerous nature of the vine
killer. Do the facts alleged in the
complaint show that the defendant,
Bertolla, owed a duty to warn
plaintiffis? As plaintiffs candidly
admit in brief, it is not alleged that
plaintiffs purchased the vine killer
from Bertolla. It is not alleged that
Bertolla ever had possession of or
any connection whatsoever with the
particular substance which
plaintiffs sprayed and which
allegedly caused the death of
plaintiffs’ cattle. The rule, upon
which plaintiffs’ right to recover is
based, imposes the duty on one
who, with knowledge of its
dangerous quality, manufactures or
sells an imminently dangerous
article and fails to warnlt is not
alleged that Bertolla manufactured
the dangerous article. It is not
alleged that Bertolla sold it. How,
then, did Bertolla owe a duty to
warn?”

(Emphasis added.)

In a case in which it was foreseeable to the ovafes
power pole that a defective power line hanging fritsn
pole could injure someone in the plaintiff's pasitj this
Court held that the lack of any relationship betwdee
owner of the power pole and the injured party mehat
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no duty to warn of the danger existed:

“In addition to foreseeability, Alabama courts lotmka
number of factors to determine whether a duty exist
including * “(1) the nature of the defendant’s aitti;
(2) the relationship between the partieand (3) the
type of injury or harm threatened.Taylor [v. Smith],
892 So.2d [887,] 89R(Ala.2004) ] (quotingMorgan v.
South Cent. Bell Tel. Co0.466 So.2d 107, 114
(Ala.1985).

“[The plaintiff] argues that ‘once [Joe Wheeler &héc
Membership Corp.] had actual or constructive
knowledge of the deadly hazard, it had a duty tpire

the removal of the hazard,” and she asserts thudicen

or knowledge of a dangerous condition can give tiase

a duty of care.’ [Plaintiff's] brief at 29 (citing
[Alabama Power Co. v.] Cantrelb07 So.2d [1295,]
1297 [ (Ala.1986) |1 (* “ ‘The duty of an electric
company, in conveying a current of high potential,
exercise commensurate care under the circumstances,
requires it to insulate its wires, and to use raabte
care to keep the same insulated wherever it may
reasonably be anticipated that persons, pursuing
business or pleasure, may come in contact theréwith

* (quoting [ Alabama Power Co. v.] Brookd,79 So.2d
[1169,] 1172[ (Ala.1985) ], quoting in turrBush [v.
Alabama Power Co.],457 So.2d [350,] 353]
(Ala.1984) 1))).

*33 “The holding ofCantrell is not as broad as [the
plaintiff] posits. Cantrell imposes a specific duty on
utilities to insulate their own lines, in specific
circumstances, whenever it is reasonably anticipate
that people may come into contact witloselines.507
So.2d at 1297Although the duty imposed on the utility
companies inCantrell is triggered when the utility
company is aware that individuals may come in atinta
with its lines, Cantrell does not stand for the
proposition that notice of a dangerous conditiconal

is sufficient to give rise to a duty of care. Ferthnone

of the other cases cited by DiBiasi support heitjoos
See..Dominici v. Wal-Mart Stores, Inc§06 So.2d
555, 559 (La.Ct.App.1992) [stating that] ... ‘[a]ctual
or constructive knowledge of a risk or injury givese

to a duty to take reasonable steps to protect sigain
injurious consequences resulting from the risk,t bu
noting that whether a legal duty is owed by one party
to another depends upon the facts and circumstaofces
the case and the relationship of the partie$ ...; cf.
Alabama Dep't of Corr. v. Thompso855 So.2d 1016,
1021-22, 1025 (Ala.2003noting that * “ ‘[i]t is the
general rule in Alabama that absent special
relationships or circumstances, a person has nptdut
protect another from criminal acts of a third party
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(quoting Hail v. Regency Terrace Owners Ass#82 party, the conclusion reached by tRester court and

So.2d 1271, 1274 (Ala.1999%uoting in turnMoye V. other courts as to the lack of liability on the tpaf

A.G. Gaston Motels, Inc.499 So.2d 1368, 1372 brand-name manufacturers for injuries caused bigidet

(Ala.1986), and holding that ‘state correctional labeling of generic drugs was not dependent upea th

officers owe a general duty to the public, not tyda a availability. Thus, after expressing in dicta iiews as to

specific person, to maintain custody of inmates’). the potential liability of generic manufactureise Foster
court proceeded to explain separately as follows:

“Although it may be true that foreseeability is a ke
factor in determining whether a duty exists in a
particular circumstance, and knowledge of a
dangerous condition may establish foreseeability,
Alabama caselaw does not hold that knowledge, by
itself, is sufficient to impose a ddty.

DiBiasi v. Joe Wheeler Elec. Membership Corp38
So0.2d 454, 461-62 (Ala.2008mphasis added; footnote
omitted). See also, e.g., David G. Owen etMadden &
Owen on Products Liabilitg 2:9 (3d ed. 2000) (“As is
true in tort law generally, foreseeability, althdug
necessary, is not in itself a sufficient criteridar
negligence in products liability cases?).

Prescription—-Drug Cases Decided Befdp& VA

In the leading case involving the question of ligpion
the part of the manufacturer of a brand-name diarg f
harm caused by deficient labeling of the genericsioa
of the drug, the United States Court of Appeals tfar
Fourth Circuit recognized not only the necessitya afuty
owed by the defendant to the plaintiff, but alsattthe
source of that duty must kzerelationship created by the
plaintiffs consumption of the defendant's produrct.
Foster v. American Home Products Corp9 F.3d 165,
167 (4th Cir.1994)the Court expressly held that “a name
brand manufacturer cannot be held liable on a geagti
misrepresentation theory for injuries resultingnfrase of
another manufacturer’s product.”

*34 The plaintiffs attempt to discoumtoster and other
cases that reach the same conclusion. Accordindpeo
plaintiffs, the opinions in those cases were basedhe
assumption that generic manufacturers were availabl
bear the liability for any deficiencies in the l¢ibg that
accompanies their products. Such an assumptioty, the
note, is no longer viable in light of the Supremeu@'s
decision inPLIVA.

The issue of the generic manufacturer's liability,
however, was not the issue koster and the dozens of
similar cases decided befoRLIVAAlthough the courts
in some of those cases might have taken some cbimfor
the availability of a generic manufacturer as poesible
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“We also reject the contention that
a name brand manufacturer’s
statements regarding its drug can
serve as the basis for liability for
injuries caused by another
manufacturer’s drug. Name brand
manufacturers undertake the
expense of developing pioneer
drugs, performing the studies
necessary to obtain premarketing
approval, and formulating labeling
information. Generic manufacturers
avoid these expenses by duplicating
successful pioneer drugs and their
labels. Name brand advertising
benefits  generic  competitors
because generics are generally sold
as substitutes for name brand drugs,
so the more a name brand drug is
prescribed, the more potential sales
exist for its generic equivalents.
There is no legal precedent for
using a name brand manufacturer’s
statements about its own product as
a basis for liability for injuries
caused by other manufacturers’
products, over whose production
the name brand manufacturer had
no control. This would be
especially unfair when, as here, the
generic manufacturer reaps the
benefits of the name brand
manufacturer's  statements by
copying its labels and riding on the
coattails of its advertising.The
premarketing approval scheme
Congress established for generic
equivalents of previously approved
drugs cannot be construed to
create liability of a name brand
manufacturer when another
manufacturer's drug has been
consumed.

29 F.3d at 17@emphasis added).
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Furthermore, in a separate portion of its opintbe, court
explains unequivocally, and without any referenzehie
prospects for liability on the part of the generic
manufacturer, that a brand-name manufacturer sifmgsy
no “duty” to the consumer of a generic drug the
brand-name manufacturer did not produce or digtibu
and that, therefore, the brand-name manufactunenata
be liable under a negligent-misrepresentation theor

“The Fosters’ negligent
misrepresentation action against
Wyeth also fails because Wyeth is
under no duty of care to the
Fosters.... An action for negligent
misrepresentation will not lie
unless the defendant owes the
plaintiff a duty of careWeisman v.
Connors, 312 Md. 428, [442-47)]
540 A.2d 783, 790-92 (1988)

*35 29 F.3d at 171The court then expressly rejects the
same foreseeability argument urged upon us by the
plaintiffs in this case, explaining that foresedibalone

is not enough to create a duty and that a relatipns
between the parties is necessary:

“The Fosters contend that a duty exists in this case
because it was foreseeable to Wyeth that
misrepresentations regarding Phenergan could result
in personal injury to users of Phenergan’'s generic
equivalentsThey point toJacques v. First National
Bank,a negligence action, which noted:

“ ‘Where the failure to exercise due care creates a
risk of economic loss only, courts have generally
required an intimate nexus between the parties as a
condition to the imposition of tort liability. This
intimate nexus is satisfied by contractual privity

its equivalent. By contrast, where the risk created
one of personal injury, no such direct relationship
need be shown, and the principal determinant of dut
becomes foreseeability.’

“307 Md. 527, [534-35,] 515 A.2d 756, 759-60 (1986)
We think to impose a duty in the circumstanceshid t
case would be to stretch the concept of foresdgabil
too far. The duty required for the tort of negligent
misrepresentation arises when there is ‘such atiafa
that one party has the right to rely for informatiapon
the other, and the other giving the information evee
duty to give it with caréWeisman v. Connor§12 Md.
428, 540 A.2d [783] at 79D(1988) ] (quotingHolt v.
Kolker, 189 Md. 636, [640,] 57 A.2d 287, 288
(1948).There is no such relationship between the
parties to this case, as Brandy Foster was injurgda
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product that Wyeth did not manufactuke.Wyeth has
no duty to the users of other manufacturers’ prasiLec
negligent misrepresentation action cannot be
maintained against it on the facts of this case.”

29 F.3d at 171emphasis added).

By my count? from the timeFosterwas decided until the
issuance of the Supreme Court’s decisiorPliVA, 43
reported cases applying the law of 18 states wecéldd
in accordance with th&oster decisiort‘Aside from the
decision of the court certifying the question imsthase,
only two courts held to the contraryan intermediate
state appeals court in California and a districtircan
Vermont#

The United States Court of Appeals for the EighitttuGt

is the court from which théd’LIVA case came and to
which it was returned on remand by the United State
Supreme Court. Seblensing v. Wyeth, Inc588 F.3d
603, 612-14 (8th Cir.2009)rev'd in part on other
grounds sub nom.PLIVA, Inc. v. Mensing564 U.S.

, 131 S.Ct. 2567, 180 L.Ed.2d 580 (20BEfore the
Supreme Court weighed in, the Eighth Circuit Coniit
Appeals held that state-law claims against gerdnicr
manufacturers weraot preempted by federal lavb88
F.3d at 611In the same opinion, however, that court was
called upon to decide whether a brand-name marnurtact
could be held liable for injuries caused by generic
metoclopramide manufactured and sold by anothey.par
In a soundly reasoned opinion, that court answardte
negative:

*36 “[R]egardless of whether her
doctor relied upon the Reglan
label, Mensing must show that the
name brand manufacturers owed
her a duty of car®uty is a
threshold requirement for all of the
tort claims Mensing assertSee,
e.g., Noble Systems Corp. V.
Alorica Central, LLC, 543 F.3d
978, 985 (8th Cir.2008)finding
that under Minnesota lanegligent
misrepresentation requires the
plaintiff to ‘prove some
relationship that is sufficient to
create a duty owed by the
defendant to the plaintiff.

“Such a duty of care does not extend to all podénti
Reglan consumers.‘Minnesota common law ... requires
a stronger relationship and a direct
communicationFlynn [v. American Home Prods.
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Corp], 627 N.W.2d [342,] 350 (Minn.Ct.App.2001)
].Since Mensing'did not purchase or use [the name
brand defendants’] product, ... there was no direct
relationship between them, let alone a fiduciary
relationship that gave rise to a dutig. at 350
Mensing focuses on the foreseeability of harm fiioen
defendants’ action. Like the Fourth Circuit, we
conclude that holding name brand manufacturersléab
for harm caused by generic manufacturers ‘streteh[e
the concept of foreseeability too f&oster,29 F.3d at
171"

588 F.3d at 613-14some emphasis added; footnote
omitted).

In a footnote, the Eighth Circuit also provided sthi
instructive insight:

“Mensing’s attempt to characterize
her fraud claim as a type requiring
no proof of a duty of care is
unavailingA plaintiff  claiming
fraud in Minnesotamust show that
the defendant intended to induce
another to act in reliance on its
fraudulent statement.Specialized
Tours, Inc. v. Hagen392 N.W.2d
520, 532 (Minn.1986) Mensing’s
relationship with the Reglan
manufacturers is too attenuated,
and she has cited no Minnesota
case in which the court imposed
liability for fraud on a defendant
who did not intend to communicate
with the plaintiff. The Reglan
manufacturers intended to
communicate with their customers,
not the customers of their
competitors.

588 F.3d at 613 n. @mphasis added).

Among the other pr@LIVA decisions are four decisions
from federal district courts in Alabama applyingghama
law: Mosley v. Wyeth, Inc.,719 F.Supp.2d 1340
(S.D.Ala.2010) Simpson v. Wyeth, Inc., No.
7:10-CV-01771-HGD (N.D.Ala. Dec. 9, 2010) (not
reported in F.Supp.2dPverton v. Wyeth, IncNo. CA
10-0491-KD-C (S.D.Ala. Mar. 15, 2011) (not reporited
F.Supp.2d); andarnhill v. Teva Pharm. USA, IndNo.
06-0282-CB-M (S.D.Ala.2007) (not reported in
F.Supp.2d). In all four of these cases, the coeld that
claims could not be maintained under Alabama law
against the manufacturer of a brand-name drug for
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injuries resulting from a consumer’'s use of a gener
version of that drug manufactured and sold by aroth
company. The first of thesdJosley,is representative of
the other Alabama federal district court decisiaswell

as the other district court decisions identifiedah As
the federal district court iMMosley explained regarding
precisely the same drug, the same defendants, fend t
same legal issue as are presented in the casadit ha

*37 “The argument is not that
Defendants’ product caused
Plaintiff harm, but rather that their
dissemination of false and
misleading information, which they
knew would be relied upon by the
generic manufacturers in
generating their own labels, was the
direct and proximate cause of
Plaintiff's injuries.”

719 F.Supp.2d at 1344-45The court rejected this
argument because, under Alabama law, no “relatipihsh
existed between the manufacturer of the brand-rdnong
and the consumer of the generic drug, and thusdoty™
was owed719 F.Supp.2d at 1346-47

Contrary to the main opinion, but consistent withtlae
foregoing authority, Wyeth’'s argument does not tiggj

] the nature of prescription medication.” — Soad

. Obviously, a duty must be understood to ramfa
drug manufacturer to a consumer if that consumer
able to state a claim against the manufactureth@fduty
ran only to an intermediary or other third partycls as a
physician or pharmacist, then only the intermediary
third party would have a cause of action and beopgr
plaintiff.) The controlled nature of prescriptionuds, see
21 U.S.C. § 353(b)(1)simply means that the drug
manufacturer fulfills its duty of disclosure to the
consumer by making disclosures to the consumer’s
physician and/or pharmacist, who receives the aisoks
and acts upon them on behalf of the consumer.daree,
the consumer’'s physician serves as the agent of the
consumer for purposes of receipt of and reliananupe
disclosures, or omissions, of the manufacturer, Beg,
Stone v. Smith, Kline & French Lab447 So.2d 1301,
1305 (Ala.1984)quotingReyes v. Wyeth Labg98 F.2d
1264, 1276 (5th Cir.197%)

“‘As a medical expert, the prescribing physiciaanc
take into account the propensities of the drug elt as
the susceptibilities of his patient. His is thektasf
weighing the benefits of any medication against its
potential dangers. The choice he makes is an irddrm
one, an individualized medical judgment bottomedaon
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knowledge of both patient and palliative.
Pharmaceutical companies then, who must warn
ultimate purchasers of dangers inherent in patengd
sold over the counter, in selling prescription dsuare
required to warn only the prescribing physician,avh
acts as a ‘“learned intermediary” between
manufacturer and consumgr.

(Emphasis added?)

Wyeth’s position fully accommodates the notion that
prescription drug is consumed only if it is prebed by a
physician and dispensed by a pharmacist, and tet t
physician and pharmacist act as agents of the cosrsaf

a generic drug for purposes of receiving and actipgn
whatever warnings and representations the drug’s
manufacturer intends for that consumer. The faet th
there is such a “learned intermediary” acting ins th
manner on behalf of the ultimate consumer doesimot
itself create a relationship between the brand-name
manufacturer and the consumer. Regardless of thefa

or content of, a given prescription, if a personstanes a
generic drug, the nexus created is with the manuwfac

of the generic drug. The physician’s involvemeneslo
nothing to create some sort of relationship betwten
consumer and some different entity. The consumgmba
more relationship with the brand-name manufactimer
such a scenario than he or she would have if thenéel
intermediaries were not involved and the consumer
purchased the generic drug directly from the generi
manufacturer.

*38 As the Eighth Circuit Court of Appeals indicated i
Mensing, perhaps there is confusion resulting from the
fact that, in prescribing or dispensing a geneniagd
physicians or pharmacists might in fact rely upameling
that previously was published by a brand-name
manufacturer in conjunction with the marketing byof

its own brand-name drug. As that court also poirtet]
however, the labeling of the brand-name manufactisre
not intended for that purpose; it is published Ine t
brand-name manufacturer solely for the purpose of
fulfiling the brand-name manufacturer's own duty t
provide adequate labeling to the consumeiigsgiroduct.

To say that a physician’s or pharmacist’s reliangson a
brand-name manufacturer's labeling in prescribing o
dispensing a generic drug makes the brand-name
manufacturer liable for injuries suffered by the
generic-drug consumer is to “bootstrap” into existe a
duty on the part of the brand-name manufacturethtat
consumer; the first inquiry must be whether the
brand-name manufacturer had a duty to one who diid n
consume its product to publish adequate labelingariA
from such bootstrapping, there is no basis to dedlae
existence of such a duty. See, eMensing,588 F.3d at
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613 (“Regardless of whether her doctor relied upon the
Reglan label, Mensing must show that the name brand
manufacturers owelder a duty of care.”}’

The present case is not distinguishable from the
above-discussed cases on the ground that the piesan
involves common-law claims of fraud in relation to
deficient labeling.Foster, the Eighth Circuit Court of
Appeals’ Mensing case, Alabama federal district court
decisions such a#osley, and dozens of other well
considered decisions cited above involve allegddate

in labeling. Indeed, many, if not most, of them atlwe
common-law claims of misrepresentation of some. sort
They consider, and often explain, the necessity diity
arising from a relationship as no less applicablelaims

of defects in the warnings that accompany a prothart

to defects in the pharmacology of the prodeict.

PLIVA

On June 23, 2011, the United States Supreme Court
decidedPLIVAThe Court held that state tort-law claims
against manufacturers of generic drugs were presinpt
by the statutory and regulatory scheme that hac bee
adopted byCongress and the FDA. 564 U.S. at , 131
S.Ct. at 258182t is clear from the text of thBLIVA
opinion itself thatPLIVA did not undermine the rationale
of the dozens of prBLIVA decisiongliscussed and cited
above.

Foremost in this regard is the simple fact that idszie
discussed irPLIVA was the effect of the federal law of
preemption on the liability of§eneric manufacturers for
their own drugs. Nothing in the Court’s reasonirggta
this issue has any bearing on the unrelated questider

state law of relationship and duty of brand-name
manufacturers with respect to drugs they do not
manufacture.

*39 Second, thd’LIVA Court includes statements in the
opinion that contemplate that its ruling as to g&ne
manufacturers doesot mean that consumers injured by
generic drugs will now be able to turn to manufestsi of
brand-name drugs for compensation. The Supremet Cour
expressly recognizes the “unfortunate hand” thatheen
dealt to consumers of generic drugs given its d@tis

“We acknowledge the unfortunate hand that federal
drug regulation has dealt Mensing, Demahy, andrsthe
similarly situated.

“But ‘it is not this Court’s task to decide whethire
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statutory scheme established by Congress is unosual
even bizarreCuomo v. Clearing House Assn., L.L.C.,
557 U.S. 519, 556 (2009THOMAS, J., concurring in
part and dissenting in part) (internal quotationrkea
and brackets omitted).”

564 U.S. at , 131 S.Ct. at 2581-3% Justice
Sotomayor subsequently explained, under the mgjorit
decision, a consumer of a generic drug “now hasgiu

to sue.564 U.S. at , 131 S.Ct. at 25@&btomayor,
J., dissenting).

Moreover, the Supreme Court expressed its undelisigin
that the consumption of the brand-name manufacsurer
drug remained a prerequisite to holdthgt manufacturer
liable for a labeling deficiency: “Had Mensing and
Demahy taken Reglan, the brand-name drugVyeth [v.
Levine, 555 U.S. 555 (2009)] would control and their
lawsuits would not be pre-emptefi64 U.S. at ——, 131
S.Ct. at 2581

Cases Decided in the Wake BEIVA

In the year and a half afte®LIVA was decided, but before
this Court issued its opinion on original submigsiio this
case, 11 decisions applying the law of 10 statesewe
reported. Every one of those decisions held that
manufacturers of brand-name drugs had no duty or
liability to the consumer of a generic drug mantfeed
and sold by another compaticcordingly, there was
(and, as will be seen, still is) unanimity among tlourts
that addressed the question in the wakPIdiVA that the
holding of PLIVA as to the preemption of state-law claims
against generic manufacturers does not undermiee th
rationale of the pr&LIVA decisions discussed above or
justify making brand-name manufacturers liable for
product they have not manufactured or sold. Thitudtes
each of the three United States Courts of Appeals t
address the issue in the first year and a halbvotig
PLIVA—the Courts of Appeals for the Fifth, Sixth, and
Eighth Circuits.

Perhaps the most noteworthy of the aforesaid tO@mat

of Appeals’ decisions was the short order issued on
remand by the Eighth Circuit Court of Appeals ire th
PLIVA case itself. The same court whose judgment had
just been reversed by the United States Supremé Gou
the issue of preemption as to the liability of géme
manufacturers evidently felt no compunction in dew
expressly to “reinstate Section Il of [its origiha
opinion,” the same section quoted at length abave i
which it had held that brand-name manufacturerewet
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liable for defects or deficiencies in the labelirg
products manufactured and sold by othévensing v.
Wyeth, Inc.658 F.3d 867 (8th Cir.2011)

*40 In Smith v. Wyeth, Inc657 F.3d 420 (6th Cir.2011)
the United States Court of Appeals for the Sixthcai
also acknowledged, but was unaffected by, the hgld
PLIVAThe court began by noting the applicability of the
Kentucky Products Liability Act, which, it explaidgwas
merely a codification of preexisting common-law
principles, including common-law principles regagli
the misrepresentation and “failure-to-warn” claims
asserted against the manufacturers of brand-nangs d
that case657 F.3d at 423The court then proceeded,
undeterred in any way by thBLIVA holding as to
manufacturers of generic drugs, to explain itsatga of
the misrepresentation claims against the brand-name
manufacturer, Wyeth, as to the same drug that issae
here:

“A threshold requirement of any products-liability
claim is that the plaintiff assert that the defentis
product caused the plaintiff's injuigee Holbrook v.
Rose 458 S.W.2d 155, 157 (Ky.19700he plaintiffs in
this case concede that they had consumed only igener
versions of metoclopramide and not Reglan. As the
district court observeddopting their theory of liability
would require the court to attribute any deficierioya
name-brand manufacturer’s labeling and marketing of
its products to products manufactured by its gemneri
competitors. Such a theory, however, fails to Batise
threshold requirement of a products-liability
action—that the defendant’s product have injured th
plaintiff.As the district court stated, ‘Just because a
company is in the same business as a tortfeaser, th
company is not automatically liable for the harm
caused by the tortfeasor’s product.’

“The plaintiffs’ argument—that the name-brand
defendants’ liability stems from the fact that the
regulatory structure governing name-brand and
generic drugs makes it foreseeable that patientd an
their physicians will rely on the name-brand lab&is
use and prescribe generic drugs—has been rejegted b
all but one of the courts that have considere@hie
leading case id~oster v. American Home Products
Corp., 29 F.3d 165 (4th Cir.1994)n which the court
held that the manufacturer of a name-brand drughbas
duty to patients who ingested only a generic versib
the drug manufactured by the name-brand drug
company’s competitors As have the majority of courts
to address this question, we reject the argumesitt dh
name-brand drug manufacturer owes a duty of care to
individuals who have never taken the drug actually
manufactured by that compahy.
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657 F.3d at 423-2some emphasis added).

In the last of the aforesaid decisions by fedecairts of
appeals, the United States Court of Appeals forRifii
Circuit explicitly held inDemahy v. Schwarz Pharma,
Inc., 702 F.3d 177, 184 (5th Cir.2012}hat PLIVA
changed nothing as to brand-name manufacturers:

“We do not view PLIVA ] as
overruling Foster [v. American
Home Products Corp29 F.3d 165
(4th Cir.1994)] becausethe court
inFostedid not reach its holding by
relying on the ability of a plaintiff
to sue generic
manufacturerdnstead, the court's
holding was based on its
interpretation of Maryland law and
the conclusion that name-brand
manufacturer has no duty of care to
consumers that are not using the
manufacturer’s product-oster,29
F.3d at 171-72see alsoSmith v.
Wyeth,657 F.3d 420, 423-24 (6th
Cir.2011) (following Foster's
conclusion that name-brand
manufacturers have no duty to
generic-brand consumerEhe
Fostercourt's opinion in dicta on
the viability of suits against generic
manufacturers was proved wrong,
but this fact does not impose on
name-brand manufacturers a duty
of care to customers using generic
products’

*41 In Phelps v. Wyeth, Inc.857 F.Supp.2d 1114
(D.0Or.2012) the federal district court for Oregon also
explicitly rejected the notion thatPLIVA changed
anything as to brand-name manufacturers. In aniapin
reflective of the other pofLIVA decisions by federal
district courts, it explained:

“[Wihile [ PLIVA] overrulesFoster
[v.  American Home Products
Corp.,29 F.3d 165 (4th Cir.199%)
with  respect to a generic
manufacturer's ability to alter
labels, it does not overruleoster’s
holding regarding the liability of
name-brand manufacturers. Indeed,
the Foster court's reluctance to
hold name-brand defendants liable
for generic drugs did not depend on
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a generic manufacturer’s ability to
alter the label, but rather on
concepts of foreseeabilityand
dutyConsequently, FLIVA ] does
not overturn the central holding in
Foster”

857 F.Supp.2d at 111@mphasis added).

The Oregon court provided an instructive analysisa
the necessity of a relationship in order for thexrexist a
duty for purposes of a common-law claim based on
deficient labeling of drugs:

“It is undisputed that Mrs. Phelps never ingested
metoclopramide manufactured by any of the
name-brand defendants.... Under Oregon’s product
liability law, the name-brand defendants cannot be
found liable for plaintiffs’ injuries becausplaintiffs
cannot show that their injuries resulted from three wf

the name-brand manufacturers’ produSee McEwen

v. Ortho Pharma. Corp.270 Or. 375, 407, 528 P.2d
522 (1974)Nonetheless, plaintiffs request that the court
apply common law principles of negligence, frauad a
misrepresentatiotio extend liability to the name-brand
defendants. They argue that regardless of whetlsr M
Phelps ingested the name-brand defendants’ product,
the name-brand defendants owed her a duty of care.

“Plaintiffs cite neither Oregon nor federal law to
support this proposition. Instead, plaintiffs arghet
manufacturers owe a general duty to use care in
connection with their conduct to all who may [be]
injured by it, if such conduct is carried out in a
negligent manner andksults in foreseeable injuries....
(citing Palsgraf v. Long Island R.R. C@48 N.Y. 339,
162 N.E. 99 (1928)Plaintiffs assert that, based on
federal regulations, name-brand defendants should
have known that all generic manufacturers were
required to duplicate the information on name-brand
labels for generic drugs, and that generic
manufacturers were prevented from including
additional warnings or independently warning dostor
of metoclopramide’s riskadditionally, plaintiffs argue
that name-brand defendants knew or should have
known that their label did not adequately warn lod t
risks associated with metoclopramidéonsequently,
plaintiffs assert that the generics defendantsiarete

on name-brand defendants’ labels was a foreseeable
cause of their injuries.

“... [In Foster v. American Home Products Corg9
F.3d 165 (4th Cir.1994) [tlhe plaintiffs brought suit
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against the name-brand manufacturer for negligent
misrepresentation, but the Fourth Circuit ruledttha
Maryland law did not allow a manufacturer to bl

for an injury caused by a competitor's product. at

171 While Fosterrecognized that reliance on the label
was foreseeable, the court explained fbatseeability
alone does not create a duty of casnd the court
specifically rejected the plaintiffs’ negligenceaich.
Id.... The Foster court found that there is ‘(n)o legal
precedent for using a name brand manufacturer’s
statements about its own product as a basis foilitia

[for] injuries caused by other manufacturers’ prcisu
over whose production the name brand manufacturer
had no controlld. at 170 Name-brand defendants cite
a plethora of courts which have followéahsterand
concluded that name-brand defendants cannot be held
liable for injuries caused by products produced ay
generic manufacturer. See e §mith v. Wyeth, Inc.,
657 F.3d 420, 424 (6th Cir.201 etz v. Wyeth LLC,
830 F.Supp.2d 1291 (M.D.Fla.2011)

“Plaintiffs attempt to overcoméhe nearly unanimous
adverse precedefty arguing that the Supreme Court’s
decision inPLIVA, Inc. v. Mensingh64 U.S. , 131
S.Ct. 2567, 180 L.Ed.2d 580 (201Warrants a change
in how Florida law is applied to producers of brand
name pharmaceuticals. The thrust of Plaintiffs’
argument is that the Fourth Circuit’s holding ireth
seminal case ofoster v. American Home Products
Corp., 29 F.3d 165 (4th Cir.1994was based on the
proposition (discussed idicta ) that consumers could
recover from generic manufacturers for
misrepresentations relating to their produdtsat 170
While it is true that this proposition was rejectadthe
Supreme Court ifiPLIVA], this proposition was by no
means central to the ultimate holding Foster. The
Fourth Circuit's holding ifrostewas based on its
interpretation of Maryland law and the general rule
that one manufacturer cannot be held liable on a
negligent misrepresentation theory for injuries sad
by another manufacturer. Id. In fact, tf@stercourt
held that, irrespective of whether consumers could

*42 857 F.Supp.2d at 1120-2&mphasis added). recover from generic drug manufacturers, a brand

name manufacturer simply had no duty of care to
individual consumers that did not use the namechtbra
manufacturer’'s produdd. at 171"

Finally, the Oregon court expressed the same
understanding of the text of tHeLIVA decision that is
offered above:

“In fact, the Supreme Court frLIVA] acknowledged
that the dual holdings dfosterand [ PLIVA] left the
plaintiff there with no remedy, as she could not
successfully bring a claim against name-brand
manufacturers undeFosterand was barred on other
grounds from suing the generic manufacturg¢pi.IVA

], [664 U.S. at ] 131 S.Ct. at 2581
(acknowledging ‘the unfortunate hand that federabd
regulation has dealt’ plaintiff). The majority fher

Metz v. Wyeth LLC,830 F.Supp.2d 1291, 1293-94
(M.D.Fla.2011)(emphasis added®).

This Court’s Opinion

In addition to dozens upon dozens of cases froneroth
jurisdictions directly addressing the issue befarg

Wyeth cites four Alabama cases for the propositiat a
duty arising from a relationship or nexus betweba t
parties is necessar§Keck v. Dryvit Systems, Ind830
So0.2d 1 (Ala.2002)State Farm v. Ower29 So.2d 834
(Ala.1998) DiBiasi v. Joe Wheeler Electric Membership
Corp., 988 So.2d 454 (Ala.2008) and
Thompson—Hayward Chemical Co. v. Childrexs7 Ala.
285, 169 So0.2d 305 (1964)he main opinion responds to
these four cases by stating: “These cases arey easil
distinguishable from this case. Here, Wyeth autthdhe
label with its warnings, and the generic manufaasiras
required by FDA regulations, copied that label airp.”
So0.3d at The fact that the generic
manufacturer’s label must contain the same infoionat
as the label published by Wyeth, the name-brand
manufacturer, is true, but that fact does not mtie
present case distinguishable from the four caded.ci

stated that Congress or the FDA could change the
law....”

857 F.Supp.2d at 1119-2Z8mphasis added).

In an opinion issued not long aft&LIVA, a federal
district court applied the law of our neighboririgte of
Florida:

“The vast majority of courts, in Florida and elsend

that have addressed the issue now before the Court
have consistently held that consumers may not bring
claims for negligence, fraud, strict liability,
misrepresentation, or breach of warranty against a
brand name pharmaceutical manufacturer when the
consumers only ingested generic versions of theg dru
manufactured by third parties. [Numerous citations
omitted.]

*43 In each of those four cases, it was foreseeahlelie
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plaintiff would be injured by the tortious conduzf the
defendantDespite this foreseeability, each of those cases
was decided based on the fact that the allegedetsor
had no relationship or nexus with the plaintiff igiy rise

to a duty to the plaintiff.

Likewise, and admittedly without question given the
federal regulatory scheme for generic drugs, it was
foreseeable that a generic drug might one day be
produced and that, if it was, it would replicateyan
deficiency in Wyeth’s brand-name drug, including it
labeling, that might have been approved by the FB#.
was true in each of those other cases, howeveh suc
foreseeability, no matter how clear, simply is abtthat

is required. There was no liability in those fouases
because the defendant did not have the requisite
relationship or nexus with the injured party. Besmthe
same is true here, those cases are not distindplésHzut
instead support Wyeth’s positiéh.

The main opinion concludes its analysis by quoting
passage from a 1998 opinion of the Court of Civil
Appeals in Carter v. Chrysler Corp.,743 So0.2d 456
(Ala.Civ.App.1998) which, in turn, quotes a 1994
decision of the Alabama Supreme CouHjnes v.
Riverside Chevrolet-Olds, Inc655 So.2d 909, 919-20
(Ala.1994) As a threshold matter, | find the premise of
the analysis quoted frolinescircular and confusing: “
“The extent of a legal dutyiot to make a false
representation or to suppress a material if@forms our
analysis of whether two parties have a sufficient
relationshipon which to base a duty disclose.” ' "

S0.3d at —— (emphasis added). This passage iafigent
says that “the extent of a legal duty” will detenmi
whether there is enough of a relationship on which
base a duty.”

Leaving aside the circularity of its premiddines does
state that “the fact that two parties have had no
contractual relationship or other dealings does not
preclude the finding of a legal duty not to makaaterial
misrepresentation or to suppress a material fB&5.”
So0.2d at 9201t adds, however, that “whether a duty to
disclose exists must be determined by examining the
particular facts of each caskl”

Hines did not involve an attempt to hold a manufacturer
liable for injuries where the plaintiff has not dsa
product manufactured or sold by the defendante&tst
Hinesis a classic “privity” case. The question presdnte
and addressed Hinesis whether the lack of a contract or
other direct dealing between the plaintiff and the
defendant—lack of privity—prevents the plaintiffofn
suing the defendant to recover for personal, orilypod
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injuries. It is critical to a proper prospective tbg Hines
decision to note that the injury litigated in thedse
resulted from the plaintiffs use of the defendant’
product.

Carter v. Chryslerand the cases cited Hines address
the same question as ditines®In accordance with the
movement of American jurisprudence in the last agnt
away from a privity-based model for recovery for
personal injuries,Hines and those other cases found
privity to be unnecessary for a claim based on@wis
injuries. The lack of privity in those cases does mean,
however, that there was not a “relationship,” oxus
between the plaintiff and the defendant arising afuthe
fact that the plaintiff was injuredy the defendant's
product;there was. There is not here.

*44 Ultimately, the main opinion is inextricably graied

on a single notion: The foreseeability of a deficigin a
brand-name drug, including its labeling, being iegikd

in a generic drug, including its labeling, is s®ajr that
we must recognize a duty owing from the brand-name
manufacturer to whomever might be hurt by the
deficiency in the generic drug. But the clear feesbility
upon which this notion is based has either beeficitkp
acknowledged or clearly understood by each of toees

of other federal and state courts that have adedetise
issue we now address. Yet, essentially all of theach a
different conclusion than do we. They do so onghme
ground that Professor Prosser implores us to reraemb
Foreseeability alone is not enough. See discussifma,
citing W. Prosserl.aw of Torts,708 (4th ed.1971). In the
words of the main opinion, therefore, | can reaach n
conclusion other than that the “ground” we plowapds
“new.” And we are the only court in the nation plog
it.%

A “Mountain of Authority” and an “Overwhelming
National Consensus”

Aside from the discussion of the four cases &fides
reviewed above, the discussion and rationale affére
the main opinion today on application for reheararg
essentially unchanged from those offered in theiopi
on original submission. Therefore, it is noteworthgat,
since that original decision, there have been amoth
dozen or more decisions on this issue by fedemlstate
courts around the country, including decisions buyrf
federal courts of appeals, two of them weighindpinthe
first time. In addition, the United States Supre@murt
has now denied certiorari review iemahy v. Schwarz
Pharma, Inc.,702 F.3d 177 (5th Cir.2012yert. denied,
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— U.S. , 134 S.Ct. 57, 187 L.Ed.2d 25 (2013)
None of these courts have been persuaded by ibeatst
offered by this Court’s original opinion.

Among the courts that have not been persuaded by ou
original decision is the Court of Appeals for thdth-
Circuit, which has decided two additional cases
reaffrming the sound rationale it first embracea i
DemahySee Lashley v. Pfizer, Inc.750 F.3d 470 (5th
Cir.2014) Del Valle v. Teva Pharm. USA, Ing50 F.3d
470 (5th Cir.2014)consolidated cases).

Likewise, the Court of Appeals for the Eighth Citdoas
decided yet another case reaffirming its positionBell

v. Pfizer, Inc.,716 F.3d 1087 (8th Cir.2013he Eighth
Circuit held that, under Arkansas law, (i) the ptdf's
contention that “her injuries were foreseeable” was
“insufficient” to impose a duty on the brand-name
defendants; (ii) that the plaintiff had to “showatha
product manufactured or distributed by the braraijia]
defendants caused her injuries”; and (iii) thataduse the
plaintiff “never used Reglan the brand[-name] ddtarts
manufactured, [she] could not hold them liable unde
Arkansas law.” 716 F.3d at 1092-%urther, the Eighth
Circuit flatly rejected the plaintiff's suggestidhat there
was an ‘exception” to the “Arkansas product
identification requirement” for “misrepresentaticand
fraud.” Id.

*45 Recent appellate court decisions in lowa are in
accord. InHuck v. Trimark Physicians Group834
N.w.2d 82 (lowa Ct.App.2013) (unpublished
disposition), the lowa Court of Appeals reaffirmtuk
settled, common-law rule that “ ‘a plaintiff in agalucts
liability case must prove that the injury-causingguct
was a product manufactured or supplied by the
defendant.” (QuotingMulcahy v. Eli Lilly & Co., 386
N.w.2d 67, 76 (lowa 1986) Furthermore, much like
decisions of this Court in the past, see, &§zer, Inc. v.
Farsian, 682 So0.2d 405 (Ala.1996)the Huck court
explained that plaintiffs who allege physical ings
caused by a product have, “regardless of the thebry
liability” asserted, a products-liability claim theequires
“product identification,” a requirement that canno¢
circumvented by pleading claims of “strict liabylit
negligence, misrepresentation, breach of warrahtaesl

the like. See also note Jypra.

Shortly before the release of the opinion in thisecon
rehearing, the lowa Supreme Court vacated the idecis
of the lowa Court of Appeals. It did so, however,an
opinion specifically rejecting this Court’'s opinioan
original submission in the present case and agyesith
the lowa Court of Appeals’ position on the issudobe
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us: “We adhere to [certain] bedrock principlesand join

the multitude of courts that have concluded brandrpe]
defendants owe no duty to consumers of generic
drugs.'Huck v. Wyeth, Inc850 N.W.2d 353, 380 (lowa
2014) (also declining, in its words, “to step onto the
slippery slope” that could lead to
brand-name-manufacturer liability for harm caused b
copies of other types of products manufactured by
competitors).

Three of the federal courts of appeals that hadeesded
the issue since our opinion on original submission
specifically acknowledge our decision. All threetbém,
the United States Courts of Appeals for the SiXinth,
and Eleventh Circuits, rejected our reasoning. See
Strayhorn v. Wyeth Pharm., Inc737 F.3d 378 (6th
Cir.2013) Schrock v. Wyeth, Inc727 F.3d 1273 (10th
Cir.2013) and Guarino v. Wyeth, LLC719 F.3d 1245
(11th Cir.2013)" See alsoMetz v. Wyeth, LLC525
Fed.Appx. 893 (11th Cir.2013not published in F.3d).
Two of those circuits, the Tenth Circuit and theEnth
Circuit, have now weighed in for the first time.

Specifically, inSchrock v. Wyeththe Court of Appeals
for the Tenth Circuit joined all the other fedecalurts of
appeals that have addressed the issue by declining
“impose a duty on drug manufacturers to warn ofgdas
in their competitors’ products” because the braada
defendants “d[id] not have any relationship withe th
[plaintiffs].” 727 F.3d at 1283And in Guarino v. Wyeth,
LLC, the Eleventh Circuit explained in no uncertainrsr
that there simply can be “no liability when we knaith
certitude that a given manufacturer did not prodtree
allegedly dangerous productl9 F.3d at 1251

*46 This Court continues to stand alone as the only
appellate court in the country to hold that a braathe
manufacturer may be responsible for injuries caueeal
party who ingests a generic drug that the brandenam
manufacturer did not manufacture or sell. Accordiog
Wyeth, over 90 cases (a figure that includes tr@lrts)
have now been decided in 25 states, including esete
that borders Alabama, the federal circuit courtttha
encompasses Alabama, and all six federal courts of
appeals to have considered the issue. With thepéirce

of two or three federal district court decisionsealy
identified, all of them disagree with the positi@ken by
this Court.

If the cases that decide the issue differently thendo
were not logical and well reasoned, if they werebased
on time-tested, bedrock legal principles, or ifytliéd not
resolve all the alleged distinctions between
prescription-drug cases and other types of casgshtve
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been raised in the main opinion and in the special
concurrence, then perhaps their sheer number waotd
matter. But they are all these things.

The Eleventh Circuit Court of Appeals has put i$ tvay:

“Our conclusion is fortified by the fact that the
overwhelming national consensufcluding the
decisions of every court of appeal and the vasbritgj

of district courts around the country to considee t
gquestion—is that a brand-name manufacturer carmot b
liable for injuries caused by the ingestion of gemeric
form of a productSee, e.g.Bell v. Pfizer, Inc.,716
F.3d 1087, No. 12-1674 (8th Cir. June 14, 2013)
(rejecting negligencemisrepresentation, and fraud
claims against the brand manufacturer of
metoclopramide, and explaining that ‘[a]n
overwhelming majority of courts considering thisus

... have rejected [plaintiff's] theory of liabilitginternal
quotation marks omitted));Demahy v. Schwarz
Pharma, Inc.,702 F.3d 177, 182—-83 (5th Cir.201ppr
curiam),petition for cert. filed1 U.S.L.W. 3519 (U.S.
Mar. 7, 2013) (No. 12-1093Smith [v. Wyeth, Ing.
657 F.3d [420] at 423-24 (6th Cir.2011) ] (The
plaintiffs’ argument—that the name-brand defendants
liability stems from the fact that the regulatory
structure governing name-brand and generic drugs
makes it foreseeable that patients and their pligssc
will rely on the name-brand labels to use and pribsc
generic drugs—has been rejected by all but ondef t
courts that have considered it.’Mensing [v. Wyeth,
Inc], 658 F.3d [867] at 867[ (8th Cir.2011) ]
(expressly reinstating the portion of the opiniarding
that brand-name manufacturers cannot be held liable
under Minnesota law for damage caused by generic
drugs);Foster v. Am. Home Prods. Corg9 F.3d 165,
170-71 (4th Cir.1994)Gardley—Starks v. Pfizer, Inc.,
917 F.Supp.2d 597 (N.D.Miss. Jan. 10, 20{3he
Court concludes that Mississippi law, consistenthwi
the vast majority of courts to consider this issueuld

not recognize a cause of actiohewever
styled—against a brand manufacturer for injuries
caused by use of its competitors’ generic prodycee
alsoid. at [604] n. 4 (noting the defendants’ citation to
‘sixty-six decisions applying the law of twenty-éhre
different jurisdictions holding that brand-name
manufacturers of a drug may not be held liable unde
any theoryfor injuries caused by the use of a generic
manufacturer’'s product’). But se€ellogg v. Wyeth,
762 F.Supp.2d 694, 708-09 (D.Vt.2010)yeth, Inc. v.
WeeksNo. 1101397 (Ala. Jan. 11, 2013), reh’g granted
(June 13, 2013)onte v. Wyeth, Inc1,68 Cal.App.4th
89, 85 Cal.Rptr.3d 299, 310 (200&Ithough only the
law of Florida controls the outcome here, the cases
denying recovery to plaintiffs bringing claims idieal
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to those we confront in this case degion, and this
mountain of authoritysteels us in our determination
that Florida law does not recognize a claim agatimest
brand manufacturer of a prescription drug when the
plaintiff is known to have consumed only the geaeri
form.”

*47 Guarino, 719 F.3d at 1252-5@mphasis added).

The bedrock principles of tort law in this States aro
different than the bedrock principles of tort lanvévery
other state in this country, including the two dostates
whose laws have been considered in what the Elevent
Circuit call an “overwhelming national consensuEtiere

is no reason for this State not to be part of that
consensuy.

One of the many amici curiae briefs supporting Wyet
asserts, with supporting authority:

“Developing a prescription drug and taking it torket

is a monumental undertaking. On average, it require
more than seven years and almost $2 billion to ldpve

a single drug, obtain FDA approval for it, and it

to market. ‘Name brand manufacturers undertake the
expense of developing pioneer drugs, performing the
studies necessary to obtain premarketing appreval,
formulating labeling informationFoster [v. American
Home Products Corp.]29 F.3d [165] at 170 (4th
Cir.1994) ].

“Brand-name manufacturers make research and
development decisions against a particular legal
backdrop. Under traditional tort principles, the

brand-name manufacturer knows that it can be held
responsible for injuries caused by its productseund
certain circumstances. S&éyeth v. Levine555 U.S.
555 (2009) The brand-name manufacturer also knows,
however, that it will not be held liable for injes
caused by products that it neither made nor digteith
See, e.gfoster,29 F.3d at 168, 171

[T]he Plaintiffs’ novel liability theory would
retroactively frustrate legitimate investment-batke
expectations. Decisions were made and capital iades
decades ago to produce a drug for sale in a lggtds

that (as is traditional) allows recovery for ingsi
caused by the brand-name company’s own product, but
not for injuries caused by the products made by its
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competitors. The abrupt change that the Plainsiésk
would wipe away that system and replace it with
bet-the-company uncertainty.

“[Looking forward], Plaintiffs’ theory would destyo
the predictability needed by brand-name manufaciure
trying to decide whether to invest almost $2 biiliand
seven years of time to develop a new drug....”

Brief of amici curiae, The Chamber of Commercehd t
United States of America and the Business Courftil o
Alabama, at 20—24 (emphasis in original; some iomat
omitted).

Even proponents of the result urged by the pldmitif
admit that such a result is unfair to the brand-®am
manufacturers. See, e.g., Allen RostrBrescription for
Fairness: A New Approach to Tort Liability of
Brand—Name and Generic Drug Manufactures8, Duke
L.J. 1123, 1181 (Feb.2011admitting that “[u]nder the
[approach of the California appeals court @gnte® if a
drug lacks adequate warnings, its brand-name
manufacturer may wind up being liable for harmhose
who took either the brand-name or the generic oarsf

the drug, whereas the generic manufacturers likelly
wind up not being liable to anyone. That asymmédtry
particularly unfair given that the brand-name
manufacturers make substantial investments in
developing new drugs from which generic producers
profit by copying.”); Wesley E. Week®icking Up the
Tab for Your Competitors: Innovator Liability After
PLIVA, Inc. v. Mensing, 19 Geo. Mason L.Rev. 1257,
1259 (Summer 201qronceding that holding brand-name
manufacturers liable “is far from ideal. The bramme
manufacturer invests resources to produce helpful
pharmaceuticals, and under innovator liabilitywuld

be liable for harm caused by its competitors’ drugs
this reduces the profitability of creating new dsugt
could provide drug developers with a negative itigen
reducing the number of beneficial drugs develomethiis
country. Meanwhile, generic drug manufacturers are
insulated from failure-to-warn lawsuits by the prggion
recognized ifPLIVA].").

*48 Another concern is insurability:

“[Gliven the near impossibility of
formulating bulletproof labeling,
insurability represents a concern:
cost spreading would further
burden the shrinking share of
customers for the brand-name drug
(or else later patients taking
unrelated drugs produced by that
defendant) for the benefit of
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customers of the competitor's drug
(who are already free riding on the
original research and development
efforts of the brand-name
manufacturer). This threatens to
chill therapeutic product
innovation....”

Lars Noah,Adding Insult to Injury: Paying for Harms
Caused by a Competitor's Copycat Produid, Tort Trial
& Ins. Prac. L.J. 673, 695 n. 69 (2010)

All of these concerns are elevated by the reatimathat
there will be no correlation between the brand-name
manufacturer’s continued participation in the miplece
with its own drug and its responsibility for gemedrugs
manufactured and sold by others. Under the rational
urged by the plaintiffs, and accepted by the mgjoof
the Court today, a brand-name manufacturer's cample
departure from the marketplace would offer no labic
reason for terminating its responsibility for the
deficiencies in the labeling associated with geaneri
versions of its drugs that may be marketed indifipi
thereafter by its former competitors and perhagneew
entrants into the marké&tAt least one commentator has
noted that this is a distinct possibilitgee Noah, 45 Tort
Trial & Ins. Prac. L.J. at 691-9¢hoting as an example
Hoffmann—-La Roche’s recent decision to withdraw its
much litigated drug Accutane from the market and
observing that, “[a]s a regulatory matter, so l@sgFDA
does not withdraw the innovator's NDA [new drug
approval] on safety or effectiveness grounds, ewgst
(and the possibility for future) ANDAs [abbreviateéw
drug approvals] would remain unaffected”).

Finally, and most troubling, | see no principledris to
the extension of the “foreseeability” doctrine tefidient
representations or design defects made by devalagfer
other types of popular products copied by competito
See, e.g.Huck v. Wyeth, supréhe line drawn today
between the prescription-drug industry and all othe
industry exists only because we say it does; itl wil
continue to exist only for so long as we say itsicehere
may be differences in the degree of foreseeabtlity, if
foreseeability without relationship is to be thestfethe
line between the prescription-drug industry andepth
industry is arbitrary, and there is no principle which
this or other courts may anchor themselves in forteb
hold that line

Again, however, even if somehow this Court could
guarantee that the “foreseeability” analysis embdac
today never finds its way into cases involving othe
products or endeavors, either in this jurisdiction in



Wyeth, Inc. v. Weeks, --- S0.3d ---- (2014)

2014 WL 4055813, Prod.Liab.Rep. (CCH) P 19,452
others, the potential deleterious effect on the
prescription-drug industry and those that depenohup
provide more than enough concern. In a 1977 case in
which a federal court in New York explained thas fact

that it was foreseeable that a statement mightelzyed

to and relied upon by a party with whom the makad h
no relationship was not sufficient to create a dotyhat
party. In so doing, the court heeded the concefmooe
other than Professor Prosser:

*49 “[W]here misstatements are
claimed to be the cause of loss,
even a ‘reasonable anticipation that

the statement will be
communicated to others whose
identity is unknown to the

defendant, or even knowledge that
the recipient intends to make some
commercial use of it in dealing
with unspecified third parties, is not
sufficient to create a duty of care
towards them.” W. Prosselaw of
Torts, 708 (4th ed.1971). The
reason for such a rule is obvious.
To quote Prosser again, it is
required in order to avoid ‘[t]he
spectre of unlimited liability, with

Footnotes

claims devastating in number and
amount crushing the defendant
because of a momentary lapse from
proper care....fd.”

Demuth Dev. Corp. v. Merck & Co432 F.Supp. 990,
993-94 (E.D.N.Y.1977)We too should heed Professor
Prosser’s concerns.

The investment and innovation that over the pastezls
have resulted in the fastest pace of medical acddsant
human history have depended upon the incentivese mad
available by America’s free-market system. As thaye

for all types of products, the free-market systerd the
legal framework in which it has operated have cedpl
the risks and rewards of developing and distrilgutiew
medicines and, in so doing, have allowed entrepmsne
and innovators to assume both in corresponding uneas
We now disrupt this critical dynamic.

Parallel Citations

Prod.Liab.Rep. (CCH) P 19,452

1 Although the style of the order certifying the qums shows this entity as “Wyeth, Incit’is also referred to in the order, brit

and other documents submitted to this Court as ‘t/yd C.”

2 We have agreed to answer the certified questiomchnvimpacts only the narrow field of prescriptiorugs, which is subjedb
stringent Food and Drug Administration regulations andreight. This opinion does not plow new ground, does it create
heretofore unknown field of tort law that has beeferred to as “innovator liability,as discussed infra.Instead, this opil
answers the question whether the Weekses may &firagidulent-misrepresentation claim under Alabtama

3 The Weekses also sued generic manufacturers ottoptamide, Teva Pharmaceuticals USA and ActavizaBeth, LLC.

4 The clinical phase of testing on human subjectiviigled into three phases: Phase one involves aifotd 100 healthy, noimally
paid volunteers and is designed to test for sadety tolerability 1 C.F.R. 8 312.21(p)phase two involves several hunc
unpaid volunteer diagnosed with a particular condition and assetise preliminary efficacy of the drug as well asety an
tolerability 21 C.F.R. § 312.21(l5)and phase three involves hundreds to severaktrals of patients and is designed to eve
the safety and efficacy of the drug on a largensag of the populatior2( C.F.R. § 312.21(k)The FDA may require phaseur
studies concurrent with market approval to conghastmarketing reports in drugs intended to trdattlireatening and sever

debilitating illnesses. 21 C.F.R § 312.95

5 The marketing of brand-name drugs also adds texpense of the brand-name drughé prescription drug industry is subjec
extensive éderal regulation, including the now familiar regmient that prescription drugs be dispensed onbnwpphysician’
prescription. In light of this requirement, pharmatical companies have long focused their direatkatang efforts not orthe
retail pharmacies that dispense prescription drugs buhemiedical practitioners who possess the authtwriprescribe the dru
in the first place. Pharmaceutical companies prentbeir products to physicians through a proceiedcaletailing’ whereby
employees known as ‘detailers’ gpohiarmaceutical sales representatives’ provide mdbion to physicians in the hopes
persuading them to write prescriptions for the piaid in appropriate case€firistopher v. SmithKline Beecham Corp—+—U.S
——, ——, 132 S.Ct. 2156, 2163, 183 L.Ed.2d 153 (R0fbdtnote omitted).
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6 It appears that this is the first time the highasirt of a state has addressed the issue whettmamafacturer of a branaame
prescription drug may be held liable for the wagniabel on the drug when the plaintiff ingested emeyic version of tt
brandname drug. The numerous federal courts sittingvardity have addressed this issue, predicting tiewhighest courts
those states would rule on the is@iree R.R. v. Tompking04 U.S. 64, 58 S.Ct. 817, 82 L.Ed. 1188 (198)t seeHuck v
Wyeth, Inc.850 N.W.2d 353 (lowa 2014}lisagreeing with this Court’s holding amiginal submission in the present case
expressly acknowledging that lowa law differs frétabama law in that lowa law requires a plainté#eging recovery for theide
effects of a prescription drug who sues a pharntaz@icompany under any thgoiincluding misrepresentation, to prove tha
or she was injured by using the prescription dragafactured or supplied by that pharmaceutical @mwp

7 See, e.g.Baymiller v. Ranbaxy Pharm., Ind394 F.Supp.2d 1302 (D.Nev.201Bhelps v. Wyeth, Inc857 F.Supp.2d 11:
(D.Or.2012) Fisher v. Pelstring(No. 4:09-cv—-0025ZH.W, July 28, 2010) (D.S.C.2010) (not reported isdpp.2d)(collectin
cases)Swicegood v. PLIVA, Inc543 F.Supp.2d 1351, 1358 (N.D.Ga.2Q@8yldych v. Eli Lilly & Co.(No. 5:04-CV2477, Jul
19, 2006) (N.D.N.Y.2006) (not reported in F.Supp;Ziblacicco v. Apotex, Inc432 F.Supp.2d 514, 538-43 (E.D.Pa.20a)d
in part and rev'd in part on other groun881 F.3d 253 (3d Cir.2008yacated556 U.S. 1101, 129 S.Ct. 1578, 173 L.Ed.2d
(2009) Tarver v. Wyeth, Inc(No. Civ.A.3-04-2036, January 26, 2006) (W.D.L&8&0(not reported in F.Supp.2d¥harp v
Leichus (2004—CA—-0643, February 17, 2006)(Fla.Cir.Ct.200&)lly v. Wyeth(CIV. A. MICV 2003-03324B, May 6, 200!
(Super.Ct.Mass.20058heeks v. American Home Prods. Cdiyo. 02CV337, October 15, 2004) (Colo.Dist.Ct.200oe v
Ortho—Clinical Diagnostics, Inc.335 F.Supp.2d 614, 626-30 (M.D.N.C.2Q0(ock v. Wyeth, IndNo. Civ.A.3:02—-CV1077
January 28, 2003) (N.D.Tex.2003) (not reported .laupp.2d); andBeutella v. A.H. Robins C@No. 980502372, December
2001) (Utah Dist.Ct.2001).

8 It is undisputed that Danny received metocloprartiideugh a prescription written by his physician.

9 To allow labels on generic versions of a brand-namgy to differ from the labels on the brandme versions could not ol
insinuate that the generic versions were not tlediivalent of the brandame versions, but could also confuse physi
reviewing the different versions. The “FDA ‘placawvery high priority [on] assuring consistency abé¢ling,” so astb minimize
any cause for confusion among health care profeali@and consumers as well as to preclude a kasiack of confidenceni the
equivalency of generic versus brand name prodidsiéf for the United States As Amicus Curiae SupipgrRespondents, at
in PLIVA, Inc. v. Mensing564 U.S. , 131 S.Ct. 2567 (Nos. 0959¥8-1039 and 09501) (alterations in original) (quoti
Div. of Generic Drugs, FDA, Policy and Procedured&u37 (1989) (citindp7 Fed.Reg. 17,961 (1992)Additionally, althoug
both the brandrame manufacturer and the generic manufacturer d@ostinuing duty to report adverse reactionh®RDA, i
may be that only the brand-name manufacturer halseatelevant data in light of trade-secrets conse

1C Hines was overruled on other grounds@wenThe Court of Civil Appeals noted that “the discossin Hines concerning th
determination of whether a legal duty to disclosiete remains precedential43 So.2d at 461

11 It should also be noted that we are not decidirgntierits of the underlying case. It may be thatrg finds that the waings or
the label were adequate or that it finds that Danpitysician did not rely on the warnings on the label auttdrg Wyeth whe
prescribing the generic version of Reglan to Danny.

12 Certain federal district court decisions citedhistCourt's answer address the issue under thehatexisted before tHeuprem
Court’s decision irPLIVA, Inc. v. Mensings64 U.S. , 131 S.Ct. 2567, 180 L.Ed.2d 580.12@&nd are thus distinguishat
The numerous decisions from other jurisdictions thly on principles rejected BLIVA are similarly distinguishable.

13 Given that the federal district court has ided that the action is not an Alabama Extended Wasturer’s Liability Doctrin
(“AEMLD")/defective-product action, | decline to accept the invitatioh Wyeth to recharacterize the action under
anti-circumvention rule stated iRfizer, Inc. v. Farsian682 So.2d 405 (Ala.1996ps one thais, in substance, alleginc
defective-product claim and not a fraud claim. @pelication for rehearing takes this Court to timsifailing to address this issue
However, as this Court’'s answer explains, cifliigman v. R.J. Reynolds Tobacco G871 So.2d 28, 34-35 (Ala.200BEMLD
claims and fraud claims are different. As castheydistrict court in the question presented t¢his,case presents aérd action.
express no opinion as to whether it should be macherized Thompson—Hayward Chemical Co. v. Childrezg] Ala. 285, 16
So.2d 305 (1964 )xited by Wyeth on rehearing, involves a negligeaction, not a fraud action, and thus is inapplea

14 Danny’s doctor wrote him a prescription for “Redlaand directed its use; Danny’s pharmacy filled thespription witt
metoclopramide that was manufactured by someorer ¢ithn Wyeth. It is the doctor's prescribeskof metoclopramide, whic
we must assume was based on what Wyeth told edftdl tell the doctor, that caused Danny'’s injury.

15 Thus, the numerous decisions of other jurisdictithrag would hold that the injury that allegedly ooed in this case was r
foreseeable are distinguishable. | would be hestimrtite decisions rejecting foreseeability, adlwas decisions that pdat:
PLIVA, as calling into question the rationale of this @suanswer to the certified question.
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Hines was overruled on other groundsSigite Farm Fire & Casualty Co. v. Owet29 So.2d 834 (Ala.1998%ee note 10, supra.

Pfizer, Inc., the third brand-name defendant, ie fhrarent company of Wyeth. Brand-rexrdefendants’ brief on origir
submission, at 3 n. 2.

The Weekses allege that Danny first began ingestieipclopramide, the generic name for Reglan, Bv20

Other states, following the language in the Unifd@@artification of Questions of Law Act (1967), permertification of questior
of law that ‘maybe determinative of the cause then pending ircdinéfying court”or, following the 1995 version of that Act, t
“maybe determinativef an issuan pending litigation in the certifying court.” (fphasis adeld.) These broader formulations
not reflect the Alabama rule, which requires thespnce of “questions or propositions of law of Bitiste whichare determinativ:
of said cause.”(Emphasis added.)

“[TIhe concept of duty does not exist in a vaculimequires a relationship between two or moreipsria relationship thaan b
shown only through a history afontacts, conversations, and circumstances. Deatgrgniwhether there is a duty necessi
requires analyzing the factual background of trse¢a29 So.2d at 839

The Federalist No. 7, at 63 (Alexander Hamilton)r(tdn Rossiter ed., 1961).

There has been criticism of the notion that forab#ity should be understood as significant in detaing duty. Some cots anc
commentators have attempted to explain that foedslty that a given act will lead to a given hagwes only to the issughethe
that act is unreasonable and thus falls short@btandard of care or to the issue whether the bambe considered tabe bee
proximately caused by the act. They view the eristevel non of a duty as a threshold issue detedrsolely ly the relationshi
or nexus of the parties. See, e@ipson v. Kasey214 Ariz. 141, 144, 150 P.3d 228, 231 (20Q7)F]Joreseeability ofte
determines whether a defendant acted reasonabby tinel circumstances or proximately caused injarg particudr plaintiff...
Foreseeability, as this Court notedNtartinez [v. Woodmar IV Condos. Homeowners Assin,, 189 Ariz. 206, 211, 941 P.
218, 223 (1997), is more properly applied to the factual deterations of breach and causation than to the legiatrdination o
duty.”); W. Jonathan CardRurging Foreseeability58 Vand. L.Rev. 739 (April 2005)

It is not necessary here to grapple with this funeiatal question. It is enough for present purpdsesecognize thi

foreseeability alone is not enough to create a datythat a relationship between the parties isntiss.

My count might be low. An appendix to the appekaaipplication for rehearing lists more cases.

The following prePLIVA cases involve the same drug at issue in this cas@y of them involve one or both of the si
corporate defendants. In all of them, the courtlbdhat the defendant brandme manufacturer has no duty or liability \
respect to generic metoclopramide not manufactaresbld by it:Mensing v. Wyeth, Inc588 F.3d 603, 612-14 (8th Cir.2009)
rev'd in part on other grounds sub ndALIVA, Inc. v. Mensing;64 U.S. ——, 131 S.Ct. 2567, 180 L.Ed.2d 58a12@Bell v
Pfizer Inc. No. 5:10CV00101 BSM (E.D.Ark. Mar. 16, 2011) (nafported in F.Supp.2d@verton v. Wyeth, IncNo. CA
10-0491-KD-C (S.D.Ala. Mar. 15, 2011) (not reporied-.Supp.2d), fidings and recommendation adopted (S.D.Ala. A;
2011) (not reported in F.Supp.2@impson v. Wyeth, IndNo. 7:10—cv—0177IHGD (N.D.Ala. Dec. 9, 2010) (not reportec
F.Supp.2d), report and recommendation adopted &bDJan. 4, 2011) (not reported in F.Supp.Z8ljpss v. Pfizer, Inc.No.
10-CV-00110-AW (D.Md. Nov. 9, 2010) (not reportedH.Supp.2d)Cooper v. Wyeth, IncNo. 09—CV-929 (M.D.La. Oct. 2¢
2010) (not reported in F.Supp.2djullington v. Pfizer, Inc.No. 4:106/00236 JLH (E.D.Ark. Sept. 17, 2010) (not reporte
F.Supp.2d);Johnson v. Teva Pharm. USA, Indg. 2:10 CV 404 (W.D.La. Aug. 16, 2010) (not rejgdrin F.Supp.2d¥-isher v
Pelstring No. 4:09-cv-00252-TLW (D.S.C. July 28, 2010) (reported in F.Supp.2dNeal v. Teva Pharm. USA, IndNo.
09-CV-1027 (W.D.Ark. July 1, 2010) (not reportedFrSupp.2d)Mosley v. Wyeth, Inc719 F.Supp.2d 1340 (S.D.Ala.2010)
Phelps v. Wyeth, Ini No. 09-6168FC (D.Or. May 28, 2010) (not reported in F.Supp,Zithidings and recommendation adoy
(D. Or. June 21, 2010) (not reported in F.Supp.2daig v. Pfizer, Inc.No. 3:1000227 (W.D.La. May 26, 2010) (not reporte:
F.Supp.2d)Finnicum v. Wyeth, Inc708 F.Supp.2d 616, 619-21 (E.D.Tex.20H)we v. Wyeth IncNo. 8:09-CV-610-T%7
AEP (M.D.Fla. Apr.26, 2010) (not reported in F.Sief); Hardy v. Wyeth, IncNo. 9:09CV152 (E.D.Tex. Mar. 8, 2010) (
reported in F.Supp.2d), report and recommendatdopted (E.D.Tex. Mar. 29, 2010) (not reported iSupp.2d);Couick v
Wyeth, Inc.691 F.Supp.2d 643, 645-46 (W.D.N.C.2010vine v. Wyeth Inc684 F.Supp.2d 1338, 1344-48 (M.D.Fla.2Q10)
Washington v. Wyeth, IndNo. 3:09-CV-01343 (W.D.La. Feb. 8, 2010) (not mégpa in F.Supp.2d)Morris v. Wyeth, Inc.No.
09-0854 (W.D.La. Nov. 23, 2009) (not reported iBupp.2d);Meade v. ParsleyNo. 2:09—cv00388 (S.D.W.Va. Nov. 13, 20(
(not reported in F.Supp.2dBurke v. Wyeth, IncNo. G-09-82 (S.D.Tex. Oct. 29, 2009) (not repoiteB.Supp.2d)Stoddard \
Wyeth, Inc.,630 F.Supp.2d 631, 633-34 (E.D.N.C.2009¢lds v. Wyeth, Inc613 F.Supp.2d 1056, 1060-61 (W.D.Ark.2Q09)
Moretti v. Wyeth, Inc No. 2:08-cv—00396—-JCM—(GWF) (D.Nev. Mar. 20, 200®)t reported in F.Supp.2d¥chrock v. Wyet
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Inc., 601 F.Supp.2d 1262, 1266-67 (W.D.Okla.20@usins v. Wyeth Pharm., In&Np. 3:08—CV-0310N (N.D.Tex. Mar. 1(
2009) (not reported in F.Supp.2&mith v. Wyeth, IncNo. 5:07—-CV-18R (W.D. Ky. June 30, 2008) (not reported in F.S@djp
affd, 657 F.3d 420 (6th Cir.2011Wilson v. Wyeth, IncNo. 3:07-CV-378-R (W.D. Ky. June 30, 200@ot reported i
F.Supp.2d), affd,657 F.3d 420 (6th Cir.2011Morris v. Wyeth, Inc.No. 1:07-CV-176R (W.D. Ky. June 30, 2008) (r
reported in F.Supp.2d), aff®57 F.3d 420 (6th Cir.2011Pustejovsky v. Wyeth, IndNo. 4:07-CV-103-Y(N.D.Tex. Apr. 3
2008) (not reported in F.Supp.2&wicegood v. PLIVA, Inc543 F.Supp.2d 1351, 1358 (N.D.Ga.2Q0@&rver v. Wyeth, IncNo.
Civ.A.3-04-2036 (W.D.La. Jan. 26, 2006) (not repdrin F.Supp.2d)Tarver v. Wyeth, IncNo. Civ.A.3-04-286 (W.D. La
June 7, 2005) (not reported in F.Supp.&Iyck v. Wyeth, IncNo. Civ.A. 3:02—-CV4077 (N.D.Tex. Jan. 28, 2003) (not repo
in F.Supp.2d); an&harp v. Leichu€52 So.2d 555 (Fla.Dist.Ct.App.2007)
In addition toFoster,the other prd?LIVA cases holding that a manufacturer of a braaghe drug has no duty or liability to
consumer of a generic drug manufactured and soldnisgher company includgarnhill v. Teva Pharmaceuticals USA, Inc.,
No. 06-0282-CB-M (S.D.Ala. Apr. 24, 2007) (not rdpd in F.Supp.2d)Leblanc v. Wyeth, IncNo. CIV A 04-0611
(W.D.La. Oct. 5, 2006) (not reported in F.Supp.Zapjdych v. Eli Lilly & Co.,No. 5:04—CV2477 (GLS/GJD) (N.D.N.Y. Ju
19, 2006) (not reported in F.Supp.2@placicco v. Apotex, Inc432 F.Supp.2d 514, 540-41 (E.D.Pa.200éYy'd on othe
grounds521 F.3d 253 (3d Cir.2008yacated and remande®h6 U.S. 1101, 129 S.Ct. 1578, 173 L.Ed.2d 672 g20Possa \
Eli Lilly & Co., No. 05-1307-JJB—SCR (M.D.La. May 10, 2006) (npbreed in F.Supp.2dBtanley v. Wyeth, In©©91 So.2
31, 34-35 (La.Ct.App.2008andFlynn v. American Home Products Cor27 N.W.2d 342, 350 (Minn.Ct.App.2001)
In addition, according to briefs filed in this catgo Alabama circuit courts also have addressedstbue of liability fo injuries
allegedly caused by generic metoclopramide, botitloaing that the brand-name manufacturer matdiablefor injury cause
by the generic drug manufactured and sold by anattvapany. Se8uchanan v. Wyeth Pharm., Inblp. CV-2007900065
Oct. 20 2008Green v. Wyeth, IncNo. CV-2006-3917, May 14, 2007.

25 SeeWeeks v. WyetiNo. 1:10—-cv—602—-MEF (M.D.Ala. Mar. 31, 2011) (rreported in F.Supp.2donte v. Wyeth, Inc16¢
Cal.App.4th 89, 85 Cal.Rptr.3d 299, 315-18 (20@8pKellogg v. Wyeth762 F.Supp.2d 694 (D.Vt.2010)

2€ See also, e.gTetuan v. A.H. Robins C®41 Kan. 441, 464, 738 P.2d 1210, 1228 (198¥Y]here a patient relies on a physic
for treatment or advice ..., justifiable reliancgthe physician on misrepresentations or concedlingrthe manufacturerfdal
device constitutes justifiable reliance by the gatt’); Reyes v. Wyeth Lab498 F.2d 1264, 1276 (5th Cir.1974Pharmaceutic
companies then, who must warn ultimate purchasérdaogers inherent in patent drugs sold over thenwy, in sellin
prescription drugs are required to warn only thespribing physician, who acts as a ‘learned intelierg’ between manufactur
and consumer.”); andovejoy v. AT & T Corp.92 Cal.App.4th 85, 95, 111 Cal.Rptr.2d 711, 71@0@ (“Under the principle ¢
indirect reliane, a fraudulent misrepresentation is actionablewas communicated to an agent of the plaintiffl avas acte
upon by the agent to the plaintiffs damage. A slasexample of indirect reliance would be a drugnufacturer’
misrepresentation to physns about the safety of its drug. A patient injuby the drug is permitted to sue the manufactfan
fraud without proof that his doctor repeated tHedhood to him, under the theory that the doctas aeting as plaintiff's agent.”).

27 Of course, the corollary of this fact is that trengric manufacturetoeshave a duty to the consumer of its generic drugutalisk
a label uporwhich that consumer, through his or her physiciapt@rmacist, can rely. It does not change the d¢dckduty by th
brandname manufacturer as to the manufacturer of thergedrug to say that the generic manufacturer meysicate for us
with its own drug the wording of the dosing instians and warnings approved by the FDA for use gy brandrame
manufacturer. That fact, and whatever effect it mayay not have upon the generic manufactureatslity to its consumeris ¢
matter between the generic manufacturer and thsucoer, with “input”rom Congress, the FDA, and the United States Su0g
Court. The brandrame manufacturer plays no role in the generic fiaatwrer's decision to enter the market, and indd
responsible for crafting the regulatory and legahfework within which the generic manufacturer cdexoto do so.

28 These cases take this approach becauaeraitological defects and defective warnings adésiimguishable for purposes
considering liability associated with the consumptiof a drug. As the United States Supreme Couwentty explained in
non-drug case:

“According to petitioners, these claims do not faithin the [Locomotive Inspection Act's] pre-emgtéeld because[tlhe
basis of liability for failure to warn ... is ndig “design” or “manufacture” of a product,” butinstead the failure to provid
adequate warnings regarding the product’s risks.'..
“We disagree. A failure-tavarn claim alleges that the product itself is urfldly dangerous unless accompanied by suffic
warnings or instruction®Restatement (Third) of Torts: Products Liabi@y2(c) (1997)A failure-towarn claim alleges tha
product is defectivewhen the foreseeable risks of harm posed by thdugtocould have been reduced or avoided b
provision of reasonable instructions or warningsthsy seller or other distributor, ... atlte omission of the instructions
warnings renders the product not reasonably $afee alsad., Commentl, at 33 (Reasonable designs and instructior
warnings both play important roles in the produttmd distribution of reasonably safe products’).”
Kurns v. Railroad Friction Prods. Corps— U.S. ——, ———, 132 S.Ct. 1261, 1268, —d.R&E —— (2012)emphasi
added).
The indistinguishability of labeling and product éven clearer—and more tangible—inetltase of prescription dru
Prescription drugs are approved for sale by the EBAafe and effectivanly for use as recommended in the approved lab

Mext



Wyeth, Inc. v. Weeks, --- S0.3d ---- (2014)
2014 WL 4055813, Prod.Liab.Rep. (CCH) P 19,452

3C

31

32

w
[

As an amicus brief in another case recently exptiin

“Attempts to selectively untether the design ofrespription drug from its labeling by allowing aich
that ‘the drug’s risks outweighed its benefits’ nmakit unreasonably dangerous ignore one veryrsalie
fact: The FDA-approved ‘benefit’ is derived only bgference to the approved indications in the
product labeling, and the source of the ‘risks’ wich the benefits are compared also is the
FDA-approved labeling. In other words pharmaceutical product cannot be divorced frosnabel as

it is not possible to conduct a risk/benefit (icesign defect) evaluation without the product latog”

Brief of the Generic Pharmaceutical Associatioramscus curiae in support of the petitioneMuitual Pharm. Co. v. Bartlett,
No. 12-142, Jan. 22, 2013, p. 16 (appellate badfnited States Supme Court 2013) (emphasis added). See also n¢
infra.Indeed, the United States Supreme CouRlifiVA itself treated the label and warnings that acconggathe drug as
integral part of the drug itself. Adequate warnings lack thereof, are amseparable part of the product purchased
consumed by the plaintiff. (No one, for example uldocontend that Tylenol brand acetaminophen solcbhsumers as a p
remedy, but without any labels prescribing dosagewarning of the harmful side effiscof taking more than the prescril
dosage would amount to the same product as TyEaidlwith a label prescribing a dosage of only telolets every six hours
and warning of harmful side effects if that dosegexceeded.)

Even this Court has had @son to express its understanding that the daestguctions and the warnings of contraindicat
and side effects set out in a drug’s label makedthig what it is. IrStone v. Smith, Kline & French Lald47 So.2d 1301, 13
(Ala.1984) this Court analyzed a “failure to warn” as anexdmf products-liability law, and explained th#te adequacy of tl
accompanying warning determines whether the drsgnarketedis defective, or reasonably dangerous.”

In Wyeth v. Levineb55 U.S. 555, 129 S.Ct. 1187, 173 L.Ed.2d 51 (20@% Supreme Court held that lawsuits ag
brand-name manufacturers of prescription drugs wet@reempted by federal law.

SeeDemahy v. Schwarz Pharma, In€Q2 F.3d 177 (5th Cir.2012%mith v. Wyeth, Inc657 F.3d 420 (6th Cir.2011Mensing \
Wyeth, Inc.,658 F.3d 867 (8th Cir.20L1Baymiller v. Ranbaxy Pharm., In@94 F.Supp.2d 1302 (D.Nev.201&trayhorn v
Wyeth Pharm., Inc.882 F.Supp.2d 1020 (W.D.Tenn.201Phelps v. Wyeth, Inc857 F.Supp.2d 1114 (D.Or.201dletz v
Wyeth LLC,830 F.Supp.2d 1291 (M.D.Fla.2011gshley v. Pfizer, Inc877 F.Supp.2d 466 (S.D.Miss.20;1@uarino v. Wyet
LLC, No. 8:10-cv—2885-T-30GTW (M.D.Fla. Apr. 3, 201)of reported in F.Supp.2d)ross v. Pfizer, Inc.,No.
10-CV-00110-AW (D.Md. Sep. 7, 2011) (not reportadFiSupp.2d); andrullington v. PLIVA, Inc.No. 4:10CV00236JL!
(E.D.Ark. Dec. 12, 2011) (not reported in F.Supp.Zbme of these are cases in which a court thérteaded the issue bedor
PLIVA had an opportunity aftePLIVA to revisit its previous ruling, only to reaffirm ah previous ruling and implicitly «
explicitly conclude that the Supreme Court’s hoidin PLIVA did not alter the court’s preLIVA analysis.

The court explained that the term “products lidpiiction” was simply a reference todry action brought for or on accoun
personal injury, death or propertiamage caused by or resulting from the manufacwoestruction, design, formulation
warning, instructing, marketing, advertising, pagkg or labeling of any product.’857 F.3d at 423quoting Ky.Rev.Stat.
411.300(1)2010)).
Cases from jurisdictions decided under a legistdfivor in some cases judicially, crafted “produ@sility doctrine” that ha
supplanted or supplemented traditional common-la@oties of recovgrare entirely apposite to the question at handh
doctrines, as in Kentucky, invariably reflect coomdaw theories of recovery, including misrepreseotatand suppressi
relating to labeling and warnings, and, like thenomon-law claims alleged heralso require the existence of a duty arising
of a sufficient nexus between the manufactureramsumer in relation to the product consumed.
For the same reason, it is not necessary to adthiesssue whether the claims made by the plaintiffhis case should
considered Alabama Extended Manufacturer’s Ligbilioctrine claims or may be considered conventigrabuctstiability
claims based on common-law theories of fraud apgmassion. A duty arising from a relationship oxueebetweenhe partie
would be necessary in either case; none exists here

The Florida federal district court went on to explthat “many of the preHLIVA] decisions in Florida and elsewhere appart
assumed that consumers would have a remedy agginstic drug manufacturerbut that this assumption was not the basi
those decision®30 F.Supp.2d at 1294
As did the Oregon federal courtfhelps v. Wyeth, suprthe federal district court iNMetzexplained how the opinion BLIVA
itself reveals the Supreme Court’s understandiag ite decision iPLIVA changed nothing as to the lack of a duty on thé
of brand-name manufacturers with respect to thasedd as a result of deficient labeling of othemmfacturers’ products:
“Tellingly, the Supreme Court irPLIVA] appeared to contemplate that consumers of gedargs may be without a reme
when it noted ‘the unfortunate hand that federalgdregulation has dealt [consumers of generic druds64 U.S. at ——
131 S.Ct] at 2581see[564 U.S. at ——, 131 S.Ct.] at 25@Dbtomayor, J., dissenting)(noting that under ttegonity’s
decision, a consumer of a generic drug ‘now hasgid to sue’).”
830 F.Supp.2d at 1294

The problem irthis case is that the relationship or nexus to ioice would normally look as the basis for a duigts betwee
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the consumer and the generic manufacturer. As siecl) see note 2Zupra, one therefore would expect that it would be
generic manufaarer that would bear responsibility for the pléfst injuries. Nor would such an outcome be unfdihe generi
manufacturer is not required to take on the manufawr distribution of the generic drug. It doesreely, weighing theisks an:
rewads of manufacturing and selling a generic drug undetever conditions are imposed by federal law.dde requires it
enter the market—not the federal government, amiody not the branshame manufacturer that developed the drug an
stands tdose market share and attendant profits if the gemeanufacturer does enter the market. The gemeanufacture
makes these decisions freely, knowing that wheseéks to profit from marketing a generic drug, aarrisks come with tha
decision. It is not the fault of the brandme manufacturer that the federal government leagled that the consumer c
competitor's product is to be blocked from imposioy that competitor the costs that would normatlgcanpany the rewar
attendant to the sale of that product.

“Johnny Spradlin Auto Parts, Inc. v. Cochr&®8 So.2d 738, 742-43 (Ala.199Qpawyers Title Ins. Corp. v. Vell®70 So.2
578, 585 (Ala.1990)Hopkins v. Lawyers Title Ins. Corfa14 So.2d 786 (Ala.1986Mid—State Homes, Inc. v. Startl866 So.2
734 (Ala.Civ.App.1979)Chandler v. Hunter340 So.2d 818 (Ala.Civ.App.1976Ff. Sims v. Tigrett229 Ala. 486, 158 So. 3
(1934)"Carter v. Chrysler Corp.743 So.2d at 461

The special concurrence states thpt]d' decision of any other jurisdiction addresshe precise question of Alabama
discussed in our answer.” — S0.3d at —— (SHBaweoncurring specially). Beginning wioster,however, there has been
almost endless stream of published opinions digtlbsreinafter that address the exact issue wesgltiere: a claim of “fraud,”
“suppression,” or “misrepresentation” in connectisith a generic manufacturer’'s use of deficientlaiy in the “pervasively”
regulated prescriptiodrug industry. And the fundamental legal principéaployed in the analysis of this issue in theseei
cases are as elemental and imbedded in the lawsotate as they are in the law of the other s@isgzussed in those decisions.

The Supreme Court previously had denied certioeaiew in Smith v. Wyeth, Inc657 F.3d 420(6th Cir.2011gert. denied, —
U.S.——, 132 S.Ct. 2103, 182 L.Ed.2d 868 (2012)

In each of these three cases, the federal Codyppéals refers to this Court’s decision on origisabmission as being erof only
two or three that have held as it did. See, &garino, 719 F.3d at 125:iting in juxtaposition to the “mountain” @fses to tt
contrary, this court’'s decision and the decisiohshe Vermont district court ifKellogg v. Wyeth762 F.Supp.2d 694, 708¢-
(D.Vt.2010) and the California district court fDonte v. Wyeth, IncL68 Cal.App.4th 89, 85 Cal.Rptr.3d 299, 310 (2008)

The special concurrence characterizes the mainiaspias simply applying “established Alabama dedcisjb “establishe
Alabama tort law” and “existing law,” concludingaththe main opinion therefore “epitomizes ... ju@icestraint.” —S0.3d ¢
—— (Shaw, J., concurring specially). For the reasomdained in this writing, however, existing Alabameecedents do r
support the holding of this Court today. To thetcany, the decision of this Court today essentiatgnds alone against Alabama
cases recognizing and applying the fundamentalciplies of relationship and duty discussed at lergthein and against
unpreedented number (approaching 100 cases) from pitisdictions applying the same fundamental pritespspecifically t
the prescription-drug industry. As the EleventhcGit puts it, these latter cases do indeed comstau‘mountain of authority”
representing an “overwhelming national consensuhi¢ contrary of the conclusion reached by thiar€Cmday.
As for the persistent suggestion that this “mounti authority” somehow addresses some issue or issues differamttlik
issue this Court addsses today, | can do little more than once againt phe reader to the discussion of and the gicoots
from so many of the cases that are part of thatufmteain,” as set out extensively on the several dozen phgésmmediatel
precede this one. As already observed, beginnitky Faster, most of this almost endless stream of precedemtsvies thi
exact issue addressed here, a claim of “fraud,’pfsesssion,” or “misrepresentationth connection with a gene
manufacturer’s use of deficient labeling in theri@esively” regulated prescriptiodrug industry. And, again, the fundame
legal principles employed in the analysis of tlsisuie in these other cases are as elemental tavihef kthis State as thiare tc
the law of the states discussed in those decisions.
Finally, although I think it clear enough from tHiscussion that both precedes and follows thisnioigt, let me be explicin
stating that any discussion of economic or othexctizal concerns found herein is not offered outgberceived need
supplant or to supplement the case authority cltad.but to further explain the reason and soesdrof that authority anth
that end, the ramifications generally and in regardhe prescriptiomrug industry in particular of an abandonment @
fundamental legal principles that inform that auityo

Conte v. Wyeth, Inc1,68 Cal.App.4th 89, 85 Cal.Rptr.3d 299 (2008)

In fact, one of the defendants in the case befer®day, Wyeth, Inc., ceased manufacturing Regtanaking any represerians
concerning it in about 2002; it sold its right taw@uce the drug to codefendant Schwarz Pharma, Inc.

Even the United States District Court for the M@listrict of Alabama, in its order certifying ts the question at hand, agrees:
“[TIhe question’s significance extends well beyotih@ Reglan litigation—and for that matter, even
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beyond pharmaceutical litigation. It is likely tecur any time a brand-name manufacturer (of any

product) is sued on fraud, misrepresentation, arslippression theories by a plaintiff who claims to

have been injured while using a generic-equivgteaduct.”
See also Alissa J. Strond@ut He Told Me It was Safe!”: The Expanding ToriN&fgligent RepresentatioAQ U. Mem. L.Re\
105, 142 (Fall 2009(explaining that it is “not unreasonable to assuthat theContedecision could be applied outside the «
context).

End of Document © 2014 Thomson Reuters. No claim to original U.S. Government Works.
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131 S.Ct. 2567
Supreme Court of the United States

PLIVA, INC., et al., Petitioners,
V.

Gladys MENSING.
Actavis Elizabeth, LLC, Petitioner,
V.

Gladys Mensing.

Actavis, Inc., Petitioner,

v.

Julie Demahy.

Nos. 09—993, 09—-1039, 09—1501. | Argued March
30, 2011. | Decided June 23, 2011.

Synopsis

Background: Consumer brought action in state court
against generic drug manufacturer, alleging thaglterm
metoclopramide use caused her tardive dyskinesih an
that the manufacturer was liable under the Loussian
Products Liability Act (LPLA). Following removalhée
United States District Court for the Eastern Dittrof
Louisiana,Carl J. BarbierJ.,586 F.Supp.2d 643ranted

in part and denied in part manufacturer's motion to
dismiss. Manufacturer appealed. The United StatastC

of Appeals for the Fifth CircuifPatrick E. Higginbothaimn
Circuit Judge593 F.3d 428affirmed. In a separate suit, a
second consumer brought action against generic drug
manufacturers, alleging that long-term metoclopdimi
use caused her tardive dyskinesia and that the
manufacturers were liable under Minnesota stateldor.
The United States District Court for the Districf o
Minnesota, 562 F.Supp.2d 10562008 WL 4724286,
entered summary judgment in favor of manufacturers.
Consumer appealed. The United States Court of Appea
for the Eighth CircuitMurphy, Circuit Judge588 F.3d
603, reversed in part. Certiorari was granted as td bot
cases, and the cases were consolidated.

[Holding:] The Supreme Court, Justi€¢@omas held that
federal law pre-empted state laws imposing the daty
change a drug’s label upon generic drug manufacture

Reversed and remanded.

JusticeKennedyjoined in part.
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Justice Sotomayoy filed a dissenting opinion in which
Justice Ginsburg Justice Breyer, and JusticeKagan
joined.

West Codenotes

Limited on Preemption Grounds
LSA-R.S. 9:2800.57

*2569 Syllabus
Five years after the Food and Drug AdministratiBDA)
first approved metoclopramide, a drug commonly used
treat digestive tract problems, under the brand enam
Reglan, generic manufacturers such as petitionss a
began producing the drug. Because of accumulating
evidence that long-term metoclopramide use canecaus
tardive dyskinesia, a severe neurological disorder,
warning labels for the drug have been strengthearet
clarified several times, most recently in 2009.

Respondents were prescribed Reglan in 2001 and, 2002
but both received the generic drug from their pteaists.
After taking the drug as prescribed for severakgehoth
developed tardive dyskinesia. In separate state-c¢ort
actions, they sued petitioners, the generic drug
manufacturers that produced the metoclopramide they
took (Manufacturers). Each respondent allegater alia,

that long-term metoclopramide use caused her désord
and that the Manufacturers were liable under statdaw

for failing to provide adequate warning labels. Hath
suits, the Manufacturers urged that federal statated
FDA regulations pre-empted the state tort claims by
requiring the same safety and efficacy labelinggemeric
metoclopramide as was mandated at the time foraReg|
The Fifth and Eighth Circuits rejected these arguisie
holding that respondents’ claims were not pre-ethpte

Held: The judgment is reversed, and the cases are
remanded.

588 F.3d 60&and593 F.3d 428reversed and remanded.

JusticeTHOMAS delivered the opinion of the Court with
respect to all but Part 11I-B-2, concluding thatideal
drug regulations applicable to generic drug martufacs
directly conflict with, and thus pre-empt, thesatst
claims. Pp. 2573 — 2579, 2580 — 2582.

*2570 (a) Because pre-emption analysis requires a
comparison between federal and state law, the Court
begins by identifying the state tort duties andefadl
labeling requirements applicable to the Manufactire
Pp. 2573 — 2577.
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(1) State tort law requires a manufacturer thatais,
should be, aware of its drug’s danger to labeh iaiway
that renders it reasonably safe. Respondents plete

the Manufacturers knew, or should have known, ot

the long-term use of their products carried a high of
tardive dyskinesia and that their labels did nacpdhtely
warn of that risk. Taking these allegations as,trhe
state-law duty required the Manufacturers to use a
different, stronger label than the one they acyualied.

Pp. 2573 — 2574,

(2) On the other hand, federal drug regulations, as
interpreted by the FDA, prevented the Manufacturers
from independently changing their generic drugdetsa
labels. A manufacturer seeking federal approvahéoket

a new drug must prove that it is safe and effecive that
the proposed label is accurate and adequate. Ajththe
same rules originally applied to all drugs, the 498w
commonly called the Hatch—-Waxman Amendments
allows a generic drug manufacturer to gain FDA apaf
simply by showing that its drug is equivalent to an
already-approved brand-name drug, and that thetysafe
and efficacy labeling proposed for its drug is taene as
that approved for the brand-name drug. Respondents
contend that federal law nevertheless provides w®n
through which the Manufacturers could have altehesir
metoclopramide labels in time to prevent the irgsitere.
These include: (1) the FDA’s “changes-being-effdtte
(CBE) process, which permits drug manufacturers,
without preapproval, to add or strengthen a wariéhg!;

and (2) sending “Dear Doctor” letters providing
additional warnings to prescribing physicians arideo
healthcare professionals. However, the FDA derfias t
the Manufacturers could have used either of these
processes to unilaterally strengthen their warnaizgls.
The Court defers to the FDA's views because theynat
plainly erroneous or inconsistent with the regolasi, and
there is no other reason to doubt that they reftaet
FDA's fair and considered judgmenAuer v. Robbins,
519 U.S. 452, 461, 462, 117 S.Ct. 905, 137 L.EG2d
Assuming, without deciding, that the FDA is corréuat
federal law nevertheless required the Manufactuters
ask for the agency's assistance in convincing the
brand-name manufacturer to adopt a stronger label,
Court turns to the pre-emption question. Pp. 252577.

(b) Where state and federal law directly conflgtgte law
must give way. See.g.,Wyeth v. Levine555 U.S. 555,
583, 129 S.Ct. 1187, 173 L.Ed.2d 53uch a conflict
exists where it is “impossible for a private patty
comply with both state and federal requirements.”
Freightliner Corp. v. Myrick,514 U.S. 280, 287, 115
S.Ct. 1483, 131 L.Ed.2d 38®p. 2577 — 2579, 2580 —
2582,

Mext

(1) The Court finds impossibility here. If the
Manufacturers had independently changed their $atmel
satisfy their state-law duty to attach a safer llabeheir
generic metoclopramide, they would have violated th
federal requirement that generic drug labels bestmae

as the corresponding brand-name drug labels. Thwas
impossible for them to comply with both state aederal
law. And even if they had fulfilled their federalty to
ask for FDA help in strengthening the corresponding
brand-name label, assuming such a duty exists, they
would not have satisfied their state tort-law dubgate
law demanded a safer label; it did not requigb7l
communication with the FDA about the possibility af
safer label. Pp. 2577 — 2578.

(2) The Court rejects the argument that the
Manufacturers’ pre-emption defense fails becaussy th
failed to ask the FDA for help in changing the
corresponding brand-name label. The proper question
“impossibility” analysis is whether the private pacould
independently do under federal law what state law
requires of it. Se&Vyeth, supraat 573, 129 S.Ct. 1187.
Accepting respondents’ argument would render confli
pre-emption largely meaningless by making most
conflicts between state and federal law illusorythese
cases, it is possible that, had the Manufacturgkedathe
FDA for help, they might have eventually been aftule
strengthen their warning label. But it is ajsossiblethat
they could have convinced the FDA to reinterprst it
regulations in a manner that would have openedCBE
process to them, persuaded the FDA to rewritedatwerjc
drug regulations entirely, or talked Congress into
amending the Hatch—-Waxman Amendments. If these
conjectures sufficed to prevent federal and stateffom
conflicting, it is unclear when, outside of express
pre-emption, the Supremacy Clause would have any
force. That Clause—which makes federal law “the
supreme Law of the Land ... any Thing in the Cduttin

or Laws of any State to the Contrary notwithstagdin
U.S. Const., Art. VI, cl. 2-cannot be read to permit an
approach to pre-emption that renders conflict prgptéon

all but meaningless. Here, it is enough to hold thzen a
party cannot satisfy its state duties without thezid¥al
Government’s special permission and assistanceshwhi
dependent on the exercise of judgment by a federal
agency, that party cannot independently satisfgetgiate
duties for pre-emption purposes. Pp. 2578 — 253902
2581.

(3) Wyethis not to the contrary. The Court there held that
a state tort action against a brand-name drug raahuér

for failure to provide an adequate warning labebkwat
pre-empted because it was possible for the manufact
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to comply with both state and federal law under the
FDA's CBE regulation555 U.S., at 572-573, 129 S.Ct.
1187.The federal statutes and regulations that apply to
brand-name drug manufacturers differ, by Congress’
design, from those applicable to generic drug
manufacturers. And different federal statutes and
regulations may, as here, lead to different pretemp
results. This Court will not distort the Supremaghause

in order to create similar pre-emption across aiuligar
statutory scheme. Congress and the FDA retain &tytho
to change the law and regulations if they so de$ime
2580 — 2582.

THOMAS, J., delivered the opinion of the Court, except
as to Part III-B-2ROBERTS C.J., andSCALIA and
ALITO, JJ., joined that opinion in full, arlKENNEDY,

J., joined as to all but Part I1I-B—SOTOMAYOR J.,
fled a dissenting opinion, in whichGINSBURG
BREYER andKAGAN, JJ., joined.
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Opinion

Justice THOMAS delivered the opinion of the Court,
except as to Part 11I-B-2.

These consolidated lawsuits involve state tort-tdams
based on certain drug manufacturers’ alleged filar
provide adequate warning labels for generic
metoclopramide. The question presented is whether
federal drug regulations applicable to generic drug
manufacturers directly conflict with, and thus erept,
these state-law claims. We hold that they do.

Metoclopramide is a drug designed to speed the
movement of food through the digestive system. The
Food and Drug Administration (FDA) first approved
metoclopramide tablets, under the brand name Reilan
1980. Five years later, generic manufacturers bégan
producing metoclopramide. The drug is commonly used
to treat digestive tract problems such as diabetic
gastroparesis and gastroesophageal reflux disorder.

Evidence has accumulated that long-term metocloiolem
use can cause tardive dyskinesia, a severe neigalog
disorder. Studies have shown that up to 29% ofptti
who take metoclopramide for several years devetip t
condition. McNeil v. Wyeth,462 F.3d 364, 370, n. 5
(C.A5 2006) see also Shaffer, Butterfield, Pamer, &
Mackey, Tardive Dyskinesia Risks and Metoclopramide
Use Before and After U.S. Market Withdrawal of
Cisapride, 44 J. Am. Pharmacists Assn. 661, 6684p0
(noting 87 cases of metoclopramide-related tardive
dyskinesia reported to the FDA’s adverse eventntemp
system by mid—2003).

Accordingly, warning labels for the drug have been
strengthened and clarified several times. In 1885abel
was modified to warn that “tardive dyskinesia ..aym
develop in patients treated with metoclopramided ¢he
drug’s package insert added that “[tlherapy lorthan 12
weeks has not been evaluated and cannot be
recommended.” Physician’'s Desk Reference 1635-1636
(41st ed.1987); see also Brief for Petitioner PLI¥al.
21-22 (hereinafter PLIVA Brief). In 2004, the
brand-name Reglan manufacturer requested, andlihe F
approved, a label change to add that “[t]herapykhoot
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exceed 12 weeks in duration.” Brief for Unité@573
States ag&\micus Curiae8 (hereinafter U.S. Brief). And in
2009, the FDA ordered a black box warning—its
strongest—which states: “Treatment with metoclopdem
can cause tardive dyskinesia, a serious move msoitcr
that is often irreversible Treatment  with
metoclopramide for longer than 12 weeks should be
avoided in all but rare cases.” See Physician’skDes
Reference 2902 (65th ed.2011).

Gladys Mensing and Julie Demahy, the plaintiffshase
consolidated cases, were prescribed Reglan in 2001
2002, respectively. Both received generic metocopde
from their pharmacists. After taking the drug as
prescribed for several years, both women developed
tardive dyskinesia.

In separate suits, Mensing and Demahy sued therigene
drug manufacturers that produced the metoclopramide
they took (Manufacturers). Each alleged, as relehare,
that long-term metoclopramide use caused her tardiv
dyskinesia and that the Manufacturers were lialniéeu
state tort law (specifically, that of Minnesota and
Louisiana) for failing to provide adequate warnlabels.
They claimed that “despite mounting evidence tloai|
term metoclopramide use carries a risk of tardive
dyskinesia far greater than that indicated on #izell”
none of the Manufacturers had changed their latwels
adequately warn of that dangédensing v. Wyeth, Inc.,
588 F.3d 603, 605 (C.A.8 20Q09%ee alsoDemahy v.
Actavis, Inc.593 F.3d 428, 430 (C.A.5 2010)

In both suits, the Manufacturers urged that fedéral
pre-empted the state tort claims. According to the
Manufacturers, federal statutes and FDA regulations
required them to use the same safety and efficmsling

as their brand-name counterparts. This means, they
argued, that it was impossible to simultaneouslmly

with both federal law and any state tort-law dutatt
required them to use a different label.

The Courts of Appeals for the Fifth and Eighth Qits
rejected the Manufacturers’ arguments and held that
Mensing and Demahy’s claims were not pre-empted. Se
588 F.3d, at 61493 F.3d, at 449Ve granted certiorari,
562 U.S. , 131 S.Ct. 817, 178 L.Ed.2d 550 (2010
consolidated the cases, and now reverse each.

Pre-emption analysis requires us to compare federdl
state law. We therefore begin by identifying thatesttort

Mext

duties and federal labeling requirements applicédblthe
Manufacturers.

A

1 12 Bt is undisputed that Minnesota and Louisiana tort
law require a drug manufacturer that is or shogldware

of its product’s danger to label that product iway that
renders it reasonably safe. Under Minnesota lawictwh
applies to Mensing’s lawsuit, “where the manufaetur.

of a product has actual or constructive knowledde o
danger to users, the ... manufacturer has a dutivi®
warning of such dangersFrey v. Montgomery Ward &
Co.,258 N.w.2d 782, 788 (Minn.197.7%imilarly, under
Louisiana law applicable to Demahy’'s lawsuit,
manufacturer's duty to warn includes a duty to piev
adequate instructions for safe use of a produgtzhl v.
Novartis Pharmaceuticals Corp283 F.3d 254, 269-270
(C.A5 2002) see alsoLa.Rev.Stat. Ann. § 9:2800.57
(West 2009) In both States, a duty to warn falls
specifically on the manufacturer. Sdarks v. OHMEDA,
Inc., 2003-1446, pp. 8-9 (La.App.3/31/04), 871 So.2d
1148, 1155Gray v. Badger Min. Corp676 N.W.2d 268,
274 (Minn.2004)

a

*2574 Mensing and Demahy have pleaded that the
Manufacturers knew or should have known of the high
risk of tardive dyskinesia inherent in the longateuse of
their product. They have also pleaded that the
Manufacturers knew or should have known that their
labels did not adequately warn of that risk. App7-4438,
67-69, 94-96. The parties do not dispute thathéfsé
allegations are true, state law required the Martufers

to use a different, safer label.

B

Federal law imposes far more complex drug labeling
requirements. We begin with what is not in dispute.
Under the 1962 Drug Amendments to the Federal Food,
Drug, and Cosmetic Act, 76 Stat. 7&1, U.S.C. § 30kt
seq.,a manufacturer seeking federal approval to maaket
new drug must prove that it is safe and effectind that
the proposed label is accurate and adeduaes,e.g.,21
U.S.C. 88 355(b)(1)d); Wyeth v. Levine555 U.S. 555,
567, 129 S.Ct. 1187, 173 L.Ed.2d 51 (200®eeting
those requirements involves costly and lengthyicdin
testing.88 355(b)(1)(A) (d); see also D. Beers, Generic
and Innovator Drugs: A Guide to FDA Approval
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Requirements § 2.02[A] (7th ed.2008).

Originally, the same rules applied to all drugs.1984,
however, Congress passed the Drug Price Competition
and Patent Term Restoration Act, 98 Stat. 1585,
commonly called the Hatch—-Waxman Amendments.
Under this law, “generic drugs” can gain FDA apmbov
simply by showing equivalence to a reference listady
that has already been approved by the FRA.U.S.C. §
355())(2)(A). This allows manufacturers to develop
generic drugs inexpensively, without duplicatinge th
clinical trials already performed on the equivalent
brand-name drug. A generic drug application musb al
“show that the [safety and efficacy] labeling preged ...

is the same as the labeling approved for the [brede]
drug.” 8 355(j)(2)(A)(v) see alsag 355(j)(4)(G) Beers

8§ 3.01, 3.03[A].

As a result, brand-name and generic drug manufarstur
have different federal drug labeling duties. A latarame
manufacturer seeking new drug approval is respamsib
for the accuracy and adequacy of its label. ®ag, 21
U.S.C. 88 355(b)(1)(d); Wyeth, supraat 570-571, 129
S.Ct. 1187. A manufacturer seeking generic drug
approval, on the other hand, is responsible fourng
that its warning label is the same as the branderam
See,e.g., 8 355(j)(2)(A)(v) & 355())(4)(G) 21 CFR 88
314.94(a)(8)314.127(a)(7)

4 8 The parties do not disagree. What is in dispute is
whether, and to what extent, generic manufactumeay
change their labelafter initial FDA approval. Mensing
and Demahy contend that federal law provided sévera
avenues through which the Manufacturers could have
altered their metoclopramide labels in time to prevthe
injuries here. The FDA, however, tells us thahterprets

its regulations to require that the warning lal&lS75 of

a brand-name drug and its generic copy must ahkays
the same—thus, generic drug manufacturers have an
ongoing federal duty of “sameness.” U.S. Brief $6p
also 57 Fed.Reg. 17961 (1992)[T]he [generic drug’s]
labeling must be the same as the listed drug pitduc
labeling because the listed drug product is thesbias
[generic drug] approval”). The FDA's views are
“controlling unless plainly erroneous or inconsigtavith

the regulation[s]” or there is any other reasondtmbt
that they reflect the FDA'’s fair and consideredgoment.
Auer v. Robbins519 U.S. 452, 461, 462, 117 S.Ct. 905,
137 L.Ed.2d 79 (1997)(internal quotation marks
omitted)?
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[ First, Mensing and Demahy urge that the FDA's
“changes-being-effected” (CBE) process allowed the
Manufacturers to change their labels when necesSawy
Brief for Respondents 33-35; see als63 F.3d, at
439-444; Gaeta v. Perrigo Pharmaceuticals C®%30
F.3d 1225, 1231 (C.A.9 201 1Foster v. American Home
Prods. Corp.,29 F.3d 165, 170 (C.A.4 1994)he CBE
process permits drug manufacturers to “add or gthem

a contraindication, warning, [or] precautior®l CFR §
314.70(c)(6)(ii))(A) (2006), or to “add or strengthen an
instruction about dosage and administration that is
intended to increase the safe use of the drug ptgd8
314.70(c)(6)(ii))(C) When making labeling changes using
the CBE process, drug manufacturers need not wait f
preapproval by the FDA, which ordinarily is necegsa
change a labelWyeth, supraat 568, 129 S.Ct. 1187.
They need only simultaneously file a supplemental
application with the FDA21 CFR §& 314.70(c)(6)

The FDA denies that the Manufacturers could hawa us
the CBE process to unilaterally strengthen theirnivey
labels. The agency interprets the CBE regulatioalltmw
changes to generic drug labels only when a gemietig
manufacturer changes its label to match an updated
brand-name label or to follow the FDA's instructson
U.S. Brief 15, 16, n. 7 (interpretin2l CFR §
314.94(a)(8)(iv); U.S. Brief 16, n. 8. The FDA argues
that CBE changes unilaterally made to strengthen a
generic drug’'s warning label would violate the stas
and regulations requiring a generic drug’s labeinatch

its brand-name counterpart’id., at 15-16; see als®l
U.S.C. 8 355(j)(4)(G) 21 CFR 88 314.94(a)(8)(iii)
314.150(b)(10)approval may be withdrawn if the generic
drug’s label “is no longer consistent with that fiohe
brand-name]”).

We defer to the FDA's interpretation of its CBE and
generic labeling regulations. Although Mensing and
Demahy offer other ways to interpret the regulatjosee
Brief for Respondents 33—-35, we do not find thenagks
interpretation “plainly erroneous or inconsisterithwthe
regulation.” Auer, supra, at 461, 117 S.Ct. 90@nternal
guotation marks omitted). Nor do Mensing and Demahy
suggest there is any other reason to doubt thecgigen
reading. We therefore conclude that the CBE provess
not open to the Manufacturer2576 for the sort of
change required by state law.

2

Next, Mensing and Demahy contend that the
Manufacturers could have used “Dear Doctor” lettiers
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send additional warnings to prescribing physiciamnsl
other healthcare professionals. See Brief for Redgots
36; 21 CFR 8§ 200.5Again, the FDA disagrees, and we
defer to the agency’s views.

[1 The FDA argues that Dear Doctor letters qualify as
“labeling.” U.S. Brief 18; see als?l U.S.C. § 321(mR1
CFR § 202.1( )(2). Thus, any such letters must be
“consistent with and not contrary to [the drug’speaoved

... labeling.” 21 CFR § 201.100(d)(1)A Dear Doctor
letter that contained substantial new warning imfation
would not be consistent with the drug’s approved
labeling. Moreover, if generic drug manufacturéng, not
the brand-name manufacturer, sent such letterd, tha
would inaccurately imply a therapeutic difference
between the brand and generic drugs and thus dmild
impermissibly “misleading.” U.S. Brief 19; s@d CFR §
314.150(b)(3XFDA may withdraw approval of a generic
drug if “the labeling of the drug ... is false oisteading

in any particular”).

As with the CBE regulation, we defer to the FDA.
Mensing and Demahy offer no argument that the FDA's
interpretation is plainly erroneous. S&eer,519 U.S., at
461, 117 S.Ct. 90%Accordingly, we conclude that federal
law did not permit the Manufacturers to issue adddl
warnings through Dear Doctor letters.

3

Though the FDA denies that the Manufacturers could
have used the CBE process or Dear Doctor letters to
strengthen their warning labels, the agency assieatsa
different avenue existed for changing generic dalgls.
According to the FDA, the Manufacturers could have
proposed—indeed, were required to propose—stronger
warning labels to the agency if they believed such
warnings were needed. U.S. Brief B7; Fed.Reg. 17961.

If the FDA had agreed that a label change was sacgs

it would have worked with the brand-name manufaatur
to create a new label for both the brand-name americ
drug. Ibid.

The agency traces this duty g1 U.S.C. § 352(f)(2)
which provides that a drug is “misbranded ... [e§d its
labeling bears ... adequate warnings against safan
dosage or methods or duration of administration or
application, in such manner and form, as are nacg$sr

the protection of users.” See U.S. Brief 12. Byutaton,

the FDA has interpreted that statute to requiret tha
“labeling shall be revised to include a warningsasn as
there is reasonable evidence of an associatiorsefiaus
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hazard with a drug.21 CFR § 201.57(e)

According to the FDA, these requirements apply to
generic drugs. As it explains, a “ ‘central premise
federal drug regulation is that the manufacturearbe
responsibility for the content of its label at #thes.” ”
U.S. Brief 12-13 (quotingVyeth,555 U.S., at 570-571,
129 S.Ct. 1187)The FDA reconciles this duty to have
adequate and accurate labeling with the duty ofesess

in the following way: Generic drug manufactureratth
become aware of safety problems must ask the agency
work toward strengthening the label that appliebdth
the generic and brand-name equivalent drug. U.&f Br
20.

The Manufacturers and the FDA disagree over whether
this alleged duty to request a strengthened latieialy
existed.*2577 The FDA argues that it explained this duty
in the preamble to its 1992 regulations implemeantime
Hatch—-Waxman Amendmentsbid.; see 57 Fed.Reg.
17961 (“If a [generic drug manufacturer] believes new
safety information should be added to a product's
labeling, it should contact FDA, and FDA will deténe
whether the labeling for the generic and listedgdru
should be revised”). The Manufacturers claim tHa t
FDA's 19—year—old statement did not create a daiy

that there is no evidence of any generic drug naotufer
ever acting pursuant to any such duty. See Tr. @&l O
Arg. 19-24; Reply Brief for Petitioner PLIVA et al.
18-22. Because we ultimately find pre-emption even
assuming such a duty existed, we do not resolve the
matter.

C

To summarize, the relevant state and federal reménts
are these: State tort law places a duty directhalbdrug
manufacturers to adequately and safely label their
products. Taking Mensing and Demahy’s allegatioss a
true, this duty required the Manufacturers to use a
different, stronger label than the label they atyuased.
Federal drug regulations, as interpreted by the FDA
prevented the Manufacturers from independently
changing their generic drugs’ safety labels. Bug w
assume, federal law also required the Manufactuiers
ask for FDA assistance in convincing the brand-name
manufacturer to adopt a stronger label, so that all
corresponding generic drug manufacturers couldadass
well. We turn now to the question of pre-emption.
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(8 [ 10 The Supremacy Clause establishes that federal
law “shall be the supreme Law of the Land ... aimng

in the Constitution or Laws of any State to the Cany
notwithstanding.”U.S. Const., Art. VI, cl. 2Where state
and federal law “directly conflict,” state law mugive
way. Wyeth, supraat 583, 129 S.Ct. 11§7HOMAS, J.,
concurring in judgment); see algorosby v. National
Foreign Trade Council530 U.S. 363, 372, 120 S.Ct.
2288, 147 L.Ed.2d 352 (200@)[S]tate law is naturally
preempted to the extent of any conflict with a fadle
statute”). We have held that state and federaldamflict
where it is “impossible for a private party to cdgynprith
both state and federal requiremerit&feightliner Corp.

v. Myrick, 514 U.S. 280, 287, 115 S.Ct. 1483, 131
L.Ed.2d 385 (1995}internal quotation marks omitted).

A

1 We find impossibility here. It was not lawful unde
federal law for the Manufacturers to do what stat®
required of them. And even if they had fulfilledeth
federal duty to ask for FDA2578 assistance, they would
not have satisfied the requirements of state law.

If the Manufacturers had independently changedr thei
labels to satisfy their state-law duty, they wolldve
violated federal law. Taking Mensing and Demahy’s
allegations as true, state law imposed on the
Manufacturers a duty to attach a safer label tar the
generic metoclopramide. Federal law, however,
demanded that generic drug labels be the sametahes

as the corresponding brand-name drug labels.e5ge21
CFR § 314.150(b)(10)Thus, it was impossible for the
Manufacturers to comply with both their state-lamtydto
change the label and their federal law duty to kdep
label the same.

The federal duty to ask the FDA for help in strémegiing

the corresponding brand-name label, assuming such a
duty exists, does not change this analysis. Althoug
requesting FDA assistance would have satisfied the
Manufacturers’ federal duty, it would not have sfid
their state tort-law duty to provide adequate lemoel
State law demanded a safer label; it did not icstthe
Manufacturers to communicate with the FDA about the
possibility of a safer label. Indeed, Mensing aretiahy
deny that their state tort claims are based on the
Manufacturers’ alleged failure to ask the FDA for
assistance in changing the labels. Brief for Redpots
53-54; cf.Buckman Co. v. Plaintiffs’ Legal Comns31
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U.S. 341, 121 S.Ct. 1012, 148 L.Ed.2d 854 (2001)
(holding that federal drug and medical device laws
pre-empted a state tort-law claim based on failire
properly communicate with the FDA).

1

Mensing and Demahy contend that, while their siate-
claims do not turn on whether the Manufacturersedsk
the FDA for assistance in changing their labelg th
Manufacturers’ federal affirmative  defense  of
pre-emption does. Mensing and Demahy argue theif
Manufacturers had asked the FDA for help in champgin
the corresponding brand-name label, they might
eventually have been able to accomplish under &der
law what state law requires. That is true enoughe T
Manufacturers “freely concede” that they could have
asked the FDA for help. PLIVA Brief 48. If they had
done so, and if the FDA decided there was sufficien
supporting information, and if the FDA undertook
negotiations with the brand-name manufacturer, #nd
adequate label changes were decided on and
implemented, then the Manufacturers would haveestar
a Mouse Trap game that eventually led to a bedtezllon
generic metoclopramide.

This raises the novel question whether conflict
pre-emption should take into account these possible
actions by the FDA and the brand-name manufacturer.
Here, what federal law permitted the Manufactuterdo
could have changed, even absent a change in the law
itself, depending on the actions of the FDA and the
brand-name manufacturer. Federal law does nottdicta
the text of each generic drug’s label, but rathes those
labels to their brand-name counterparts. Thus,rédaw
would permit the Manufacturers to comply with thats
labeling requirements if, and only if, the FDA atite
brand-name manufacturer changed the brand-namé labe
to do so.

Mensing and Demahy assert that when a private ‘party
ability to comply with state law depends on apptarad
assistance from the FDA, proving pre-emption rezgiir
that party to demonstrate that the FDA would noteha
allowed compliance*2579 with state law. Here, they
argue, the Manufacturers cannot bear their burden o
proving impossibility because they did not even to
start the process that might ultimately have alidweem
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to use a safer label. Brief for Respondents B1s is a
fair argument, but we reject it.

The question for “impossibility” is whether the yate
party could independently do under federal law vetate
law requires of it. Se®yeth,555 U.S., at 573, 129 S.Ct.
1187 (finding no pre-emption where the defendant could
“unilaterally” do what state law required). Acceyi
Mensing and Demahy’s argument would render conflict
pre-emption largely meaningless because it woulétema
most conflicts between state and federal law illystVe
can often imagine that a third party or the Federal
Governmenimightdo something that makes it lawful for
a private party to accomplish under federal law tvdtate
law requires of it. In these cases, it is certaipbgsible
that, had the Manufacturers asked the FDA for hibipy
might have eventually been able to strengthen their
warning label. Of course, it is alspossiblethat the
Manufacturers could have convinced the FDA to
reinterpret its regulations in a manner that wobh&le
opened the CBE process to them. Following Mensimd) a
Demahy’s argument to its logical conclusion, itaiso
possiblethat, by asking, the Manufacturers could have
persuaded the FDA to rewrite its generic drug ratiprhs
entirely or talked Congress into amending the
Hatch—-Waxman Amendments.

If these conjectures suffice to prevent federal atade
law from conflicting for Supremacy Clause purposes
unclear when, outside of express pre-emption, the
Supremacy Clause would have any fcriée do not read
the Supremacy Clause to permit an approach to
pre-emption that renders conflict pre-emption allt b
meaningless. The Supremacy Clause, on its facegsnak
federal law “the supreme Law of the Land” even abse
an express statement by Congrd$sS. Const., Art. VI,

cl. 2.

2

Moreover, the text of the Clause—that federal |dnalls
be supreme, “any Thing in the Constitution or Lag¥s
any State to the Contrary notwithstanding”—plainly
contemplates conflict pre-emption by describingefed
law as effectively repealing contrary state ldkid.; see
Nelson,Preemption, 86 Va. L.Rev. 225, 234 (200d),

at 252-253(describing discussion of the Supremacy
Clause in state ratification debates as concerwimgther
federal law could repeal state law, or vice ver§d)e
phrase “any [state law] to the Contrary notwithdiag”

is anon obstanteprovision. Id., at 238-240, nn. 43-45.
Eighteenth-century legislatures usedon obstante
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provisions to specify the degree to which a neviugta
was meant to repeal older, potentially conflictstgtutes

in the same field.ld., at 238-240(citing dozens of
statutes from the 1770's and 1780's with similar
provisions). Anon obstanteprovision “in a new statute
acknowledged that the statute might contradictrpiaay
and instructed courts not to apply the generalymgdion
against implied repealsld., at 241-242; 4 M. Bacon, A
New Abridgment of the Law 639 (4th ed. 1778)
(“Although *2580 two Acts of Parliament arseemingly
repugnant, yet if there be no Clausenoh Obstantan
the latter, they shall if possible have such Camsimn,
that the latter may not be a Repeal of the former b
Implication”). The non obstante provision in the
Supremacy Clause therefore suggests that fedewal la
should be understood to impliedly repeal confligtstate
law.

Further, the provision suggests that courts shadd
strain to find ways to reconcile federal law with
seemingly conflicting state law. Traditionally, etauwent

to great lengths attempting to harmonize confligtin
statutes, in order to avoid implied repeal¥arder v.
Arell, 2 Va. 282, 296 (1796)opinion of Roane, J.)
(“I[W]e ought to seek for such a construction asl wil
reconcile [the statutes] together’judlow’s Heirs v.
Johnston3 Ohio 553, 564 (1828)[l]f by any fair course

of reasoning the two [statutes] can be reconcitemth
shall stand”);Doolittle v. Bryan,14 How. 563, 566, 14
L.Ed. 543 (1853)(requiring “the repugnance be quite
plain” before finding implied repeal). Aon obstante
provision thus was a useful way for legislaturespecify
that they did not want courts distorting the new @
accommodate the old. Nels@upra,at 240-242; see also
J. Sutherland, Statutes and Statutory Constru@idd?7,

p. 199 (1891) (“[W]hen there is inserted in a data
provision [of non obstantq .... It is to be supposed that
courts will be less inclined against recognizing
repugnancy in applying such statutesiyeston’s Case,
73 Eng. Rep. 780, 781 (K.B.1576) (“[W]hen there tave
statutes, one in appearance crossing the other,nand
clause ofnon obstantds contained in the second statute
... the exposition ought to be that both shoulddtan
force™); G. Jacob, A New Law Dictionary (J. Morged.,
10th ed. 1782) (definition of “statute,” | 6: “[Wgh there

is a seeming variance between tstatutesand no clause
of non obstanten the latter, such construction shall be
made that both may stand”). Then obstanterovision

of he Supremacy Clause indicates that a court iesEd
no further than “the ordinary meanin[g]” of fedetaiv,
and should not distort federal law to accommodate
conflicting state lawWyeth,555 U.S., at 588, 129 S.Ct.
1187 (THOMAS, J., concurring in judgment) (internal
guotation marks omitted).
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To consider in our pre-emption analysis the comtimges
inherent in these cases—in which the Manufacturers’
ability to comply with state law depended on uraiert
federal agency and third-party decisions—would be
inconsistent with thenon obstanteprovision of the
Supremacy Clause. The Manufacturers would be reduir
continually to prove the counterfactual conducttioé
FDA and brand-name manufacturer in order to esfabli
the supremacy of federal law. We do not think the
Supremacy Clause contemplates that sort of conitnge
supremacy. Thenon obstanteprovision suggests that
pre-emption analysis should not involve speculaibout
ways in which federal agency and third-party action
could potentially reconcile federal duties with @iiming
state duties. When the “ordinary meaning” of fetlérer
blocks a private party from independently acconhtig
what state law requires, that party has established
pre-emption.

3

1% To be sure, whether a private party can act sefftty
independently under federal law to do what state la
requires may sometimes be difficult to determinet fis

is not such a case. Before the Manufacturers csatidfy
state law, the FDA—a federal agency—had to undertak
special effort permitting them to do so. To decilese
cases, it is enough to hot@581 that when a party cannot
satisfy its state duties without the Federal Gonemt’s
special permission and assistance, which is demérute
the exercise of judgment by a federal agency, plaaty
cannot independently satisfy those state duties for
pre-emption purposes.

Here, state law imposed a duty on the Manufactuers
take a certain action, and federal law barred tffiem
taking that action. The only action the Manufactsire
could independently take—asking for the FDA'’s help—
not a matter of state-law concern. Mensing and Dgfsa
tort claims are pre-empted.

C

Wyethis not to the contrary. In that case, as here, the
plaintiff contended that a drug manufacturer hashbhed

a state tort-law duty to provide an adequate wartabel.

555 U.S., at 559-560, 129 S.Ct. 118Re Court held that
the lawsuit was not pre-empted because it was lpessi
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for Wyeth, a brand-name drug manufacturer, to cgmpl
with both state and federal lavd., at 572-573, 129 S.Ct.
11877 Specifically, the CBE regulation2l CFR §
314.70(c)(6)(iii) permitted a brand-name drug
manufacturer like Wyeth “to unilaterally strengthés
warning” without prior FDA approvalb55 U.S., at 573,
129 S.Ct. 1187cf. supra, at 2575 — 2576. Thus, the
federal regulations applicable to Wyeth allowed the
company, of its own volition, to strengthen its dalin
compliance with its state tort duty.

We recognize that from the perspective of Mensind a
Demahy, finding pre-emption here but not VWyeth
makes little sense. Had Mensing and Demahy taken
Reglan, the brand-name drug prescribed by theitodsc
Wyeth would control and their lawsuits would not be
pre-empted. But because pharmacists, acting in full
accord with state law, substituted generic metaeloypde
instead, federal law pre-empts these lawsuits. 8e¢g,
Minn.Stat. § 151.21 (201(yescribing when pharmacists
may substitute generic drugs);a.Rev.Stat. Ann. §
37:1241(A)(17) (West 2007) (sameye acknowledge
the unfortunate hand that federal drug regulatias dealt
Mensing, Demahy, and others similarly situgted.

*2582 But “it is not this Court’s task to decide whether
the statutory scheme established by Congress isuahu
or even bizarre.Cuomo v. Clearing House Assn., L.L. C.,
557 U.S. 519, , 129 S.Ct. 2710, 2733, 174 Rdd.
464 (2009) (THOMAS, J., concurring in part and
dissenting in part) (internal quotation marks anackets
omitted). It is beyond dispute that the federal&s and
regulations that apply to brand-name drug manufacsu
are meaningfully different than those that applgémeric
drug manufacturers. Indeed, it is the special, diffdrent,
regulation of generic drugs that allowed the gendrug
market to expand, bringing more drugs more quickiy
cheaply to the public. But different federal statutand
regulations may, as here, lead to different pretemp
results. We will not distort the Supremacy Clauserider

to create similar pre-emption across a dissimitatusory
scheme. As always, Congress and the FDA retain the
authority to change the law and regulations if trsey
desire.

The judgments of the Fifth and Eighth Circuits are
reversed, and the cases are remanded for further
proceedings consistent with this opinion.

It is so ordered.



PLIVA, Inc. v. Mensing, 131 S.Ct. 2567 (2011)

180 L.Ed.2d 580, 79 USLW 4606, Prod.Liab.Rep. (CCH) P 18,642...

JusticeSOTOMAYOR, with whom Justic65INSBURG
JusticeBREYER and Justicé&AGAN join, dissenting.

The Court today invokes the doctrine of imposdipili
pre-emption to hold that federal law immunizes
generic-drug  manufacturers  from all  state-law
failure-to-warn claims because they cannot unitdigr
change their labels. | cannot agree. We have ioadity
held defendants claiming impossibility to a demagdi
standard: Until today, the mere possibility of irapiility
had not been enough to establish pre-emption.

The Food and Drug Administration (FDA) permits—and,
the Court assumes, requires—generic-drug manugstur
to propose a label change to the FDA when theyebeli
that their labels are inadequate. If it agrees tivatiabels
are inadequate, the FDA can initiate a change & th
brand-name label, triggering a corresponding chaoge
the generic labels. Once that occurs, a generic
manufacturer is in full compliance with both fedeew
and a state-law duty to warn. Although generic
manufacturers may be able to show impossibilitgame
cases, petitioners, generic manufacturers  of
metoclopramide (Manufacturers), have shown onlyt tha
they might have been unable to comply with both federal
law and their state-law duties to warn respondé&éslys
Mensing and Julie Demahy. This, | would hold, is
insufficient to sustain their burden.

The Court strains to reach the opposite conclusfion.
invents new principles of pre-emption law out ohthir

to justify its dilution of the impossibility standh It
effectively rewrites our decision Wyeth v. Levine555
U.S. 555, 129 S.Ct. 1187, 173 L.Ed.2d 51 (200&)ich
holds *2583 that federal law does not pre-empt
failure-to-warn claims against brand-name drug
manufacturers. And a plurality of the Court tosasile
our repeated admonition that courts should hesitate
conclude that Congress intended to pre-empt ssais |
governing health and safety. As a result of today’'s
decision, whether a consumer harmed by inadequate
warnings can obtain relief turns solely on the
happenstance of whether her pharmacist filled her
prescription with a brand-name or generic drug. The
Court gets one thing right: This outcome “maketelit
sense.’Ante,at 2581.
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A

Today's decision affects 75 percent of all presaip
drugs dispensed in this country. The dominant jmrsibf
generic drugs in the prescription drug market & rissult
of a series of legislative measures, both fedardlstate.

In 1984, Congress enacted the Drug Price Compmetitio
and Patent Term Restoration Act, 98 Stat.
1585—commonly known as the Hatch-Waxman
Amendments to the Federal Food, Drug, and Cosmetic
Act (FDCA)—to “make available more low cost generic
drugs by establishing a generic drug approval ghocs”
H.R.Rep. No. 98-857, pt. 1, p. 14 (1984} the majority
explains, to accomplish this goal the amendments
establish an abbreviated application process foege
drugs. Ante, at 2574 — 2575; see alsdl U.S.C. §
355()(2)(A). The abbreviated approval process
implements the amendments’ core principle that gene
and brand-name drugs must be the “same” in nedirly a
respects: To obtain FDA approval, a generic marufac
must ordinarily show, among other things, thapitsduct
has the same active ingredients as an approved
brand-name drug; that “the route of administratitmne
dosage form, and the strength of the new drug laee t
same” as the brand-name drug; and that its proguct
“bioequivalent” to the brand-name drug.88
355())(2)(A)(ii), (iii), (iv). By eliminating the need for
generic manufacturers to prove their drugs’ safetyg
efficacy independently, the Hatch—-Waxman Amendments
allow generic manufacturers to bring drugs to marke
much less expensively.

The States have also acted to expand consumption of
low-cost generic drugs. In the years leading upassage

of the Hatch—-Waxman Amendments, States enacted
legislation authorizing pharmacists to substituenegic
drugs when filling prescriptions for brand-name giu
Christensen, Kirking, Ascione, Welage, & Gaitheru@®
Product Selection: Legal Issues, 41 J. Am. Pharuotace
Assn. 868, 869 (2001). Currently, all States haymes
form of generic substitution law. Sekid. Some States
require generic substitution in certain circumséanc
Dept. of Health and Human Servs., ASPE Issue Brief:
Expanding the Use of Generic Drugs 7 (2010) (hefein
Expanding the Use of Generic Drugs3ee,e.g., N.Y.
Educ. Law Ann. § 6816—a (West 2010). Others permit,
but do not require, substitution. Expanding the d$e
Generic Drugs 7; see,g.,Cal. Bus. & Prof.Code Ann. §
4073 (West Supp.2011). Some States require patient
consent to substitution, and all States “allowghgsician

to specify that the brand name must be prescribed,
although with different levels of effort from the
physician.” Expanding the
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*2584 Use of Generic Drugs#.

These legislative efforts to expand production and
consumption of generic drugs have proved wildly
successful. It is estimated that in 1984, when the
Hatch—-Waxman Amendments were enacted, generic
drugs constituted 19 percent of drugs sold in ¢bisntry.
Congressional Budget Office, How Increased
Competition from Generic Drugs Has Affected Priaas
Returns in the Pharmaceutical Industry 27 (1998)day,
they dominate the market. See Expanding the Use of
Generic Drugs 2 (generic drugs constituted 75 perog

all dispensed prescription drugs in 2009). Ninetycpnt

of drugs for which a generic version is available aow
filled with generics.ld., at 3—4. In many cases, once
generic versions of a drug enter the market, the
brand-name manufacturer stops selling the brandenam
drug altogether. See Brief for Marc T. Law et & Amici
Curiae 18 (citing studies showing that anywhere from
one-third to one-half of generic drugs no longeveha
marketed brand-name equivalent). Reflecting theesg

of their products, many generic manufacturers,uidicig

the Manufacturers and theimici, are huge, multinational
companies. In total, generic drug manufacturerds sl
estimated $66 billion of drugs in this country iD0®. See
id., at 15.

B

As noted, to obtain FDA approval a generic manuiiet
must generally show that its drug is the same as an
approved brand-name drug. It need not conductcdini
trials to prove the safety and efficacy of the drligis
does not mean, however, that a generic manufachaer
no duty under federal law to ensure the safetytef i
products. The FDA has limited resources to conduct
postapproval monitoring of drug safety. Ségeth,555
U.S., at 578, 129 S.Ct. 118Ranufacturers, we have
recognized, “have superior access to informatioouab
their drugs, especially in the postmarketing presaew
risks emerge.ld., at 578-579, 129 S.Ct. 118Federal
law thus obliges drug manufacturers—both brand-name
and generic—to monitor the safety of their products

Under federal law, generic manufacturers must “tigve
written procedures for the surveillance, receipt,
evaluation, and reporting of postmarketing advaisey
experiences” to the FDA21 CFR § 314.80(k)see also §
314.98 (making § 314.80 applicable to generic
manufacturers); Brief for United Statesfsicus Curiae

6, and n. 2 (hereinafter U.S. Brief). They mustieavall
reports of adverse drug experiences received frany “
source.”8§ 314.80(b) If a manufacturer receives a report
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of a serious and unexpecteti2585 adverse drug
experience, it must report the event to the FDAnitL5
days and must “promptly investigate.” 88
314.80(c)(21)(i)-(iiy see also Tr. of Oral Arg. 8. Most
other adverse drug experiences must be reported on
quarterly or yearly basis.§ 314.80(c)(2) Generic
manufacturers must also submit to the FDA an annual
report summarizing “significant new information finche
previous year that might affect the safety, effamtiess,
or labeling of the drug product,” including a “ddaption

of actions the [manufacturer] has taken or intetodsake
as a result of this new information.” 8 314.81 ()2 see
also § 314.98(c).

Generic manufacturers, the majority assumes, a¢so b
responsibility under federal law for monitoring the
adequacy of their warnings. | agree with the majtsi
conclusion that generic manufacturers are not pgedhi
unilaterally to change their labels through the
“changes-being-effected” (CBE) process or to issue
additional warnings through “Dear Doctor” letteiSee
ante, at 2574 — 2576. According to the FDA, however,
that generic manufacturers cannot disseminate iaddit
warnings on their own does not mean that fedenal la
permits them to remain idle when they conclude their
labeling is inadequate. FDA regulations requiret tha
labeling “be revised to include a warning as sosthare

is reasonable evidence of an association of a gerio
hazard with a drug.”21 CFR § 201.57(e) (2006)
currently codified a1 CFR § 201.80(e) (201,03ee also
Wyeth,555 U.S., at 570-571, 129 S.Ct. 118he FDA
construes this regulation to oblige generic martufacs
“to seek to revise their labeling and provide FDAthw
supporting information about risks” when they betie
that additional warnings are necessadyS. Brief 20.

*2586 The Manufacturers disagree. They read the FDA
regulation to require them only to ensure thatrtkehels
match the brand-name labels. See Brief for Peétion
PLIVA et al. 38-41. | need not decide whether the
regulation in fact obliges generic manufacturers to
approach the FDA to propose a label change. The
majority assumes that it does. And even if generic
manufacturers do not have a duty to propose label
changes, two points remain undisputed. First, tbey
have a duty under federal law to monitor the safaty
their products. And, second, they may approach-ha

to propose a label change when they believe a ehiang
required.
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This brings me to the Manufacturers’ pre-emption
defense. State law obliged the Manufacturers tonvedr
dangers to users. Sddines v. Remington Arms Co.,
94-0455, p. 10 (La.12/8/94), 648 So.2d 331, 338y v.
Montgomery Ward & Co.,258 N.W.2d 782, 788
(Minn.1977) The Manufacturers contend, and the
majority agrees, that federal law pre-empts respotsd
failure-to-warn claims because, under federal lthe
Manufacturers could not have provided additional
warnings to respondents without the exercise ofjueht

by the FDA. | cannot endorse this novel conceptibn
impossibility pre-emption.

A

Two principles guide all pre-emption analysis. Eirs
‘the purpose of Congress is the ultimate touchstione
every pre-emption case.’ Wyeth,555 U.S., at 565, 129
S.Ct. 1187(quoting Medtronic, Inc. v. Lohr,518 U.S.
470, 485, 116 S.Ct. 2240, 135 L.Ed.2d 700 (1R96)
Second, “ ‘[iln all pre-emption cases, and particiyl in
those in which Congress has legislated ... inld fiich
the States have traditionally occupied, ... wet stéth the
assumption that the historic police powers of thates
were not to be superseded by the Federal Act utiteds
was the clear and manifest purpose of Congred&lyéth,
555 U.S., at 565, 129 S.Ct. 118jyuotingLohr, 518 U.S.,
at 485, 116 S.Ct. 224Gsome internal quotation marks
omitted; alterations in original).

These principles find particular resonance in thesses.
The States have traditionally regulated health safety
matters. Sed., at 485, 116 S.Ct. 2240lotwithstanding
Congress’ “certain awareness of the prevalencetaié s
tort litigation” against drug manufacturergyyeth, 555
U.S., at 575, 129 S.Ct. 118Cpngress has not expressly
pre-empted state-law tort actions against presoniirug
manufacturers, whether brand-name or generic. Eo th
contrary, when Congress amended the FDCA in 1962 to
“enlarg[e] the FDA's powers to ‘protect the publiealth’
and ‘assure the safety, effectiveness, and rehabaf
drugs,’ [it] took care to preserve state lawd’, at 567,
129 S.Ct. 1187 (quoting 76 Stat. 786¢e Pub.L. 87781,

§ 202, 76 Stat. 793 (“Nothing in the amendmentseriad
this Act to the [FDCA] shall be construed as inglating
any provision of State law which would be validthe
absence of such amendments unless there is a dirdct
positive conflict between such amendments and such
provision of State law”). Notably, although Congres
enacted an express pre-emption provision for meédica
devices in 1976, seeub.L. 94-295, § 521, 90 Stat. 574
21 U.S.C. 8§ 360Kk(a)it included no such provision in the
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Hatch—-Waxman Amendments eight years later. Cf.
Wyeth, 555 U.S., at 567, 574-575, 129 S.Ct. 1187.
Congress’ “silence on the issue ... is powerfuldentce
that [it] did not intend FDA oversight to be theclisive
means* 2587 of ensuring drug safety and effectiveness.”
Id., at 575, 129 S.Ct. 1187.

B

Federal law impliedly pre-empts state law whenestatd
federal law “conflict"—.e., when ‘it is impossible for a
private party to comply with both state and feddaal”

or when state law “stands as an obstacle to the
accomplishment and execution of the full purposed a
objectives of Congress.Crosby v. National Foreign
Trade Council,530 U.S. 363, 372-373, 120 S.Ct. 2288,
147 L.Ed.2d 352 (2000)(internal quotation marks
omitted). The Manufacturers rely solely on the ferm
ground of pre-emption.

Impossibility pre-emption, we have emphasized, dis
demanding defenseWyeth,555 U.S., at 573, 129 S.Ct.
1187. Because pre-emption is an affirmative defense, a
defendant seeking to set aside state law bearsuifien
to prove impossibility. See ibid.; Silkwood v.
Kerr—McGee Corp.464 U.S. 238, 255, 104 S.Ct. 615, 78
L.Ed.2d 443 (1984) To prevail on this defense, a
defendant must demonstrate that “compliance witth bo
federal and state [law] is a physical impossibility
Florida Lime & Avocado Growers, Inc. v. Pa@73 U.S.
132, 142-143, 83 S.Ct. 1210, 10 L.Ed.2d 248 (19652
also Wyeth,555 U.S., at 573, 129 S.Ct. 118#n. other
words, there must be an “inevitable collision” beém
federal and state lavirlorida Lime,373 U.S., at 143, 83
S.Ct. 1210.The existence of a hypothetical or potential
conflict is insufficient to warrant” pre-emption atate
law. Rice v. Norman Williams Co458 U.S. 654, 659,
102 S.Ct. 3294, 73 L.Ed.2d 1042 (19823e als@sade v.
National Solid Wastes Management As&@5 U.S. 88,
110, 112 S.Ct. 2374, 120 L.Ed.2d 73 (19@RENNEDY,

J., concurring in part and concurring in judgmert).
other words, the mere possibility of impossibilisy not
enough.

The Manufacturers contend that it was impossible fo
them to provide additional warnings to respondents
Mensing and Demahy because federal law prohibited
them from changing their labels unilaterdllyThey
concede, however, that they could have asked thetBD
initiate a label change. If the FDA agreed thatahel
change was required, it could have asked, and thdee
pressured, the brand-name manufacturer to charmge it
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label, triggering a corresponding change to the
Manufacturers’ generic labels. Thus, had the
Manufacturers invoked the available mechanism for
initiating label changes, they may well have beble &0
change their labels in sufficient time to warn @sgents.
*2588 Having failed to do so, the Manufacturers cannot
sustain their burden (at least not without furtfestual
development) to demonstrate that it was imposdibie
them to comply with both federal and state law.n#ist,
they have demonstrated only “a hypothetical or iptdé
conflict.” Rice,458 U.S., at 659, 102 S.Ct. 3294

Like the majority, the Manufacturers focus on thetfthat
they cannot change their labels unilaterally—which
distinguishes them from the brand-name-manufacturer
defendant inWyeth. They correctly point out that in
Wyeth we concluded that the FDA's CBE regulation
authorized the defendant to strengthen its warnegsre
receiving agency approval of its supplemental apgibn
describing the label changB55 U.S., at 568-571, 129
S.Ct. 1187;see also2l CFR § 314.70(c)(6)But the
defendant’s label change was contingent on FDA
acceptance, as the FDA retained “authority to tejec
labeling changes made pursuant to the CBE regulatio
Wyeth,555 U.S., at 571, 129 S.Ct. 118hus, in the long
run, a brand-name manufacturer's compliance with a
state-law duty to warn required action by two astdre
brand-name manufacturer had to change the labethend
FDA, upon reviewing the supplemental applicatioad h
to agree with the changeThe need for FDA approval of
the label change did not make compliance with falder
and state law impossible in every case. Insteadalse
the defendant bore the burden to show impossibiity
required it to produce “clear evidence that the RRguld

not have approved a change to [the] labidlid.

| would apply the same approach in these casete 1aia,
respondents allege, required the Manufacturersdoige

a strengthened warning about the dangers of lomg-te
metoclopramide usé. Just like the brand-name
manufacturer inWyeth,the Manufacturers had available
to them a mechanism for attempting to comply wiitéirt
state-law duty to warn. Federal law thus “accomntedia
the Manufacturers’ state-law duties. Sese,at 2581, n.

8. It was not necessarily impossible for the Mantifeers

to comply with both federal and state law becatmsea
they approached the FDA, the FDA may well have edjre
that a label change was necessary. Accordinglyinas
Wyeth,l would require the Manufacturers to show that the
FDA would not have approved a proposed label change
They have not made such a showing: They do “natearg
that [they] attempted to give the kind of warnimgjuired

by [state law] but [were] prohibited from doing by the
FDA.” Wyeth,555 U.S., at 572, 129 S.Ct. 1187
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This is not to say that generic manufacturers cogider
show impossibility. If a generic-manufacturer defant
proposed a label change to the FDA but the FDActege
the proposal, it would be impossible for that defemt to
comply with a state-law duty to warn. Likewise,
impossibility would be established if the FDA haat get
responded to a generic manufacturer’s request fabel
change at th& 2589 time a plaintiff's injuries arose. A
generic manufacturer might also show that the FA h
itself considered whether to request enhanced wgsrin
light of the evidence on which a plaintiff's clairests but
had decided to leave the warnings as is. (The
Manufacturers make just such an argument in thasesc
See,e.g.,Brief for Petitioner Actavis et al. 11.) But these
are questions of fact to be established througtodery.
Because the burden of proving impossibility falls the
defendant, | would hold that federal law does eoider it
impossible for generic manufacturers to comply wath
state-law duty to warn as a categorical matter.

This conclusion flows naturally from the overarahin
principles governing our pre-emption doctrine. Sepra,

at 2586. Our “respect for the States as ‘independen
sovereigns in our federal system’ leads us to asstmat
‘Congress does not cavalierly pre-empt state-lausea

of action.” " Wyeth,555 U.S., at 565-566, n. 3, 129 S.Ct.
1187 (quotingLohr, 518 U.S., at 485, 116 S.Ct. 2240).

is for this reason that we hold defendants asgprtin
impossibility to a “demanding” standardVyeth, 555
U.S., at 573, 129 S.Ct. 118This presumption against
pre-emption has particular force when the Federal
Government has afforded defendants a mechanism for
complying with state law, even when that mechanism
requires federal agency action. (The presumpti@elvan
greater force when federal law requires defendamts
invoke that mechanism, as the majority assumehbdget
cases.) In such circumstances, | would hold, defetsd
will usually be unable to sustain their burden lodwing
impossibility if they have not even attempted topéog
that mechanism. Any other approach threatens tongd

the States’ authority over traditional matters ddtes
interest—such as the failure-to-warn claims here-efwh
Congress expressed no intent to pre-empt state law.

C

The majority concedes that the Manufacturers mniigivie
been able to accomplish under federal law whae stat
requires.Ante, at 2578 — 2579. To reach the conclusion
that the Manufacturers have nonetheless satisfiedt t
burden to show impossibility, the majority invem@tsew
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pre-emption rule: “The question for ‘impossibilitys
whether the private party coulddependentlydo under
federal law what state law requires of iAhte, at 2579
(emphasis added). Because the Manufacturers caild n
have changed their labels without the exercise of
judgment by the FDA, the majority holds, compliance
with both state and federal law was impossiblehigsée
cases?

The majority’s new test has no basis in our prectxle
The majority cites onlyWyethin support of its test. As
discussed above, howevélyyethdoes not stand for the
proposition that it is impossible to comply with tho
federal and state law whenever federal agency &ppi®
required. To the contrary, label changes by braaten
manufacturers such as Wyeth are subject to FDAevevi
and acceptance. Ssepra, at 2588. And, even iVyeth
could be characterized as turning on the fact that
brand-name manufacturer could change its label
unilaterally, the possibility 2590 of unilateral action was,
at most, a sufficient condition for rejecting the
impossibility defense in that cas&lyethdid not hold that
unilateral action is a necessary condition in e&se.

With so little support in our case law, the majprit
understandably turns to other rationales. None haf t
rationales that it offers, however, makes any sefsst,

it offers areductio ad absurdumf the possibility of FDA
approval of a label change is sufficient to avadftict in
these cases, it warns, as a “logical conclusiontasm
would be the possibility that the FDA might rewrits
regulations or that Congress might amend the
Hatch—-Waxman Amendmenténte,at 2581 — 2582. The
logic of this conclusion escapes me. Conflict asialy
necessarily turns on existing law. It thus would be
ridiculous to conclude that federal and state lawnot
conflict on the ground that the defendant could ehav
asked a federal agency or Congress to change the la
Here, by contrast, the Manufacturers’ compliancéhwi
their state-law duty to warn did not require thesmask

for a change in federal law, as the majority itself
recognizes. Seante, at 2578 (‘[F]ederal law would
permit the Manufacturers to comply with the state
labeling requirements if, and only if, the FDA atite
brand-name manufacturer changed the brand-namé labe
to do so0”). The FDA already afforded them a mecmani
for attempting to comply with their state-law dstie
Indeed, the majority assumes that FDA regulations
required the Manufacturers to request a label change
when they had “reasonable evidence of an associafia
serious hazard with a drug2’l CFR § 201.57(e)

Second, the majority suggests that any other approa
would render conflict pre-emption “illusory” and
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“meaningless.”Ante, at 2579. It expresses concern that,
without a robust view of what constitutes conflithe
Supremacy Clause would not have “any force” exaept
cases of express pre-emptidibid. To the extent the
majority’s purported concern is driven by rfeductio ad
absurdum,seeante, at 2579, n. 6, that concern is itself
illusory, for the reasons just stated. To the extive
majority is concerned that our traditionally narrevew

of what constitutes impossibility somehow renders
conflict pre-emption as a whole meaningless, tbatern
simply makes no sense: We have repeatedly recatjnize
that conflict pre-emption may be found, even absent
impossibility, where state law “stands as an olistao
the accomplishment and execution of the full puegsos
and objectives of CongressCrosby,530 U.S., at 373,
120 S.Ct. 228§internal quotation marks omitted); see,
e.g.,Geier v. American Honda Motor Cb29 U.S. 861,
886, 120 S.Ct. 1913, 146 L.Ed.2d 914 (200Barnett
Bank of Marion Cty., N.A. v. Nelso®l7 U.S. 25, 31, 116
S.Ct. 1103, 134 L.Ed.2d 237 (1996)ines v. Davidowitz,
312 U.S. 52, 67, 61 S.Ct. 399, 85 L.Ed. 581 (197hg
majority’s expansive view of impossibility is thus
unnecessary to prevent conflict pre-emption fromsirig

all meaning?

Third, a plurality of the Court adopts the noveddhy that
the Framers intended for the Supremacy Clausedcatg
as a so-calletion obstantegrovision. Se¢ 2591 ante, at
2579 — 2580 (citing NelsorRreemption, 86 Va. L.Rev.
225 (2000). According to the plurality,non obstante
provisions in statutes “instruc[t] courts not topgpthe
general presumption against implied repealatite, at
2579 (internal quotation marks omitted); see alste,at
2580 (stating that when a statute contaimoa obstante
provision, “ ‘courts will be less inclined against
recognizing repugnancy in applying such statutes’ ”
(quoting J. Sutherland, Statutes and Statutory
Construction 8§ 147, p. 199 (1891)). From this
understanding of the Supremacy Clause, the plyralit
extrapolates the principle that “courts should stoain to
find ways to reconcile federal law with seemingly
conflicting state law.’Ante,at 2580.

This principle would have been news to the Congtiests
enacted the Hatch—Waxman Amendments in 1984: Our
precedents hold just the opposite. For more thdhaha
century, we have directed courts to presume that
congressional action doesot supersede “the historic
police powers of the States ... unless that wasckbar
and manifest purpose of Congres&ice v. Santa Fe
Elevator Corp.,331 U.S. 218, 230, 67 S.Ct. 1146, 91
L.Ed. 1447 (1947)see alsdzade,505 U.S., at 111-112,
112 S.Ct. 2374KENNEDY, J., concurring in part and
concurring in judgment). We apply this presumption
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against pre-emption both where Congress has spiuken
the pre-emption question and where it has not.V8geth,
555 U.S., at 566, n. 3, 129 S.Ct. 1187 the context of
express pre-emption, we read federal statutes wkeene
possible not to pre-empt state law. $dia Group, Inc.

v. Good,555 U.S. 70, 77, 129 S.Ct. 538, 172 L.Ed.2d 398
(2008) (“[W]hen the text of a pre-emption clause is
susceptible of more than one plausible readingftsou
ordinarily ‘accept the reading that disfavors pneption’

" (quoting Bates v. Dow Agrosciences LL&44 U.S. 431,
449, 125 S.Ct. 1788, 161 L.Ed.2d 687 (20p3ee also
Cipollone v. Liggett Group, Inc505 U.S. 504, 518, 112
S.Ct. 2608, 120 L.Ed.2d 407 (1992And, when the claim

is that federal law impliedly pre-empts state lame
require a “strong” showing of a conflict “to overoe the
presumption that state and local regulation can
constitutionally  coexist with federal regulation.”
Hillsborough County v. Automated Medical Laboragsyi
Inc., 471 U.S. 707, 716, 105 S.Ct. 2371, 85 L.Ed.2d 714
(1985)

The plurality’s new theory of the Supremacy Claisa
direct assault on these precedent@/hereas we have
long presumed that federal law does not pre-empt, o
repeal, state law, the plurality today reads thpr&macy
Clause to operate as a provision instructing cdumts to
apply the general presumption against implied risgea
Ante,at 2579 (internal quotation marks omitted; emphasi
added). And whereas we have long required evidehee
“clear and manifest” purpose to pre-enfpice,331 U.S.,

at 230, 67 S.Ct. 1146he plurality now instructs courts to
“look no further than the ordinary meaning of fealer
law” before concluding that Congress must havenithbel

to cast aside state lawante, at 2580 (internal quotation
marks and alteration omitted).

That the plurality finds it necessary to resorthis novel
theory of the Supremacy Clause—a theory advocayed b
no party* 2592 or amici in these cases—is telling. Proper
application of the longstanding presumpti@gainst
pre-emption compels the conclusion that federal daes
not render compliance with state law impossible atyer
because it requires an actor to seek federal agency
approval. When federal law provides actors with a
mechanism for attempting to comply with their stiate
duties, “respect for the States as ‘independentredgns

in our federal system’ ” should require those actty
attempt to comply with state law before being hetard
complain that compliance with both laws was implolgsi
Wyeth, 555 U.S., at 565-566, n. 3, 129 S.Ct. 1187
(quotingLohr, 518 U.S., at 485, 116 S.Ct. 2240).
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Today’s decision leads to so many absurd consegsenc
that | cannot fathom that Congress would have deen
to pre-empt state law in these cases.

First, the majority’s pre-emption analysis strips
generic-drug consumers of compensation when they ar
injured by inadequate warnings. “If Congress had
intended to deprive injured parties of [this] loaegilable
form of compensation, it surely would have exprdsse
that intent more clearly.Bates,544 U.S., at 449, 125
S.Ct. 1788.Given the longstanding existence of product
liability actions, including for failure to warn,[iJt is
difficult to believe that Congress would, without
comment, remove all means of judicial recoursettiose
injured by illegal conduct.’Silkwood,464 U.S., at 251,
104 S.Ct. 6155see alsoBruesewitz v. Wyeth LLG62
UsS. —— ——, 131 S.Ct. 1068, 1080, 179 L.Ed.2d
(2011) (noting our previously expressed “doubt that
Congress would quietly preempt product-liabilityaiohs
without providing a federal substitute”). In conding
that Congress silently immunized generic manufacsur
from all failure-to-warn claims, the majority digi@ds
our previous hesitance to infer congressional inten
effect such a sweeping change in traditional dtate-
remedies.

As the majority itself admits, a drug consumerfghtito
compensation for inadequate warnings now turnshen t
happenstance of whether her pharmacist filled her
prescription with a brand-name drug or a geneffica |
consumer takes a brand-name drug, she can sue the
manufacturer for inadequate warnings under ouriopin

in Wyeth.If, however, she takes a generic drug, as occurs
75 percent of the time, she now has no right to She
majority offers no reason to think—apart from itswn
articulation of the impossibility standard—that Qoess
would have intended such an arbitrary distinctiém.
some States, pharmacists must dispense generic drug
absent instruction to the contrary from a consusmer’
physician. Even when consumers can request brame-na
drugs, the price of the brand-name drug or the woess’
insurance plans may make it impossible to do soaAs
result, in many cases, consumers will have no tghidi
preserve their state-law right to recover for irgarcaused

by inadequate warnings.

Second, the majority’s decision creates a gap & th
parallel federal-state regulatory scheme in a wagt t
could have troubling consequences for drug safesywe
explained inWyeth,“[s]tate tort suits uncover unknown
drug hazards and provide incentives for drug
manufacturers to disclose safety risks promptly35
U.S., at 579, 129 S.Ct. 118Thus, we recognized, “state
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law offers an additional, and important, layer ohsumer
protection that complements FDA regulationlbid.
Today's decision eliminates the traditional state-|
incentives for generic manufacturers to monitor and
disclose safety risks. When a generic drug has a
brand-name equivalent on the market, the brand-name
*2593 manufacturer will remain incentivized to uncover
safety risks. But brand-name manufacturers oftavede
the market once generic versions are availablessp®,

at 2573 — 2574, meaning that there will be no
manufacturer subject to failure-to-warn liabiliths to
those generic drugs, there will be no “additionalayer

of consumer protection.\Wyeth, 555 U.S., at 579, 129
S.Ct. 1187

Finally, today’s decision undoes the core principleéhe
Hatch—-Waxman  Amendments that generic and
brand-name drugs are the “same” in nearly all retspe
See Brief for Rep. Henry A. Waxman Asnicus Curiae

9. The majority pins the expansion of the generiggd
market on “the special, and different, regulatioh o
generic drugs,” which allows generic manufacturers
produce their drugs more cheaphmte, at 2582. This
tells only half the story. The expansion of the kearfor
generic drugs has also flowed from the increased
acceptance of, and trust in, generic drugs by auessi
physicians, and state legislators alike.

Today’s decision introduces a critical distinctiogtween
brand-name and generic drugs. Consumers of bramé-na
drugs can sue manufacturers for inadequate warnings
consumers of generic drugs cannot. These divergent
liability rules threaten to reduce consumer deméord
generics, at least among consumers who can afford
brand-name drugs. They may pose “an ethical dilemma
for prescribing physicians. Brief for American Medi
Association et al. aBmici Curiae29. And they may well
cause the States to rethink their longstandingrisffm
promote generic use through generic substitutiams.la

Footnotes

See Brief for National Conference of State Leg@sisitas
Amicus Curiael5 (state generic substitution laws “have
proceeded on the premise that ... generic drugshetie
from citizens’ perspective, materially differendifin brand
ones, except for the lower price”). These consecg®n
are directly at odds with the Hatch—Waxman
Amendments’ goal of increasing consumption of gener
drugs.

Nothing in the Court's opinion convinces me that, i
enacting the requirement that generic labels mételr
corresponding brand-name labels, Congress intended
these absurd results. The Court certainly has hows
that such was the clear and manifestpurpose of
Congress.”Wyeth, 555 U.S., at 565, 129 S.Ct. 1187
(internal quotation marks omitted; emphasis addéd).
the contrary, because federal law affords generic
manufacturers a mechanism for attempting to comply
with their state-law duties to warn, | would holdat
federal law does not categorically pre-empt state-I
failure-to-warn claims against generic manufacturer
Especially in light of the presumption against
pre-emption, the burden should fall on generic
manufacturers to show that compliance was impassibl
the particular facts of their case. By holding tliae
“possibility of possibility ” is insufficient to “defea]t]”
pre-emption in these casesjte,at 2581, n. 8, the Court
contorts our pre-emption doctrine and exempts difiets
from their burden to establish impossibility. Wiéspect,

| dissent.

Parallel Citations

180 L.Ed.2d 580, 79 USLW 4606, Prod.Liab.Rep. (CCH)
P 18,642, 11 Cal. Daily Op. Serv. 7694, 2011 Daily
Journal D.A.R. 9237, 22 Fla. L. Weekly Fed. S 1222

The syllabus constitutes no part of the opiniothef Court but has been prepared by the Reporteeasions for the convience

of the reader. Sdénited States v. Detroit Timber & Lumber Cp00 U.S. 321, 337, 26 S.Ct. 282, 50 L.Ed..499

* Justice KENNEDY joins all but Part 11I-B-2 of thiginion.

1 All relevant events in these cases predate the FomdDrug Administration Amendments Act of 2007113tat. 823. W
therefore refer exclusively to the pre—2007 statared regulations and express no view on the ingfabe 2007 Act.

2 As we use it here, “generic drug” refers to a ddegigned to be a copy of a reference listed diymjc@lly a brandhame drug
and thus identical in active ingredients, safetyd @fficacy. Seeg.g., United States v. Generix Drug Corpl60 U.S. 45:
454-455, 103 S.Ct. 1298, 75 L.Ed.2d 198 (1983)CFR § 314.3(b) (200&ylefining “reference listed drug”).

3 The brief filed by the United States representsvibers of the FDA. CfTalk America, Inc. v. Michigan Bell Telephone G4
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US. ——, ——,n. 1, 131 S.Ct. 2254, 2257, &80,L.Ed.2d 96, 2011 WL 2224429, at *3, n. 1 (20Thase Bank USA, N.A,
McCoy 562 U.S. ——, ——, 131 S.Ct. 871, 877-78, 1E8.2d 716 (2011)Although we defer to the agency’s interpretatio

its regulations, we do not defer to an agencysnaite conclusion about whether state law shoulgrbeemptedWyeth v. Levine,
555 U.S. 555, 576, 129 S.Ct. 1187, 173 L.Ed.2d26D9)

4 We do not address whether state and federal langctlly conflict” in circumstances beyond “impostilyi” See Wyeth,555 U.S.
at 582, 590-591, 129 S.Ct. 11@HOMAS, J., concurring in judgment) (suggestihgttthey might).

5 The Hatch—-Waxman Amendments contain no provisigeressly pre-empting state tort claims. $est,at 2586 2587, 259
(SOTOMAYOR, J., dissenting). Nor do they contaity @aving clause to expressly preserve state taitnsl Cf.Williamson v
Mazda Motor of America, Ini 562 U.S. ——, ——, 131 S.Ct. 1131, 1141-43,11#€6.2d 75 (2011 THOMAS, J., concurrin
in judgment) (discussing the saving clause in tagidwal Traffic and Motor Vehicle Safety Act of 16!9 U.S.C. § 30103(k)
Although an express statement on preption is always preferable, the lack of suchatestent does not end our inquiry. Cont
to the dissent’s suggestion, the absence of expressmption is not a reason to findcanflict pre-emption. Sepost,at 2592.

6 The dissent asserts that we are forgetting “puipase-objectives” pre-emptiorRost, at 2586 — 2587. But as the disse
acknowledges, purposes-and-objectives pre-empsioa form of conflict pre-emptiorPost, at 2586 — 2587, 2590 2591. I
conflict preemption analysis must take into account hypothkefederal action, including possible changes insAat Congres
then there is little reason to think that pre-emptbased on the purposes and objectives of Congads survive either.

7 Wyeth also urged that state tort law “creat[eduaacceptablecbstacle to the accomplishment and execution ofulh@urpose
and objectives of Congress.555 U.S., at 563-564, 129 S.Ct. 11uotingHines v. Davidowitz312 U.S. 52, 67, 61 S.Ct. 3'
85 L.Ed. 581 (194)) The Court rejected that argument, and that tfpere-emption is not argued here. @ést,at 2590, n. 1
(opinion of SOTOMAYOR, J.).

8 The FDA, however, retained the authority to eveltyu@scind Wyeth's unilateral CBE changes. Accagly, the Court note
that Wyeth could have attempted to show, by “cladence,’that the FDA would have rescinded any change indhel an
thereby demonstrate that it would in fact have hiegrossible to do under federal law what state dequired.Wyeth, supraal
571, 129 S.Ct. 118TNyeth offered no such evidence.

That analysis is consistent with our holding todBlye Court inWyethasked what the drug manufacturer could indepery
do under federal law, and in the absence of cleideae that Wyeth could not have accomplished what &ateaequired of i
found no pre-emption. The&/yeth Court held that, because federal law accommodattd taw duties, the possibility ¢
impossibility” was “not enough.Post,at 2587; see alsRice v. Norman Williams Co458 U.S. 654, 659, 102 S.Ct. 3294
L.Ed.2d 1042 (1982frejecting “hypothetical” impossibility). But heréexisting” federal law directly conflicts with state le
Post,at 2590 (“Conflict analysis necessarily turns aistng law”). The question in these cases is not whetherdhsilpility of
impossibilityestablishes pre-emption, but rather whether tissipiity of possibilitydefeats pre-emptiof.ost,at 2587.

9 That said, the dissent overstates what it chaiaetens the “many absurd consequences” of ourrmplBiost,at 2592. First, tt
FDA informs us that[a]s a practical matter, genuinely new informataiout drugs in long use (as generic drugs typicaid
appears infrequently.” U.S. Brief 345.3That is because patent protections ordinarigvent generic drugs from arriving on
market for a number of years after the bramadie drug appears. Indeed, situations like theatleged here are apparently so
that the FDA has no “formal regulatiorstablishing generic drug manufacturers’ duty ttate a label change, nor does it h
any regulation setting out that label-change predds at 2021. Second, the dissent admits that, even undapfisoach, genel
drug manufacturers could establish pre-emptionrinraber of scenariofost,at 2588 — 2589.

1 Online at http://aspe.hhs.gov/sp/reports/2010/GeDeugs/ib. pdf (all Internet materials as visithghe 17, 2011, and alatile ir
Clerk of Court’s case file).

2 In addition, many insurance plans are structuregirtomote generic use. See Congressional Budgeteftffects of Usin
Generic Drugs on Medicae’  Prescription Drug Spending 9 (2010), online at tp:H
www.cbo.gov/ftpdoc/118xx/doc11838/09—FaescriptionDrugs.pdf. State Medicaid programs Isirtyi promote generic use. £
Kaiser Comm’n on Medicaid and the Uninsured, Skdéslicaid Outpatient Predption Drug Policies: Findings from a Natio
Survey, 2005 Update 10 (2005), online
www.kff.org/medicaid/upload/state—medicaid—outpati@rescription—drug—policies—findings—from—a—n@agib-survey—2005-upd
ate—report.pdf.

3 Online at http://www.cbo.gov/ftpdocs/6xx/doc655/phadf.

4 An adverse drug experience is defined ggny adverse event associated with the use ofug dr humans, whether or |
considered drug related?’l CFR § 314.80(a) (2006)
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5 Like the majority, | refer to the pre—2007 statuaesl regulations. Semte,at 2574, n. 1.

6 At congressional hearings on the Hatdfaxman Amendments, representatives of the geneuig mhanufacturers confirmed b
their obligation and their ability to conduct pggteoval investigation of adverse drug experien8eg Drug Legislation: éaring:
on H.R. 1554 et al. before the Subcommittee ontHeald the Environment of the House Committee oargghand Commerc
98th Cong., 1st Sess., 45 (1983) (statement of &&nN. Larsen, chairman of the Generic Pharmacauticustry Association
(GPhA)) (generic manufacturers “are sensitive ithportance of looking at adverse reactionisl’);at 47-48 ([W]e will do anc
provide whatever is required to be performed totrtiee regulatory requirement to provide for theesatind wellbeing of thos
that are using the drug, this is our role and resjmility. This is an obligation to be in this bness”);id., at 50-51 (statement «
Bill Haddad, executive officer and president of @P('Every single generic drug company that | knbas a large resedrstaff
It not only researches the drug that they are eapydr bringing into the market but it researchew mrugs, researchesvause
reaction[s]”).

7 The FDA's construction of this regulation mirrotsetguidance it provided to generic manufacturerine20 years ago
announcing the final rule implementing the abbredaapplication process for generic drugs:

“If an ANDA [i.e., application for approval of a generic drug] applichelieves new safety information should be adaee
product’s labeling, it should contact FDA, and FRM determine whether the labeling for the genenid listed drugs shadil
be revised. After appual of an ANDA, if an ANDA holder believes that nesafety information should be added, it sh
provide adequate supporting information to FDA, &A will determine whether the labeling for thengeic and listed drut
should be revised37 Fed.Reg. 17961 (1992)
FDA's internal procedures recognize that the OffadeGeneric Drugs will have to consult with othddA& components ¢
“some labeling reviews.” Manual of Policies and ¢&dures 5200.6, p. 1 (May 9, 2001). Consultation®lving “possibl
serious safety concerns” receive the highest pyidd., at 3.

8 In its decision below, the Eighth Circuit suggedtieat the Manufacturers could not show impossibiiecause federal lawarely
permitted them to sell generic drugs; it did najuiee them to do so. Sééensing v. Wyeth, Inc588 F.3d 603, 611 (2009)The
generic defendants were not compelled to markebctmiramide. If they realized their label was irigignt but did not be#ve
they could even propose a label change, they doaNeé simply stopped selling the product”); see @s@er v. American Honc
Motor Co. 529 U.S. 861, 873, 120 S.Ct. 1913, 146 L.Ed.2d(2080)(describing “a case of impossibility” as orie {vhich stat
law penalizes what federal lavequires” (emphasis added)). Respondents have not advantedartiument, and | find
unnecessary to consider.

9 At the time respondents’ cause of action aroseFiw did not have authority to require a bramame manufacturer to change
label. (It received that authority in 2007. Sagb.L. 110-85, § 901, 121 Stat. 9226,21 U.S.C. § 35%1)(4) (2006 ed., Supp. llI
It did, however, have the equally significant auityoto withdraw the brand-name manufacturer’s gesion to market itsirug i
the manufacturer refused to make a requested tapeliange. Se2l U.S.C. § 355(e) (2006 ep2)l CFR § 314.150(b)(3)

1C A brand-name manufacturer’s ability to comply wélstateaw duty to warn would depend on its own unilateaations onl
during the period after it should have changedhitel but before the FDA would have approved oaplsoved the label chga
The claim inWyethdoes not appear to have arisen during that period.

11 Respondents’ statew claim is not that the Manufacturers were regghito ask the FDA for assistance in changing thel$a th
role of the FDA arises only as a result of the Maoturers’ pre-emption defense.

12 These cases do not involve a situation where adbmame manufacturer itself produces generic drugs.@ee, Multinatione
Medicines—Ensuring Drug Quality in an Era of Global Manufaatg, 361 N. Eng. J. Med. 737, 738 (2009); see &fhA
Frequently Asked Questions About Generics, httpuiugphaonline.org/about-gpha/about-generics/fagdfiname companis
make about half of generic drugs”). In that cabke, manufacturer could independently change thedamame label under t
CBE regulation, triggering a corresponding chargiéstown generic label.

13 Justice THOMAS, the author of today’s opinion, pasviously expressed the view that obstaclegungtion is inconsistent wi
the Constitution. Sewilliamson v. Mazda Motor of America, In6§2 U.S. ,——, 131 S.Ct. 1131, 148,479 L.Ed.2d 7
(2011) (opinion concurring in judgmentWyeth v. Levine555 U.S. 555, 604, 129 S.Ct. 1187, 173 L.Ed.2dZRD9) (opinior
concurring in judgment). That position, howevers In@t been accepted by this Court, and it thusldhmat justify the majaty’s
novel expansion of impossibility pre-emption.

14 The author of the law review article proposing ttti€ory of the Supremacy Clause acknowledges ash.mbee Nelso
Preemption, 86 Va. L.Rev. 225, 304 (20@0)jhe non obstanterovision rejects an artificial presption that Congress did r
intend to contradict any state laws and that fddgtedutes must therefore be harmonized with $taté). The plurality, on th
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other hand, carefully avoids discussing the ramifims of its new theory for the longstanding pregtion against pre-emption.

18 According to the GPhA, both the FDA and the gendrieg industry “spend millions of dollars eachaye.. seeking to reass!
consumers that affordable generic drugs really a®-federal law compels them to btie- same asheir pricier brandrame
counterparts.” Brief for GPhA asmicus Curiaen Pet. for Cert. in Nos. 09-993, 09-1039, pp-2-3

End of Document © 2014 Thomson Reuters. No claim to original U.S. Government Works.
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128 S.Ct. 999
Supreme Court of the United States

Donna S. RIEGEL, individually and as
administrator of the Estate of Charles R. Riegel,
Petitioner,

V.

MEDTRONIC, INC.

No. 06—179. | Argued Dec. 4, 2007. | Decided Feb.
20, 2008.

Synopsis

Background: Cardiac patient sued manufacturer of
balloon catheter used in his angioplasty, asserting
state-law claims including strict liability, breachf
implied warranty, and negligent design, testing,
inspection, distribution, labeling, marketing, sad&d
manufacture. The United States District Court fbe t
Northern District of New YorkLawrence E. KahnJ.,
granted manufacturer's motions for summary judgment
Patient appealed. The United States Court of Appfeal
the Second Circuig51 F.3d 104affirmed. Certiorari was
granted.

Holdings. The United States Supreme Court, Justice
Scalig held that:

[l Food and Drug Administration’s (FDA) premarket
approval process established federal requiremants,

[ patient’'s New York common-law claims of negligence
strict liability, and implied warranty against mdacturer
were preempted.

Affirmed.

Justice Stevensfiled an opinion concurring in part and
concurring in the judgment.

JusticeGinsburgfiled an opinion dissenting.

**7000 Syllabus
The Medical Device Amendments of 1976(MDA) created
a scheme of federat 1001 safety oversight for medical
devices while sweeping back state oversight schentes
statute provides that a State shall not “establish
continue in effect with respect to a device intehder
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human use any requirement—... (1) which is differen
from, or in addition to, any requirement applicableder
[federal law] to the device, and ... (2) which tetato the
safety or effectiveness of the device or to angothatter
included in a requirement applicable to the devinder”
relevant federal lan21 U.S.C. § 360k(a)The MDA calls

for federal oversight of medical devices that vaneth

the type of device at issue. The most extensivesoylet

is reserved for Class Ill devices that undergo the
premarket approval process. These devices may grer
market only if the Food and Drug Administration ¢&D
reviews their design, labeling, and manufacturing
specifications and determines that those spediicsit
provide a reasonable assurance of safety and
effectiveness. Manufacturers may not make changes t
such devices that would affect safety or effectbsn
unless they first seek and obtain permission frdm t
FDA.

Charles Riegel and his wife, petitioner Donna Riege
brought suit against respondent Medtronic after a
Medtronic catheter ruptured in Charles Riegel’sooary
artery during heart surgery. The catheter is a <lés
device that received FDA premarket approval. The
Riegels alleged that the device was designed,ddbeind
manufactured in a manner that violated New York
common law. The District Court held that the MDA
pre-empted the Riegels’ claims of strict liabilityreach

of implied warranty; and negligence in the desigsting,
inspection, distribution, labeling, marketing, asale of
the catheter, and their claim of negligent manuidc
insofar as the claim was not premised on the théuay
Medtronic had violated federal law. The Second @irc
affirmed.

Held: The MDA'’s pre-emption clause bars common-law
claims challenging the safety or effectiveness ofeglical
device marketed in a form that received premarket
approval from the FDA. Pp. 1006 — 1011.

(8 The Federal Government has established
“requirement[s] applicable ... to” Medtronic’s cathr
within § 360k(a)(1s meaning. InMedtronic, Inc. v.
Lohr, 518 U.S. 470, 495, 500-501, 116 S.Ct. 2240, 135
L.Ed.2d 700, the Court interpreted the MDA’s
pre-emption provision in a manner “substantially
informed” by an FDA regulation2l CFR 8§ 808.1(q)
which says that state requirements are pre-emptéd o
when the FDA “has established specific counterpart
regulations or there are other specific requiresient
applicable to a particular device” under federal.la
Premarket approval imposes “specific requirements
applicable to a particular device.” The FDA regsithat
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a device that has received premarket approval be
marketed without significant deviations from the
specifications in the device’s approval applicatifor the
reason that the FDA has determined that those
specifications provide a reasonable assurance fetysa
and effectiveness. Pp. 1006 — 1007.

(b) Petitioner's common-law claims are pre-empted
because they are based upon New York “requirenjént[s
with respect to Medtronic’'s catheter that are ‘&t
from, or in addition to,” the federal ones, andt tiedate to
safety and effectiveness,360k(a) Pp. 1007 — 1011.

(1) Common-law negligence and strict-liability ctes
impose ‘“requirement[s]”**1002 under the ordinary
meaning of that term, see,g.,Lohr, supra,at 503-505,
512, 116 S.Ct. 224@ipollone v. Liggett Group, Inc505
U.S. 504, 521-523, 548-549, 112 S.Ct. 2608, 120
L.Ed.2d 407. There is nothing in the MDA that
contradicts this normal meaning. Pp. 1007 — 1009.

(2) The Court rejects petitioner’s contention thhe
duties underlying her state-law tort claims are not
pre-empted because general common-law duties dre no
requirements maintained “with respect to devices.”
Petitioner’s suit depends upon New York’s “conting]

in effect” general tort duties “with respect to” Weonic’s
catheter.Title 21 CFR § 808.1(d)(8-which states that
MDA pre-emption does not extend to “[s]tate or loca
requirements of general applicability [whose] puo..
relates either to other products in addition toicew ... or

to unfair trade practices in which the requirememts not
limited to devices"—does not alter the Court's
interpretation. Pp. 1009 — 1011.

(c) The Court declines to address in the firstanse
petitioner’'s argument that this lawsuit raises ghat”
claims that are not pre-empted By360k under Lohr,
supra,at 495, 513, 116 S.Ct. 224P. 1011.

451 F.3d 104affirmed.

SCALIA, J., delivered the opinion of the Court, in which
ROBERTS C. J., anKkENNEDY, SOUTER THOMAS,
BREYER and ALITO, JJ., joined, and in which
STEVENS J., joined except for Parts IlI-A and IlI-B.
STEVENS J., filed an opinion concurring in part and
concurring in the judgmentGINSBURG J., filed a
dissenting opinionpost 1013 — 1020.

Attorneysand Law Firms

Allison M. Zieve, Washington, DC, for petitioner.
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Theodore B. Olsgriwashington, D.C., for respondent.

Edwin S. Kneedler Washington, DC, for the United
States as amicus curiae, by special leave of thetCo
supporting the respondent.

Wayne P. Smith Schenectady, NYAllison M. Zieve
Counsel of RecordBrian Wolfman Scott L. Nelson
Public Citizen Litigation Group, Washington, DC,rfo
Petitioner.

Kenneth S. GelleDavid M. GossettAndrew E. Tauber
Mayer Brown LLP, Washington, D.C.Theodore B.
Olson Counsel of Recordyiatthew D. Mcgill Amir C.
Tayrani Dace A. Caldwell Gibson, Dunn & Crutcher
LLP, Washington, D.C., for Respondent.

Opinion

JusticeSCALIA delivered the opinion of the Court.

*315 We consider whether the pre-emption clause
enacted in the Medical Device Amendments of 1976,
U.S.C. 8§ 360kbars common-law claims challenging the
safety and effectiveness of a medical device given
premarket approval by the Food and Drug Administrat
(FDA).

A

The Federal Food, Drug, and Cosmetic Act (FDCA), 52
Stat. 1040, as amendetl, U.S.C. § 30kt seq.has long
required FDA approval for the introduction of newgs
into the market. Until the statutory enactment stgue
here, however, the introduction of new medical desi
was left largely for the States to supervise ayg Haawv fit.
See **1003 Medtronic, Inc. v. Lohr,518 U.S. 470,
475476, 116 S.Ct. 2240, 135 L.Ed.2d 700 (1996)

The regulatory landscape changed in the 1960's and
1970’s, as complex devices proliferated and soritedfa
Most notably, the Dalkon Shield intrauterine deyice
introduced in 1970, was linked to serious infecti@nd
several deaths, not to mention a large number of
pregnancies. Thousands of tort claims followed. R.
Bacigal, The Limits of Litigation: The Dalkon Shikl
Controversy 3 (1990). In the view of many, the Dalk
Shield failure and its aftermath demonstrated tiadility
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of the common-law tort system to manage the risks
associated with dangerous devices. Seg,, S. Foote,
Managing the Medical Arms Race 151-152 (1992).
Several States adopted regulatory measures, imgudi
California, which in 1970 enacted a law requiring
premarket approval of medical devices. 1970 CadtsSt
ch. 1573316 88 26670-26693; see also Leflar & Adler,
The Preemption Pentad: Federal Preemption of Pteduc
Liability Claims After Medtronic 64 Tenn. L.Rev. 691,
703, n. 66 (1997fidentifying 13 state statutes governing
medical devices as of 1976).

Congress stepped in with passage of the MedicalcBev
Amendments of 1976(MDA)21 U.S.C. § 360et seq?,
which swept back some state obligations and impased
regime of detailed federal oversight. The MDA irdds
an express pre-emption provision that states:

“Except as provided in subsection (b) of this sBttno
State or political subdivision of a State may elssabor
continue in effect with respect to a device intehfter
human use any requirement—

“(1) which is different from, or in addition to, gn
requirement applicable under this chapter to the
device, and

“(2) which relates to the safety or effectivene$s o
the device or to any other matter included in a
requirement applicable to the device under this
chapter.”§ 360k(a)

The exception contained in subsection (b) pernhiés t

FDA to exempt some state and local requirements fro

pre-emption.
The new regulatory regime established various woél
oversight for medical devices, depending on thesribey
present. Class I, which includes such devices astiel
bandages and examination gloves, is subject ttothest
level of oversight: “general controls,” such as €l
requirements.§ 360c(a)(1)(A) FDA, Device Advice:
Device Classes, http://www.fda.
gov/cdrh/devadvice/3132.html (all Internet matevias
visited Feb. 14, 2008, and available in Clerk ou@s
case file). Class Il, which includes such devices a
powered wheelchairs and surgical dragbgl., *317 is
subject in addition to “special controls” such as
performance standards and postmarket surveillance
measures§ 360c(a)(1)(B)

The devices receiving the most federal oversightlanse

in Class lll, which include replacement heart valve
implanted cerebella stimulators, and pacemaker epuls
generators, FDA, Device Advice: Device Classegra
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In general, a device is assigned to Class Il daibnot be
established that a less stringent classificationulévo
provide reasonable assurance of safety and eféseis,
and the device is “purported or represented twbea use
in supporting or sustaining human life or for a uggch
is of substantial importance in preventing impaintmef
human health,” or “presents a potential unreas@nebk
of illness or injury.”§ 360c(a)(1)(C)(ii)

**1004 Although the MDA established a rigorous regime
of premarket approval for new Class Ill devices, it
grandfathered many that were already on the market.
Devices sold before the MDA's effective date mayain

on the market until the FDA promulgates, after etnd
comment, a regulation requiring premarket approS§8al.
360c(f)(1) 360e(b)(1) A related provision seeks to limit
the competitive advantage grandfathered devicesivec

A new device need not undergo premarket approvakif
FDA finds it is “substantially equivalent” to aneth
device exempt from premarket approv&i360c(f)(1)(A)

The agency’s review of devices for substantial
equivalence is known as the § 510(k) process, nafied

the statutory provision describing the review. Masiv
Class Ill devices enter the market through § 510Il)
2005, for example, the FDA authorized the marketifig
3,148 devices under § 510(k) and granted premarket
approval to just 32 devices. P. Hutt, R. Merrill, &
Grossman, Food and Drug Law 992 (3d ed.2007).

Premarket approval is a “rigorous” procekshr, supra

at 477, 116 S.Ct. 2248 manufacturer must submit what
is typically a multivolume application. FDA, Device
Advice—Premarket *318 Approval (PMA) 18,
http://www.fda. gov/cdrh/devadvice/pma/printer.htnit
includes, among other things, full reports of dlidses
and investigations of the device's safety and éffeaess
that have been published or should reasonably bekn
to the applicant; a “full statement” of the devie’
“components, ingredients, and properties and of the
principle or principles of operation”; “a full deggtion of
the methods used in, and the facilities and costusied
for, the manufacture, processing, and, when relevan
packing and installation of, such device”; samptes
device components required by the FDA; and a spatim
of the proposed labelingg 360e(c)(1) Before deciding
whether to approve the application, the agency reésr

it to a panel of outside expertgl CFR § 814.44(a)
(2007) and may request additional data from the
manufacturer§ 360e(c)(1)(G)

The FDA spends an average of 1,200 hours reviewing
each application,ohr, 518 U.S., at 477, 116 S.Ct. 2240,
and grants premarket approval only if it finds thés a
“reasonable assurance” of the device's “safety and
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effectiveness,’8 360e(d) The agency must “weig[h] any
probable benefit to health from the use of the devi
against any probable risk of injury or illness framch
use.” § 360c(a)(2)(C) It may thus approve devices that
present great risks if they nonetheless offer doeatfits

in light of available alternatives. It approved; éxample,
under its Humanitarian Device Exemption proceduees,
ventricular assist device for children with failifngarts,
even though the survival rate of children usingdbeice
was less than 50 percent. FDA, Center for Deviceb a
Radiological Health, Debakey VAD Child Left
Ventricular Assist System-H030003, Summary of Safet
and Probable Benefit 20 (2004),
http://www.fda.gov/cdrh/pdf3/H030003b.pdf.

The premarket approval process includes reviewhef t
device’s proposed labeling. The FDA evaluates gafat
effectiveness under the conditions of use set forththe
label, 8 360c(a)(2)(B) and must determine that the
proposed labeling is neither false nor misleadigg,
360e(d)(1)(A)

*319 After completing its review, the FDA may grant or
deny premarket approva.360e(d) It may also condition
approval on adherence to performance standadd§FR

§ 861.1(b)(3) restrictions upon sale or distribution, or
compliance with other requirements, § 814.82. The
agency is also**1005 free to impose device-specific
restrictions by regulation. § 360j(e)(1).

If the FDA is unable to approve a new device in its
proposed form, it may send an “approvable letter”
indicating that the device could be approved if the
applicant submitted specified information or agrded
certain conditions or restriction21 CFR § 814.44(e)
Alternatively, the agency may send a “not approgabl
letter, listing the grounds that justify denial andhere
practical, measures that the applicant could ualerto
make the device approvabi&814.44(f)

Once a device has received premarket approvaiMiba
forbids the manufacturer to make, without FDA
permission, changes in design specifications,
manufacturing processes, labeling, or any otheibate,
that would affect safety or effectiveness§
360e(d)(6)(A)(i) If the applicant wishes to make such a
change, it must submit, and the FDA must approve, a
application for supplemental premarket approval,b&
evaluated under largely the same criteria as atmlini
application.§ 360e(d)(6)21 CFR § 814.39(c)

After premarket approval, the devices are subject t

reporting requirements. § 360i. These include the
obligation to inform the FDA of new clinical
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investigations or scientific studies concerning tiaice
which the applicant knows of or reasonably shouldvk

of, 21 CFR § 814.84(b)(2)and to report incidents in
which the device may have caused or contributetktdh

or serious injury, or malfunctioned in a mannett thauld
likely cause or contribute to death or serious ripjifi it
recurred, § 803.50(a). The FDA has the power to
withdraw premarket approval based on newly reported
data or existing information and must withdraw agwai
*320 if it determines that a device is unsafe or inetffe
under the conditions in its labeling.360e(e)(L)see also

§ 360h(e) (recall authority).

B

Except as otherwise indicated, the facts set fortthis
section appear in the opinion of the Court of Appeghe
device at issue is an Evergreen Balloon Catheteketed

by defendant-respondent Medtronic, Inc. It is as€Idl
device that received premarket approval from thé\ HD
1994; changes to its label received supplemental
approvals in 1995 and 1996.

Charles Riegel underwent coronary angioplasty i619
shortly after suffering a myocardial infarction. g\pto
Pet. for Cert. 56a. His right coronary artery wifudely
diseased and heavily calcified. Riegel's doctoreited
the Evergreen Balloon Catheter into his patienti®nary
artery in an attempt to dilate the artery, althoubk
device’s labeling stated that use was contrainditcdor
patients with diffuse or calcified stenoses. Theelaalso
warned that the catheter should not be inflatedbeyits
rated burst pressure of eight atmospheres. Riedettor
inflated the catheter five times, to a pressure 16f
atmospheres; on its fifth inflation, the catheteptured.
Complaint 3. Riegel developed a heart block, wasqx
on life support, and underwent emergency coronary
bypass surgery.

Riegel and his wife Donna brought this lawsuit iprilk
1999, in the United States District Court for therthern
District of New York. Their complaint 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. The complaint
raised a number of common-law claims. The District
Court held that the*1006 MDA pre-empted Riegel’s
claims of strict liability; breach of implied warmty; and
negligence in the design, testing, inspection rithistion,
labeling, marketing, and sale of the catheter. App321

Pet. for Cert. 68a; Complaint 3—4. It also heldt ttree
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MDA pre-empted a negligent manufacturing claim faso
as it was not premised on the theory that Medtronic
violated federal law. App. to Pet. for Cert. 71énafly,

the court concluded that the MDA pre-empted Donna
Riegel's claim for loss of consortium to the exténwvas
derivative of the pre-empted clains., at 68a; see also
id., at 75&

The United States Court of Appeals for the Second
Circuit affirmed these dismissalg51 F.3d 104 (2006)
The court concluded that Medtronic was “clearlyjeub

to the federal, device-specific requirement of aifigeto

the standards contained in its individual, fedgrall
approved” premarket approval applicatidd., at 118.
The Riegels’ claims were pre-empted because they
“would, if successful, impose state requirementat th
differed from, or added to,” the device-specificdeal
requirementsld., at 121.We granted certiorati551 U.S.
1144, 127 S.Ct. 3000, 168 L.Ed.2d 725 (2007)

1 Since the MDA expressly pre-empts only state
requirements “different from, or in addition to, yan
requirement applicable ... to the device” underefadl
law, § 360k(a)(1) we must determine whether the Federal
Government has established requirements appliciable
Medtronic’s catheter. If so, we must then determine
whether the Riegels'322 common-law claims are based
upon New York requirements with respect to the ckevi
that are “different from, or in addition to,” thederal
ones, and that relate to safety and effectiven&ss.
360k(a)

We turn to the first question. lbohr, a majority of this
Court interpreted the MDA'’s pre-emption provisiana
manner “substantially informed” by the FDA regutati
set forth a1 CFR § 808.1(dp18 U.S., at 495, 116 S.Ct.
2240; see alsoid., at 500-501, 116 S.Ct. 2240 hat
regulation says that state requirements are preesimp
“only when the Food and Drug Administration has
established specific counterpart regulations orethere
other specific requirements applicable to a paldicu
device....”21 CFR § 808.1(d)nformed by the regulation,
we concluded that federal manufacturing and labelin
requirements applicable across the board to alrabhst
medical devices did not pre-empt the common-lawrnda
of negligence and strict liability at issue iohr. The
federal requirements, we said, were not requiresnent
specific to the device in question—they reflectedtirely
generic concerns about device regulation generadly8
U.S., at 501, 116 S.Ct. 224@Vhile we disclaimed a
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conclusion that general federal requirements coelder
pre-empt, or general state duties never be preezmnpt
**1007 we held that no pre-emption occurred in the case
at hand based on a careful comparison betweentdle s
and federal duties at issull., at 500-501, 116 S.Ct.
2240.

Even though substantial-equivalence review under §
510(k) is device specific,Lohr also rejected the
manufacturer’s contention that § 510(k) approvaldsed
device-specific “requirements.” We regarded the fhat
products entering the market through § 510(k) may b
marketed only so long as they remain substantial
equivalents of the relevant pre-1976 devices as a
qualification for an exemption rather than a reguonient.

Id., at 493-494, 116 S.Ct. 2246ee alsad., at 513, 116
S.Ct. 2240 (O’Connor, J., concurring in part and
dissenting in part).

Premarket approval, in contrast, imposes “requirgsie
under the MDA as we interpreted it iohr. Unlike
general *323 labeling duties, premarket approval is
specific to individual devices. And it is in no senan
exemption from federal safety review—istfederal safety
review. Thus, the attributes thiabhr found lacking in 8§
510(k) review are present here. While § 510(k) is “
‘focused onequivalencenot safety,” "id., at 493, 116
S.Ct. 2240(opinion of the Court), premarket approval is
focused on safety, not equivalence. While devidet t
enter the market through 8§ 510(k) have “never been
formally reviewed under the MDA for safety or effiry,”
ibid., the FDA may grant premarket approval only after it
determines that a device offers a reasonable agsiat
safety and effectivenes§, 360e(d) And while the FDA
does not “ ‘require’ " that a device allowed to enthe
market as a substantial equivalent “take any padatic
form for any particular reason318 U.S., at 493, 116
S.Ct. 2240the FDA requires a device that has received
premarket approval to be made with almost no diewiat
from the specifications in its approval applicatifor the
reason that the FDA has determined that the apgrove
form provides a reasonable assurance of safety and
effectiveness.

[ We turn, then, to the second question: whether the
Riegels’ common-law claims rely upon “any
requirement” of New York law applicable to the catdr
that is “different from, or in addition to,” feddra
requirements and that “relates to the safety or
effectiveness of the device or to any other matieluded
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in a requirement applicable to the devic&."360k(a)
Safety and effectiveness are the very subjectshef t
Riegels’ common-law claims, so the critical issie i
whether New York’s tort duties constitute “requiremts”
under the MDA.

A

In Lohr, five Justices concluded that common-law causes
of action for negligence and strict liability do puse
“requirement[s]” and would be pre-empted by federal
requirements 324 specific to a medical device. SB&8
U.S., at 512, 116 S.Ct. 224@pinion of O'Connor, J.,
joined by Rehnquist, C. J., and SCALIA and THOMAS,
JJ.); id., at 503-505, 116 S.Ct. 224(BREYER, J.,
concurring in part and concurring in judgment). We
adhere to that view. In interpreting two other stia$ we
have likewise held that a provision pre-emptingtesta
“requirements” pre-empted common-law dutiBsites v.
Dow Agrosciences LLG544 U.S. 431, 125 S.Ct. 1788,
161 L.Ed.2d 687 (2005jound common-law actions to be
pre-empted by a provision of the Federal Insedticid
Fungicide, and Rodenticide Act that said certatest
‘shall not impose or continue in effeahy requirements
for labeling or packaging in addition to or diffatefrom
**1008 those required under this subchapter.fd?, at
443, 125 S.Ct. 178&discussing7 U.S.C. § 136v(h)
emphasis addedfipollone v. Liggett Group, Inc505
U.S. 504, 112 S.Ct. 2608, 120 L.Ed.2d 407 (1992)d
common-law actions pre-empted by a provision of the
Public Health Cigarette Smoking Act of 196€% U.S.C.

§ 1334(b) which said that “[n]Jo requirement or
prohibition based on smoking and health shall bgoised
under State law with respect to the advertising or
promotion of any cigarettes” whose packages were
labeled in accordance with federal law. $&& U.S., at
523, 112 S.Ct. 260@plurality opinion);id., at 548-549,
112 S.Ct. 260§SCALIA, J., concurring in judgment in
part and dissenting in part).

Congress is entitled to know what meaning this Cauilf
assign to terms regularly used in its enactmenbseAt
other indication, reference to a State’s “requiretse
includes its common-law duties. As the pluralityiropn
said inCipollone,common-law liability is “premised on
the existence of a legal duty,” and a tort judgment
therefore establishes that the defendant has etblat
state-law obligationld., at 522, 112 S.Ct. 260&nd
while the common-law remedy is limited to damages,
liability award “ ‘can be, indeed is designed to, lze
potent method of governing conduct and controlling
policy.” " Id., at 521, 112 S.Ct. 2608.
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In the present case, there is nothing to contraithist
normal meaning. To the contrary, in the contextto$
legislation*325 excluding common-law duties from the
scope of pre-emption would make little sense. Staite
law that requires a manufacturer's catheters tsdfer,
but hence less effective, than the model the FDA ha
approved disrupts the federal scheme no less tt@e s
regulatory law to the same effect. Indeed, one dithihk
that tort law, applied by juries under a negligerare
strict-liability standard, is less deserving of smevation.

A state statute, or a regulation adopted by a sig¢scy,
could at least be expected to apply cost-benefityais
similar to that applied by the experts at the FD¥aw
many more lives will be saved by a device whiclongl
with its greater effectiveness, brings a greatsk rof
harm? A jury, on the other hand, sees only the obst
more dangerous design, and is not concerned wsth it
benefits; the patients who reaped those benefésnat
represented in court. As Justice BREYER explained i
Lohr, it is implausible that the MDA was meant to “grant
greater power (to set state standards ‘differearhfror in
addition to,” federal standards) to a single sjatg than

to state officials acting through state administetor
legislative lawmaking processe$18 U.S., at 504, 116
S.Ct. 2240.That perverse distinction is not required or
even suggested by the broad language Congress rhose
the MDA/ and we will not turn somersaults to create it.

*326 B

The dissent would narrow the pre-emptive scopehef t
term “requirement” on**1009 the grounds that it is
“difficult to believe that Congress would, without
comment, remove all means of judicial recourse” for
consumers injured by FDA-approved devic@ast, at
1015 (opinion of GINSBURG, J.) (internal quotation
marks omitted). But, as we have explained, thiexactly
what a pre-emption clause for medical devices thyess
terms. The operation of a law enacted by Congressl n
not be seconded by a committee report on paindi€ipl
nullification. Seeg.g.,Connecticut Nat. Bank v. Germain,
503 U.S. 249, 253-254, 112 S.Ct. 1146, 117 L.EG2W
(1992) It is not our job to speculate upon congressional
motives. If we were to do so, however, the onlyigation
available—the text of the statute—suggests that the
solicitude for those injured by FDA-approved degice
which the dissent finds controlling, was overconme i
Congress’s estimation by solicitude for those whauld
suffer without new medical devices if juries welewed

to apply the tort law of 50 States to all innovat®
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In the case before us, the FDA has supported thitiquo
taken by our opinion with regard to the meaningtedf
statute. We have found it unnecessary to rely upan
agency view because we think the statute itselflepe
clearly to the point at issue. If, however, we faahd the
statute ambiguous and had accorded the agencysntur
position deference, the dissent is correct, pest, at
1016, n. 8, that—inasmuch as mé&kidmoredeference
would seemingly be at issue—the degree of deference
might be reduced by the fact that the agency’siezarl
position was different. Segkidmore v. Swift & Co323
U.S. 134, 65 S.Ct. 161, 89 L.Ed. 124 (194Wnited
States*327 v. Mead Corp.533 U.S. 218, 121 S.Ct. 2164,
150 L.Ed.2d 292 (2001)Good Samaritan Hospital v.
Shalala,508 U.S. 402, 417, 113 S.Ct. 2151, 124 L.Ed.2d
368 (1993) But of course the agency’s earlier position
(which the dissent describes at some lengtist,at 1015

— 1016, and finds preferable) is even more compsed)i
indeed deprived of all claim to deference, by thet that

it is no longer the agency’s position.

The dissent also describes at great length theriexge
under the FDCA with respect to drugs and food aridrc
additives.Post, at 1016 — 1018. Two points render the
conclusion the dissent seeks to draw from that
experience—that the pre-emption clause permits tort
suits—unreliable. (1) It has not been establiste] the
dissent assumes) that no tort lawsuits are preesnipy
drug or additive approval under the FDCA. (2) K, the
dissent believes, the pre-emption clause permits to
lawsuits for medical devices just as they are (by
hypothesis) permitted for drugs and additives; dnds

the dissent believes, Congress wanted the two egim

be alike; Congress could have applied the pre-empti
clause to the entire FDCA. It did not do so, bugtéad
wrote a pre-emption clause that applies only to ioaéd
devices.

C

The Riegels contend that the duties underlying
negligence, strict-liability, and implied-warranglaims
are not pre-empted even if they impose “ ‘requiretag
" because general common-law duties are
requirements maintained “ ‘with respect to devicés.
Brief for Petitioner 34-36. Again, a majority oigshCourt
suggested otherwise imohr. See518 U.S., at 504-505,
116 S.Ct. 224Qopinion of BREYER, J.)id., at 514, 116
S.Ct. 2240(opinion of **1010 O’Connor, J., joined by
Rehnquist, C. J., and SCALIA and THOMAS, 3J8nd
with good reason. Th&328 language of the statute does
not bear the Riegels’ reading. The MDA provided tiha
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not

State “may establish or continue in effadth respect to a
device any requireméntrelating to safety or
effectiveness that is different from, or in additido,
federal requirements§ 360k(a) (emphasis added). The
Riegels’ suit depends upon New York’s “continu[irig]
effect” general tort duties “with respect to” Mealtic's
catheter. Nothing in the statutory text suggestt the
pre-empted state requirement must apphly to the
relevant device, or only to medical devices andtoaill
products and all actions in general.

[¥l The Riegels’ argument to the contrary rests ontéixe

of an FDA regulation which states that the MDA's
pre-emption clause does not extend to certain slutie
including “[s]tate or local requirements of general
applicability where the purpose of the requirenrefates
either to other products in addition to devicesg.(e.
requirements such as general electrical codes, thed
Uniform Commercial Code (warranty of fitness)), tor
unfair trade practices in which the requirements ot
limited to devices.21 CFR § 808.1(d)(1Even assuming
that this regulation could play a role in definitige
MDA’s pre-emptive scope, it does not provide
unambiguous support for the Riegels’ position. The
agency'’s reading of its own rule is entitled to stahbtial
deference, seduer v. Robbins519 U.S. 452, 461, 117
S.Ct. 905, 137 L.Ed.2d 79 (1997@nd the FDA’s view
put forward in this case is that the regulation dloet
refer to general tort duties of care, such as those
underlying the claims in this case that a devices wa
designed, labeled, or manufactured in an unsafe or
ineffective manner, Brief for United States Asnicus
Curiae 27-28. That is so, according to the FDA, because
the regulation excludes from pre-emption requiretsien
that relate only incidentally to medical devicesyt Imot
other requirements. General tor829 duties of care,
unlike fire codes or restrictions on trade pradice
“directly regulate” the device itself, includingsidesign.

Id., at 28. We find the agency’s explanation less than
compelling, since the same could be said of general
requirements imposed by electrical codes, the Wmifo
Commercial Code, or unfair-trade-practice law, ihice
regulation specifically excludes from pre-emption.

Other portions oR1 CFR § 808.1however, support the
agency’s view tha 808.1(d)(1)has no application to this
case (though still failing to explain why electilicmdes,

the Uniform Commercial Code, or unfair-trade-preeti
requirements are differentpection 808.1(b)states that
the MDA sets forth a “general rule” pre-emptingtsta
duties “having the force and effect of law (whether
established by statute, ordinance, regulation,court
decision.....” (Emphasis added.) This sentence is far more
comprehensible under the FDA'’s view tfa808.1(d)(1)
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has no application here than under the Riegelst.vid'e

are aware of no duties established by court decisther
than common-law duties, and we are aware of no
common-law duties that relate solely to medicalicke.

**1011 The Riegels’ reading is also in tension with the
regulation’s statement that adulteration and misthireg
claims are pre-empted when they “ha [ve] the effifct
establishing a substantive requirement for a sjgecif
device, e.g., a specific labeling requirement” thst
“different from, or in addition to,” a federal reigement.

§ 808.1(d)(6)(ii) Surely this means that the MDA would
pre-empt a jury determination that the FDA-approved
labeling for a pacemaker violated a state comman-la
requirement for additional warnings. The Riegetsiding

of § 808.1(d)(1) however, would allow a claim for
tortious mislabeling to escape pre-emption so lasiguch

a claim could also be brought against objects othan
medical devices.

All in all, we think that§ 808.1(d)(1)can add nothing to
our analysis but confusion. Neither accepting nor
rejecting the*330 proposition that this regulation can
properly be consulted to determine the statute’arrimsy;
and neither accepting nor rejecting the FDA's digibn
between general requirements that directly regudene
those that regulate only incidentally; the reguolatiails to
alter our interpretation of the text insofar as th#come

of this case is concerned.

v

[4 I8 State requirements are pre-empted under the MDA
only to the extent that they are “different fron, io
addition to” the requirements imposed by federal. 1§
360k(a)(1) Thus,§ 360k does not prevent a State from
providing a damages remedy for claims premised on a
violation of FDA regulations; the state duties ick a
case “parallel,” rather than add to, federal regzmients.
Lohr, 518 U.S., at 495, 116 S.Ct. 224€ke alsdd., at
513, 116 S.Ct. 224@0’Connor, J., concurring in part and
dissenting in part). The District Court in this eas
recognized that parallel claims would not be preem,

see App. to Pet. for Cert. 70a—71a, but it integatehe
claims here to assert that Medtronic’s device veula
state tort law notwithstanding compliance with the
relevant federal requirements, siee, at 68a. Although
the Riegels now argue that their lawsuit raiseslfedr
claims, they made no such contention in their brief
before the Second Circuit, nor did they raise this
argument in their petition for certiorari. We de€ito
address that argument in the first instance here.
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For the foregoing reasons, the judgment of the Cofir
Appeals is

Affirmed.

JusticeSTEVENS concurring in part and concurring in
the judgment.

The significance of the pre-emption provision ire th
Medical Device Amendments of 1976(MDA)1 U.S.C.

§ 360k *331 was not fully appreciated until many years
after it was enacted. It is an example of a statdtese
text and general objective cover territory not abiju
envisioned by its authors. In such cases we have
frequently concluded that “it is ultimately the pisions

of our laws rather than the principal concerns af o
legislators by which we are governedOncale v.
Sundowner Offshore Services, 1823 U.S. 75, 79-80,
118 S.Ct. 998, 140 L.Ed.2d 201 (199&ccordingly,
while | agree with Justice GINSBURG'’s descriptioh o
the actual history and principal purpose of the
pre-emption provision at issue in this cgsest,at 1014 —
1018 (dissenting opinion), | am persuaded thattata
does pre-empt state-law requirements that differ. |
therefore write separately to add these few wotntsutl
the MDA's history and the meaning of “requiremehts.

**1012 There is nothing in the preenactment history of
the MDA suggesting that Congress thought state tort
remedies had impeded the development of medical
devices. Nor is there any evidence at all to sugties
Congress decided that the cost of injuries fromd~and
Drug Administration-approved medical devices was
outweighed “by solicitude for those who would suffe
without new medical devices if juries were allowed
apply the tort law of 50 States to all innovatidn&nte,at
1009 (opinion of the Court). That is a policy argnh
advanced by the Court, not by Congress. As Justice
GINSBURG persuasively explains, the overriding
purpose of the legislation was to provide additiona
protection to consumers, not to withdraw existing
protections. It was the then-recent developmenstafe
premarket regulatory regimes that explained thelriee

a provision pre-empting conflicting administrativales.
SeeMedtronic, Inc. v. Lohr518 U.S. 470, 489, 116 S.Ct.
2240, 135 L.Ed.2d 700 (1996])plurality opinion)
(“[W]hen Congress enacte@ 360k it was primarily
concerned with the problem of specific, conflictistate
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statutes and regulations rather than the genertiésdu
enforced by common-law actions”).

*332 But the language of the provision reaches beyond
such regulatory regimes to encompass other types of
“requirements.” Because common-law rules admirgster
by judges, like statutes and regulations, creatkdsifine
legal obligations, some of them unquestionably ifyalks
“requirements.” See Cipollone v. Liggett Group, Inc.,
505 U.S. 504, 522, 112 S.Ct. 2608, 120 L.Ed.2d 407
(1992) (plurality opinion) (“[Clommon-law damages
actions of the sort raised by petitioner are prethisn the
existence of a legal duty, and it is difficult taysthat such
actions do not impose ‘requirements or prohibitibns
[1t is the essence of the common law to enforcéedu
that are either affirmativerequirementsor negative
prohibitions’). And although not all common-law rules
qualify as “requirements'the Court correctly points out
that five Justices ihohr concluded that the common-law
causes of action for negligence and strict liap#it issue

in that case imposed “requirements” that were pneted

by federal requirements333 specific to a medical device.
Moreover, | agree with the Court’s cogent explamaf
why the Riegels’ claims are predicated on New York
common-law**1013 duties that constitute requirements
with respect to the device at issue that diffenfriederal
requirements relating to safety and effectiveneks.
therefore join the Court’s judgment and all of diginion
except for Parts IlI-A and 111-B.

JusticeGINSBURG dissenting.

The Medical Device Amendments of 1976 (MDA or Act),
90 Stat. 539, as construed by the Court, cut deefdya
domain historically occupied by state law. The MBA’
preemption clause1 U.S.C. § 360k(athe Court holds,
spares medical device manufacturers from personalyi
claims alleging flaws in a design or label once the
application for the design or label has gained st
approval from the Food and Drug Administration (FDA
a state damages remedy, the Court instructs, fremsity
for claims “premised on a violation of FDA regutats.”
Ante,at 10111 | dissent from today’s constriction of state
authority. Congress, in my view, did not inteBid60k(a)
to effect a radical curtailment of state common-kuwits
seeking compensation for injuries caused by defelgti
designed or labeled medical devices.

Congress’ reason for enactigg360k(a)is evident. Until
1976, the Federal Government did not engage in
premarket regulation of medical devices. Some State
acted to fill the void by adopting their own regoly
systems for medical deviceSection 360k(ayesponded
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to that state regulation, and particularly to Qalifa’s
system of premarket approval for medical devices, b
preempting State initiatives absent FDA permiss&eses
360k(b)

*334 |

The “purpose of Congress is the ultimate touchstoine
pre-emption analysis.Cipollone v. Liggett Group, Inc.,
505 U.S. 504, 516, 112 S.Ct. 2608, 120 L.Ed.2d 407
(1992) (internal quotation marks omitted). Courts have
“long presumed that Congress does not cavalierly
pre-empt state-law causes of actiomédtronic, Inc. v.
Lohr, 518 U.S. 470, 485, 116 S.Ct. 2240, 135 L.Ed.2d
700 (1996 Preemption analysis starts with the
assumption that “the historic police powers of States
[a]re not to be superseded ... unless that wasl#ae and
manifest purpose of Congres&ice v. Santa Fe Elevator
Corp., 331 U.S. 218, 230, 67 S.Ct. 1146, 91 L.Ed. 1447
(1947) “This assumption provides assurance that ‘the
federal-state balance’ will not be disturbed unititsally

by Congress or unnecessarily by the courfhes v.
Rath Packing C0.430 U.S. 519, 525, 97 S.Ct. 1305, 51
L.Ed.2d 604 (1977{citation omitted).

The presumption against preemption is heightenduefes
federal law is said to bar state action in fields o
traditional state regulation.Rlew York State Conference
of Blue Cross & Blue Shield Plans v. Travelers i@s.,
514 U.S. 645, 655, 115 S.Ct. 1671, 131 L.Ed.2d 695
(1995) Given the traditional “primacy of state regulatio
of matters of health and safety,bhr, 518 U.S., at 485,
116 S.Ct. 2240,courts assume “that state and local
regulation related to [those] matters ... can ndlyma
coexist with federal regulationsHlillsborough County v.
Automated Medical Laboratorie$}1014 Inc., 471 U.S.
707,718, 105 S.Ct. 2371, 85 L.Ed.2d 714 (1985)

Federal laws containing a preemption clause do not
automatically escape the presumption against préemp
SeeBates v. Dow Agrosciences LLE44 U.S. 431, 449,
125 S.Ct. 1788, 161 L.Ed.2d 687 (2005phr, 518 U.S.,

at 485, 116 S.Ct. 224@\ preemption clause tells us that
Congress intended to supersede or modify statetéaw
some extent. In the absence of legislative pretjsio
however, courts may face the task of determining th
substance 335 and scope of Congress’ displacement of
state law. Where the text of a preemption clauspén to
more than one plausible reading, courts ordind&dbcept
the reading that disfavors pre-emptioBates,544 U.S.,

at 449, 125 S.Ct. 1788
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[
The MDA'’s preemption clause states:

“INJo State or political subdivision of a State may
establish or continue in effect with respect toeaice
intended for human use any requirement—

“(1) which is different from, or in addition to, @n
requirement applicable under this chapter to thecde
and

“(2) which relates to the safety or effectivene$she
device or to any other matter included in a requeet
applicable to the device under this chaptedl”U.S.C.
§ 360k(a)

“Absent other indication,” the Court states, “refece to a
State’s ‘requirements’ includes its common-law esifl
Ante, at 1008. Regarding the MDA, however, “other
indication” is not “[a]bsent.” Contextual examirati of
the Act convinces me th& 360k(a)s inclusion of the
term ‘“requirement” should not prompt a sweeping
preemption of mine-run claims for relief under stabrt
law.2

A

Congress enacted the MDA “to provide for the saetyg
effectiveness of medical devices intended for huosm”
*336 90 Stat. 539 (preamblé)A series of high-profile
medical device failures that caused extensive igguand
loss of life propelled adoption of the MDAConspicuous
among these failures was the Dalkon Shield intringe
device, used by approximately 221015 million women

in the United States between 1970 and 1974. I6eae
Northern Dist. of Cal., Dalkon Shield IUD Prods.
Liability Litigation, 693 F.2d 847, 848 (C.A.9 1982)
ante,at 1002 — 1003. Aggressively promoted as a safe an
effective form of birth control, the Dalkon Shielthd
been linked to 16 deaths and 25 miscarriages by the
middle of 1975.H.R.Rep. No. 94-853, p. 8 (197@By
early 1976, “more than 500 lawsuits seeking
compensatory and punitive damages totalling moaa th
$400 million” had been filedlbid.® Given the publicity
attending the Dalkon Shield litigation and Congress
awareness of the suits at the time the MDA was unde
consideration, | find informative337 the absence of any
sign of a legislative design to preempt state comiaav
tort actions.

Mext

The Court recognizes thag“360k does not prevent a
State from providing a damages remedy for claims
premised on a violation of FDA regulations&nte, at
1011. That remedy, although important, does nop hel
consumers injured by devices that receive FDA apgiro
but nevertheless prove unsafe. The MDA's failure to
create any federal compensatory remedy for such
consumers further suggests that Congress did texdn
broadly to preempt state common-law suits grounaied
allegations independent of FDA requirements. It is
“difficult to believe that Congress would, without
comment, remove all means of judicial recourse’ldéoge
numbers of consumers injured by defective medical
devices.Silkwood v. Kerr—McGee Corp464 U.S. 238,
251, 104 S.Ct. 615, 78 L.Ed.2d 443 (1984)

The former chief counsel to the FDA explained:

“FDA’s view is that FDA product approval and state
tort liability usually operate independently, each
providing a significant, yet distinct, layer of caiqmer
protection. FDA regulation of a device cannot
anticipate and protect against all safety risks to
individual consumers. Even the most thorough
regulation of a product such as a critical medisalice
may fail to identify potential problems presenteactibe
product. Regulation cannot338 protect against all
possible injuries that might result from use ofewide
over time. Preemption of all such claims would tesu
in the loss of a significant layer of consumer potibn
...." Porter,The Lohr Decision: FDA Perspective and
Position, 52 Food & Drug L.J. 7, 11 (1997)

Cf. Brief for United States a&micus Curiaeon Pet. for
Cert. in Smiths Industries Medical Systems, Inc. v.
Kernats, O.T.1997, No. 96-1405, pp. 17-18; Dept. of
Health and Human Services, Public Health1016
Service, Advisory Opinion, Docket No. 83A-0140/AP,
Letter from J. Hile, Associate Comm’r for Regulator
Affairs, to National Women’s Health Network (Mar, 8
1984)¢ The Court's construction o§ 360k(a) has the
“perverse effect” of granting broad immunity “to antire
industry that, in the judgment of Congress, neeede
stringent regulation,’Lohr, 518 U.S., at 487, 116 S.Ct.
2240 (plurality opinion), not exemption from liabilitin
tort litigation.

The MDA does grant the FDA authority to order cierta
remedial action ifjnter alia, it concludes that a device
“presentst 339 an unreasonable risk of substantial harm to
the public health” and that notice of the defecblid not

by itself be sufficient to eliminate the unreasdeatisk.”

21 U.S.C. 8§ 360h(b)(1)(A)Thus the FDA may order the
manufacturer to repair the device, replace it, ndfthe
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purchase price, cease distribution, or recall tbeicd. 8
360h(b)(2) (e). The prospect of ameliorative action by the
FDA, however, lends no support to the conclusioat th
Congress intended largely to preempt state comman-|
suits. Quite the oppositeSection 360h(d)states that
“[clompliance with an order issued under this gs@tti
shall not relieve any person from liability undezderal
or State law.” That provision anticipates “[countarded]
damages for economic loss” from which the valuarmf
FDA-ordered remedy would be subtracthxid.®

B

Congress enacted the MDA after decades of regglatin
drugs and food and color additives under the Fédera
Food, Drug, and Cosmetic Act (FDCA), 52 Stat. 109,
amended21 U.S.C. § 30kt seq The FDCA contains no
preemption clause, and thus the Court’s interpoetaif §
360k(a)has no bearing on tort suits involving drugs and
additives. Bug 360k(a)s confinement to medical devices
hardly renders irrelevant to the proper constructé the
MDA'’s preemption provision the long history of fede
and state controls over drugs and additives inrnterest

of public health and welfare. Congress’ experience
regulating drugs and additives informed, and int par
provided the model for, its regulation of medit&ll017
devices. | therefore turn to an examination of that
experience.

*340 Starting in 1938, the FDCA required that new drugs
undergo preclearance by the FDA before they coeld b
marketed. See § 505, 52 Stat. 1052. Nothing in the
FDCA's text or legislative history suggested thddA-
preclearance would immunize drug manufacturers from
common-law tort suit.

By the time Congress enacted the MDA in 1976, state
common-law claims for drug labeling and design disfe
had continued unabated despite nearly four decafles
FDA regulationtt Congress’ inclusion of a preemption
clause in the MDA was not motivated by concern that
similar state tort actions could be mounted reguaydi
medical device®& *341 Rather, Congress included
360k(a)and(b) to empower the FDA to exercise control
over state premarket approval systems installeal tahe
when there was no preclearance at the federal. &g
supra,at 1014, and n. 3nfra, at 1018, and n. 14.

Between 1938 and 1976, Congress enacted a series of
premarket approval requirements, first for drugentfor
additives. Premarket control, as already noted,
commenced with drugs in 1938. In 1958, Congress
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required premarket approval for food additives. droo
Additives Amendment, § 4, 72 Stat. 1785, as amerted
U.S.C. § 348In 1960, it required premarket approval for
color additives. Color Additive Amendments, § 103(b
74 Stat. 399, as amendétl, U.S.C. § 379eln 1962, it
expanded the premarket approval process for negsdru
to include review for effectiveness. Drug Amendnsent
**1018 § 102, 76 Stat. 781, as amendad, U.S.C. 88
321, 355 And in 1968, it required premarket approval for
new animal drugs. Animal Drug Amendments, § 101(b),
82 Stat. 343, as amendezil U.S.C. 8 360bNone of
these Acts contained a preemption clause.

The measures just listed, like the MDA, were akard
with common-law personal injury litigation over defive
products a prominent part of the legal landscapge.the
*342 time of each enactment, no state regulations
required premarket approval of the drugs or adefitiin
guestion, so no preemption clause was needed lsck ¢
against potentially conflicting state regulatorygirees.
See Brief for Sen. Edward M. Kennedy et al./agici
Curiae10.

A different situation existed as to medical deviegsen

Congress developed and passed the MDA. As the House

Report observed:
“In the absence of effective Federal regulation of
medical devices, some States have established their
own programs. The most comprehensive State
regulation of which the Committee is aware is thfat
California, which in 1970 adopted the Sherman Food,
Drug, and Cosmetic Law. This law requires premarket
approval of all new medical devices, requires
compliance of device manufacturers with good
manufacturing practices and authorizes inspectibn o
establishments which manufacture devices.
Implementation of the Sherman Law has resultethén t
requirementthat intrauterine devices are subject to
premarket clearance in California.H.R.Rep. No.
94-853, p. 4%emphasis added).

In sum, state premarket regulation of medical desjiot
any design to suppress tort suits, accounts forgf&ess’
inclusion of a preemption clause in the MDA; no Isuc
clause figures in earlier federal laws regulatinggd and
additives, for States had not installed comparablrol
regimes in those areas.

*343C

Congress’ experience regulating drugs also castbtdm
Medtronic’s policy arguments for readirfy 360k(a)to



Riegel v. Medtronic, Inc., 552 U.S. 312 (2008)

128 S.Ct. 999, 169 L.Ed.2d 892, 76 USLW 4087, Prod.Liab.Rep. (CCH) P 17,924...

preempt state tort claim&ection 360k(aynust preempt
state common-law suits, Medtronic contends, because
Congress would not have wanted state juries to
second-guess the FDA's finding that a medical devic
safe and effective when used as directed. Brief for
Respondent 42—-49. The Court is similarly mindadte,

at 1008 — 1009.

But the process for approving new drugs is at least
rigorous as the premarket approval process for caédi
devices® Courts that have considered thef1019
guestion have overwhelmingly held that FDA apprafal
a new drug application does not preempt statestats:®
Decades of druy344 regulation thus indicate, contrary to
Medtronic’s argument, that Congress did not red&bé
regulation and state tort claims as mutually exehis

Refusing to read 360k(a)as an automatic bar to state
common-law tort claims would hardly render the FBA’
premarket approval of Medtronic’'s medical device
application irrelevant to the instant suit. Firs
“pre-emption provision, by itself, does not foresdo
(through negative implication) any possibility ofiplied
conflict preemption.”Geier v. American Honda Motor
Co.,529 U.S. 861, 869, 120 S.Ct. 1913, 146 L.Ed.2d 914
(2000) (brackets and internal quotation marks omitted).
See alsoFreightliner Corp. v. Myrick,514 U.S. 280,
288-289, 115 S.Ct. 1483, 131 L.Ed.2d 385 (1995)
Accordingly, a medical device manufacturer may have
dispositive *345 defense if it can identify an actual
conflict **1020 between the plaintiff's theory of the case
and the FDA's premarket approval of the device in
qguestion. As currently postured, this case presenots
occasion to take up this issue for Medtronic relies
exclusively on§ 360k(a) and does not argue conflict
preemption.

Footnotes

Second, a medical device manufacturer may be echtid
interpose a regulatory compliance defense basethen
FDA's approval of the premarket application. Mo&it8s

do not treat regulatory compliance as dispositibat
regard it as one factor to be taken into accourthbyury.
See Sharkey, Federalism in Action: FDA Regulatory
Preemption in Pharmaceutical Cases in State Versus
Federal Courts, 15 J. Law & Pol'y 1013, 1024 (20&8e
also Restatement (Third) of Torts § 16(a) (Propdsiedl
Draft No. 1, Apr. 6, 2005). In those States, a nfacturer
could present the FDA's approval of its medicalideas
evidence that it used due care in the design anelita

of the product.

The Court's broad reading of 360k(a) saves the
manufacturer from any need to urge these defenses.
Instead, regardless of the strength of a plaistiffase,
suits will be barredab initio. The constriction of state
authority ordered today was not mandated by Cosgres
and is at odds with the MDA’s central purpose: tot@ct
consumer safety.

For the reasons stated, | would hold tBa360k(a)does
not preempt Riegel's suit. | would therefore reeetke
judgment of the Court of Appeals in relevant part.

Parallel Citations

128 S.Ct. 999, 169 L.Ed.2d 892, 76 USLW 4087,
Prod.Liab.Rep. (CCH) P 17,924, 08 Cal. Daily OprvSe
2105, 2008 Daily Journal D.A.R. 2524, 21 Fla. L.akg
Fed. S 81

The syllabus constitutes no part of the opiniothef Court but has been prepared by the Reporteeasions for the convience

of the reader. Sdénited States v. Detroit Timber & Lumber Cp00 U.S. 321, 337, 26 S.Ct. 282, 50 L.Ed..499

1 Unqualified § 36G:t seqnumbers hereinafter refer to sections of 21 U.S.C.

2 The District Court later granted summary judgmentiedtronic on those claims of Riegel it had founrud preempted, viz., thi
Medtronic breached an express warranty and was negligen@imufacturing because it did not comply with fedestaindard:
App. to Pet. for Cert. 90a. It consequently grarsi@ehmary judgment as well on Donna Riegel's deisreatonsortium claimlbid.
The Court of Appeals affirmed these determinatiams, they are not before us.
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3 Charles Riegel having died, Donna Riegel is novitipaer on her own behalf and as administrator &f tusband’s estatBost
p. 804. For simplicity’s sake, the terminology eir@pinion draws no distinction between CharlegRi@nd the Estate ofh@rles
Riegel and refers to the claims as belonging td_iiegels.

4 The Riegels point t@ 360k(b) which authorizes the FDA to exempt state “requiats” from preemption under circumstanc
that would rarely be met for common-law duties. Butaw that permits an agency to exempt certaiguirements”from
pre-emption does not suggest that no other “remérgs” exist. The Riegels also invoke380h(d), which provides tt
compliance with certain FDA orders “shall not rebeany person from liability under Federal or State.” This indicates th.
some state-law claims are not pre-empted, as we ihdlohr. But it could not possibly mean thall statelaw claims are nt
pre-empted, since that would deprive the MDA prexom clause of all content. And it provides no daice as to whic
state-law claims are pre-empted and which are not.

5 Contrary to Justice STEVENS’ contentigogst, at 1012 (opinion concurring in part and concurringudgment), we do n
“advanc[e]"this argument. We merely suggest that if one wepeculate upon congressional purposes, the dsnee for the
would be found in the statute.

6 The opinions joined by these five Justices dispdgbe Riegels’ assertion thabhr held commorlaw duties were too general
qualify as duties “with respect to a device.” Thajonity opinion inLohr also disavowed this conclusion, for it stated tiha
Court did “not believe that [the MDA's] statutorya regulatory language necessarily precludes enégal’ state requiremer
from ever being pre-empted..518 U.S., at 500, 116 S.Ct. 2240, 135 L.Ed.2d 700

1 The verdicts of juries who obey those rules, howear not “requirementgif that kind. Juries apply rules, but do not mdiem
And while a jury’s findng of liability may induce a defendant to altes device or its label, this does not render thdifig ¢
“requirement” within the meaning of the MDAA“requirement is a rule of law that must be obeyad;event, such as a ji
verdict, that merely motivates an optional decis®onot a requirementBates v. Dow Agrosciences LL&44 U.S. 431, 445, 1.
S.Ct. 1788, 161 L.Ed.2d 687 (2003) is for that reason that the MDA does not gréna single state jury’ "any powe
whatsoever to set any standard that either confarithsor differs froma relevant federal standard. | do not agree wighctiiorfu
but inaccurate quotation in the Court’s opiniante at 1008.

2 SeeCipollone,505 U.S., at 523, 112 S.Ct. 2608, 120 L.Ed.2d @0Trality opinion) (explaining that the fact tHée preemptive
scope of § 5(b) cannot be limited to positive emaretts does not mean that that section pre-emptoadmon-law claimsanc
proceeding to analyze “each of petitioner's comrtam-claims to determine whether it is in fact prepted”); Bates,544 U.S., ¢
443-444, 125 S.Ct. 17880ting that a finding that 7 U.S.C.] 8§ 136v(bjnay pre-empt judgerade rules, as well as statutes
regulations, says nothing about tmopeof that pre-emption,” and proceeding to determitnether the particular commdaw
rules at issue in that case satisfied the conditadrpre-emption).

1 The Court’s holding does not reach an importaniéssutside the bounds of this case: the preempfieet of § 360k(a)where
evidence of a medical device’s defect comes td ligly after the device receives premarket approval.

2 In part,Lohr spoke for the Court, and in part, for a pluralltynless otherwise indicated, citations in this ommrefer to portior
of Lohr conveying the opinion of the Court.

3 The very next provisiorg 360k(b) allows States and their political subdivisionsapply for exemption from the requirements
medical devices set by the FDA when their own remments are “more stringentfian federal standards or are necessitat
“compelling local conditions.This prescription indicates solicitude for state@grns, as embodied in legislation or regula
But no more thar§ 360k(a)itself does§ 360k(b)show that Congress homed in on state comlaansuits and meant to de
injured parties recourse to them.

4 Introducing the bill in the Senate, its sponsorlaixgd: ‘The legislation is written so that the benefit leé doubt is always giv:
to the consumer. After all it is the consumer wlayspwith his health and his life for medical devinalfunctions.”121 Conc¢
Rec. 10688 (1975) (remarks of Sen. Kennedy).

5 See,e.g.,H.R.Rep. No. 94-853, p. 8 (197@Bignificant defects in cardiac pacemakers havessiteged 34 voluntary recalls
pacemakers, involving 23,000 units, since 19725 Rep. No. 94-33, p. 6 (1979).S.Code Cong. & Admin.News 1976,
1070, 1076 (Some 10,000 injuries were recorded, of which 73dlted in death. For example, 512 deaths and JQfiéa wer:
attributed to heart valves; 89 deaths and 186iagui0 heart pacemakers; 10 deaths and 8,000&sjtwi intrauterine device$,”
122 Cong. Rec. 5859 (1976) (remarks of Rep. Waxnffan)Ll0—year FDA deatleertificate search found over 850 deaths
directly to medical devices.”); 12d., at 10689—10690 (remarks of Sen. Nelson). SeeMésdironic, Inc. v. Lohr518 U.S. 47(
476, 116 S.Ct. 2240, 135 L.Ed.2d 700 (1996)
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6 The Dalkon Shield was ultimately linked to “thoudarof serious injuries to otherwise healthy womafiddeck,Preemption ar
Regulatory Failure, 33 Pepperdine L.Rev. 95, 1080%2 By October 1984, the manufacturer had settledlitayatec
approximately 7,700 Dalkon Shield cases. R. Sdehding the Law: The Story of the Dalkon Shield Baptcy 23 (1991).

7 “[NJothing in the hearings, the Committee Repodsthe debates,” theohr plurality noted, $uggest[ed] that any proponen
the legislation intended a sweeping pre-emptiotraditional common-law remedies against manufacsueaddistributors o
defective devices. If Congress intended such dtreufailure even to hint at it is spectaculadgd, particularly sine Member
of both Houses were acutely aware of ongoing protiability litigation.” 518 U.S., at 491, 116 S.Ct. 224%ee also Adler .
Mann, Preemption and Medical Devices: The Courts Run Ani&kMo. L.Rev. 895, 925 (1994)To the extent that Congre
mentioned common law tort claims, it was not tdicide them or to suggest that they needed to bedance a federal ratatior
was in place. Rather, it was to note how they destmated thahdditional protections for consumers were needed.”).

8 The FDA recently announced a new position iraricusbrief. See Brief for United States Amicus Curiael6—24. Anamicus
brief interpreting a statute is entitled, at mastdeference unde3kidmore v. Swift & Co323 U.S. 134, 65 S.Ct. 161, 89 L.
124 (1944) SeeUnited States v. Mead Corb33 U.S. 218, 229-233, 121 S.Ct. 2164, 150 L.E@22 (2001) The weigh
accorded to an agency position un8&rdmore“depend[s] upon the thoroughness evident in itsideretion, the validity of it
reasoning, its consistency with earlier and latenpuncements, and all those factors which giymiver to persuade, lificking
power to control.”323 U.S., at 140, 65 S.Ct. 18ee alstMead,533 U.S., at 228, 121 S.Ct. 21@burts considetinter alia, the
“consistency” and “persuasiveness” of an agencgsitipn); Good Samaritan Hospital v. Shalals)8 U.S. 402, 417, 113 S.
2151, 124 L.Ed.2d 368 (1998]T]he consistency of an agency’s position isaatbr in assessing the weight that position is"due.
Because the FDA's long-held view on the limitedgmptive effect o 360k(a)better comports with the presumption ag:
preemption of state health and safety protectiasswell as the purpose and history of the MDA, BB¥’'s new position i
entitled to little weight.

9 The Court regard§ 360h(d)as unenlightening because it “could not possibbamthatll state-law claims are not pre-empted”
and “provides no guidance as to which state-lavimdaare pre-empted and which are ndirite, at 1008, n. 4. Given tl
presumption against preemption operative even iisttoing a preemption clause, segra,at 1003 <1004, the perceived lack
“guidance” should cut against Medtronic, not infésor.

1C To the contrary, the bill did not need to creafederal claim for damages, witnesses testifiedabse “[a] commoraw right o'
action exist[ed].”"Hearings on S.1944 before a Subcommittee of that8eBommittee on Commerce, 73d Cong., 2d Sess
(1933) (statement of W.A. Hines). See alsg at 403 (statement of J.A. Ladds) (“This aebsld not attempt to modify or rest
the common law with respect to personal injuries.”)

11 Most defendants, it appears, raised no preemptdende to state tort suits involving FDA-approvedgs. Seeg.g.,Salmon \
Parke, Davis & Co 520 F.2d 1359 (C.A.4 197%North Carolina law)Reyes v. Wyeth Lab498 F.2d 1264 (C.A.5 1974)exa:
law); Hoffman v. Sterling Drug, Inc485 F.2d 132 (C.A.3 1973Pennsylvania law)Singer v. Sterling Drug, Inc461 F.2d 28
(C.A.7 1972)(Indiana law);McCue v. Norwich Pharmacal Co453 F.2d 1033 (C.A.1 1972New Hampshire law)Basko \
Sterling Drug, Inc.416 F.2d 417 (C.A.2 1969Connecticut law)Parke—Davis & Co. v. Stromsodtl1 F.2d 1390 (C.A.8 1969)
(North Dakota law)Davis v. Wyeth Labs., In399 F.2d 121 (C.A.9 196§Montana law)Roginsky v. Richardson—-Merrell, Inc.,
378 F.2d 832 (C.A.2 1967{New York law);Cunningham v. Charles Pfizer & C&32 P.2d 1377 (Okla.19743tevens v. Park
Davis & Co. 9 Cal.3d 51, 107 Cal.Rptr. 45, 507 P.2d 653 (19B8)e v. Sterling Drug, Inc422 S.W.2d 623 (Mo.196&per
curiam). In the few cases in which courts noted that dideis had interposed a preemption plea, the defeasainsuccessfi
See.e.g.,Herman v. Smith, Kline & French Lab286 F.Supp. 694 (E.D.Wis.196&8ee alsanfra, at 1019, n. 16 (decisions al
1976).

12 See Leflar & Adler,The Preemption Pentad: Federal Preemption of Ptediability Claims AfterMedtronic,64 Tenn. L.Re\
691, 704, n. 71 (1997)Surely a furor would Ave been aroused by the very suggestion that dicaledevices should receive
exemption from products liability litigation whileew drugs, subject to similar regulatory scrutirgnf the same agency, alid
remain under the standard tort law regime.”); Roftee Lohr Decision: FDA Perspective and Position, 52 Food&dL.J. 7, 1
(1997) (With preemption, theFDA’s regulation of devices would have been accorde entirely different weight in private t
litigation than its counterpart regulatiaf drugs and biologics. This disparity is neithestified nor appropriate, nor does
agency believe it was intended by Congress ....").

13 The Drug Amendments of 1962 reiterated Congrestninnot to preempt claims relying on state lawothing in the
amendments ... shall be construed as invalidatmg povision of State law wbh would be valid in the absence of s
amendments unless there is a direct and positinlictobetween such amendments and such provisidtate law.” §202, 7¢
Stat. 793.

14 Congress featured California’s regulatory systeitsimiiscussion o 360k(a) but it also identified California’s system asrame
candidate for an exemption from preemption urBl&60k(b) “[R]equirements imposed under the Californiagist the Hous
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Report noted, Serve as an example of requirements that the Segr&tould authorize to be continued (provided apglicatior
submitted by a State meets requirements pursuahetreported bill).’H.R.Rep. No. 94-853, p. 48hus Congressought not
terminate all state premarket approval systemstaiher to place those systems under the contyadiirihority of the FDA.

18 The process for approving a new drug begins wittlprical laboratory and animal testing. The sporafothe new drug the
submits an investigational new drug applicatiorksge FDA approval to test the drug on humans. &eéJ).S.C. § 355(i{200(
ed. and Supp. V21 CFR § 312.%t seq (2007) Clinical trials generally proceed in three phase®lving successively larg
groups of patients: 20 to 80 subjects in phase Imore than several hundred subjects in phasadi;saveral hundred tosra
thousand subjects in phase Il CFR § 312.21After completing the clinical trials, the spondides a new drug applicatir
containing,inter alia, “full reports of investigations” showing whethévet “drug is safe for use and ... effectivéfie drug™
composition; a description of the drug’s manufaaiyr processing, and packaging; and the propodeslitey for the drug21
U.S.C. § 355(b)(1§2000 ed., Supp. V).

1€ See,e.g, Tobin v. Astra Pharmaceutical Prods., In893 F.2d 528, 537-538 (C.A.6 1998)ill v. Searle Labs., Div. of Sea
Pharmaceuticals, Inc 884 F.2d 1064, 1068 (C.A.8 198 re Vioxx Prods. Liability Litigation501 F.Supp.2d 776, 7888<
(E.D.La.2007) In re Zyprexa Prods. Liability Litigation489 F.Supp.2d 230, 275-278 (E.D.N.Y.2Q0Weiss v. Fujisan
Pharmaceutical Cc 464 F.Supp.2d 666, 676 (E.D.Ky.200@erry v. Novartis Pharma. Corp456 F.Supp.2d 678, 68687
(E.D.Pa.2006)McNellis v. Pfizer, Inc.No. Civ. 05-1286(JBS), 2006 WL 2819046, *5 (D.NSkpt. 29, 2006)ackson v. Pfize
Inc., 432 F.Supp.2d 964, 968 (D.Neb.200@)aisure—Radke v. Par Pharmaceutical, In@26 F.Supp.2d 1163, 11
(W.D.Wash.2008)Witczak v. Pfizer, Inc377 F.Supp.2d 726, 732 (D.Minn.2003)kis v. Pfizer, Inc No. 04 C 8104, 2005 W
1126909, *3 (N.D.lll., May 9, 2005)Cartwright v. Pfizer, Inc.369 F.Supp.2d 876, 885-886 (E.D.Tex.20@5)e v. Sand«
Pharmaceutical Corg No. IP 98-1429-C-Y/S, 2002 WL 181972, *1 (S.D.Jndan.28, 2002) Caraker v. Sandt
Pharmaceuticals Corp 172 F.Supp.2d 1018, 1044 (S.D.IIl.200IMMotus v. Pfizer, In¢ 127 F.Supp.2d 1085, 1C
(C.D.Cal.2000) Kociemba v. G.D. Searle & C®80 F.Supp. 1293, 1299-1300 (D.Minn.198B)t see71 Fed.Reg. 393393¢
(2006) (preamble to labeling regulations discussing FD#&'sently adopted view that federal drug labelinguirements preem
conflicting state laws)ln re Bextra & Celebrex Marketing Sales PracticesP€od. Liability Litigation, No. M:05-1699 CRB
2006 WL 2374742, *10 (N.D.Cal., Aug.16, 2008)olacicco v. Apotex, Inc432 F.Supp.2d 514, 537-538 (E.D.Pa.2006)
Needleman v. Pfizer I., No. Civ. A. 3:03-CV-3074—N, 2004 WL 1773697, (18.D.Tex., Aug.6, 2004)Dusek v. Pfizer Inc.,
No. Civ. A. F-02—-3559, 2004 WL 2191804, *10 (S.D.Tex., Feb. 2042 But cf.73 Fed.Reg. 2853 (2008)reamble to propos
rule).
This Court will soon address the issud_&vine v. Wyeth183 Vt. 76, 944 A.2d 179 (200&)ert. granted552 U.S. 1161, 1:
S.Ct. 1118, 169 L.Ed.2d 845 (2008he question presented in that case\ighé&ther the prescription drug labeling judgm
imposed on manufacturers by the Food and Drug Agitnation (‘FDA’) pursuant to FDA's comphensive safety and effice
authority under the Federal Food, Drug, and Cosm#att, 21 U.S.C. 8 30kt seq, preempt state law product liability clai
premised on the theory that different labeling jmegts were necessary to make drugs reasonabljosafse.”Pet. for Cert. i
Wyeth v. Leving).T.2007, No. 06—-1249, p. i.

End of Document © 2014 Thomson Reuters. No claim to original U.S. Government Works.

Mext



AUTHENTICATED
us.
i
GPO,

Federal Register/Vol. 78, No. 219/ Wednesday, November 13, 2013 /Proposed Rules

67985

COMMODITY FUTURES TRADING
COMMISSION

17 CFR Part 170
RIN 3038—-AE09

Membership in a Registered Futures
Association

Correction

In proposed rule document 13-26790
beginning on page 67078 in the issue of
Friday, November 8, 2013, make the
following correction:

On page 67078, in the third column,
under DATES, in the last line “January
17, 2014” should read “January 7,
2014”.

[FR Doc. C1-2013-26790 Filed 11-12-13; 8:45 am]
BILLING CODE 1505-01-D

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 314 and 601

[Docket No. FDA-2013-N-0500]

RIN 0910-AG9%4

Supplemental Applications Proposing

Labeling Changes for Approved Drugs
and Biological Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA or the Agency) is
proposing to amend its regulations to
revise and clarify procedures for
application holders of an approved drug
or biological product to change the
product labeling to reflect certain types
of newly acquired information in
advance of FDA’s review of the change.
The proposed rule would create parity
among application holders with respect
to such labeling changes by permitting
holders of abbreviated new drug
applications (ANDAs) to distribute
revised product labeling that differs in
certain respects, on a temporary basis,
from the labeling of its reference listed
drug (RLD) upon submission to FDA of
a “changes being effected” (CBE-0)
supplement. The proposed rule
describes the process by which
information regarding a CBE—0 labeling
supplement submitted by a new drug
application (NDA) holder, an ANDA
holder, or a biologics license application
(BLA) holder would be made publicly
available during FDA’s review of the
labeling change and clarifies
requirements for all ANDA holders to

submit conforming labeling revisions
after FDA has taken an action on the
NDA or ANDA holder’s CBE-0 labeling
supplement. The proposed rule also
would amend the regulations to allow
submission of a CBE-0 labeling
supplement for certain changes to the
“Highlights of Prescribing Information”
for drug products with labeling in the
“Physician Labeling Rule” (PLR) format.

DATES: Submit either electronic or
written comments on the proposed rule
by January 13, 2014. See section VII for
the proposed effective date of a final
rule based on this proposed rule.
Submit comments on information
collection issues under the Paperwork
Reduction Act of 1995 (the PRA) by
December 13, 2013, (see the ‘“Paperwork
Reduction Act of 1995” section of this
document).

ADDRESSES: You may submit comments,
identified by Docket No. FDA-2013-N—
0500 and/or Regulatory Information
Number (RIN) 0910-AG94, by any of the
following methods, except that
comments on information collection
issues under the PRA must be submitted
to the Office of Information and
Regulatory Affairs, Office of
Management and Budget (OMB) (see the
“Paperwork Reduction Act of 1995”
section of this document).

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: hitp://
www.regulations.gov. Follow the
instructions for submitting comments.

Written Submissions

Submit written submissions in the
following ways:

e Mail/Hand delivery/Courier (for
paper or CD-ROM submissions):
Division of Dockets Management (HFA—
305), Food and Drug Administration,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

Instructions: All submissions received
must include the Agency name and
Docket No. FDA-2013-N-0500 and RIN
0910—AG94 for this rulemaking. All
comments received may be posted
without change to http://
www.regulations.gov, including any
personal information provided. For
additional information on submitting
comments, see the “Comments’” heading
of the SUPPLEMENTARY INFORMATION
section.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.regulations.gov and insert the
docket number(s), found in brackets in
the heading of this document, into the

“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Janice L. Weiner, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, rm. 6304,
Silver Spring, MD 20993-0002, 301—
796-3601.

SUPPLEMENTARY INFORMATION:

Table of Contents
1. Background

A. Drug Labeling

B. Current Requirements Related to
Changes to Approved Drug Labeling

C. Specific Labeling Requirements Related
to Generic Drugs

D. Recent Court Decisions

1I. Description of the Proposed Rule

A. Supplement Submission for Safety-
Related Labeling “Changes Being
Effected” (Proposed §§ 314.70(b)(2),
(c)(6), and (c)(8) and 601.12(f)(2))

B. Approval of Supplements to an
Approved ANDA for a Labeling Change
(Proposed § 314.97(b))

C. Exception for ANDA Labeling
Differences Resulting From ‘“Changes
Being Effected”” Supplement (Proposed
§314.150(b)(10)(iii))

III. Legal Authority

IV. Analysis of Impacts

V. Paperwork Reduction Act of 1995
VI. Environmental Impact

VII. Effective Date

VIII. Federalism

IX. Request for Comments

X. References

Executive Summary

Purpose of the Regulatory Action

The Federal Food, Drug, and Cosmetic
Act (the FD&C Act) (21 U.S.C. 301 et
seq.) and the Public Health Service Act
(the PHS Act) (42 U.S.C. 201 et seq.)
provide FDA with authority over the
labeling for drugs and biological
products, and authorize the Agency to
enact regulations to facilitate FDA’s
review and approval of applications
regarding the labeling for those
products. FDA is proposing to amend its
regulations to revise and clarify
procedures for application holders to
change the labeling of an approved drug
or biological product to reflect certain
types of newly acquired information in
advance of FDA’s review of the change
through a CBE-0 supplement. The
proposed rule would create parity
among application holders with respect
to these safety-related labeling changes
by permitting ANDA holders to
distribute revised generic drug labeling
that differs in certain respects, on a
temporary basis, from the RLD labeling
upon submission to FDA of a CBE-0
supplement.
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Summary of the Major Provisions of the
Regulatory Action

The proposed rule would enable
ANDA holders to update product
labeling promptly to reflect certain
types of newly acquired information
related to drug safety, irrespective of
whether the revised labeling differs
from that of the RLD. An ANDA holder
would be required to send notice of the
labeling change proposed in the CBE-0
supplement, including a copy of the
information supporting the change, to
the NDA holder for the RLD at the same
time that the supplement to the ANDA
is submitted to FDA, unless approval of
the NDA has been withdrawn. This
proposal would ensure that the NDA
holder for the RLD is promptly advised
of the newly acquired information that
was considered to warrant the labeling
change proposed for the drug in the
CBE-0 supplement.

If approval of the NDA for the RLD
has been withdrawn (for reasons other
than safety or effectiveness), FDA’s
evaluation of the labeling change
proposed by the ANDA holder would
consider any submissions related to the
proposed labeling change from any
other application holder for drug
products containing the same active
ingredient.

To make the safety-related changes to
drug labeling described in a CBE-0
supplement readily available to
prescribing health care providers and
the public while FDA is reviewing the
supplement, FDA proposes to establish
a dedicated Web page (or, alternatively,
to modify an existing FDA Web page) on
which FDA would promptly post
information regarding the labeling
changes proposed in a CBE-0
supplement.

A supplement to an approved ANDA
for a safety-related labeling change that
is submitted in a prior approval
supplement or in a CBE-0 supplement
would be approved upon approval of
the same labeling change for the RLD.
The proposed rule would establish a 30-
day timeframe in which all ANDA
holders would be required to submit a
CBE-0 supplement with conforming
labeling changes after FDA approval of
a revision to the labeling for the RLD.

The proposed rule also would amend
the regulations to allow submission of a
CBE-0 labeling supplement for certain
changes to the “Highlights of
Prescribing Information” for drug
products with labeling in the PLR
format. This is intended to remove an
unnecessary impediment to prompt
communication of the most important
safety-related labeling changes (e.g.,
boxed warnings and contraindications)

for drug products with labeling in the
PLR format.

Finally, FDA regulations provide that
FDA may take steps to withdraw
approval of an ANDA if the generic drug
labeling is no longer consistent with the
labeling for the RLD, subject to certain
exceptions specified in the regulations.
The proposed rule would amend the
regulations to add a new exception for
generic drug labeling that is temporarily
inconsistent with the labeling for the
RLD due to safety-related labeling
changes submitted by the ANDA holder
in a CBE-0 supplement.

Costs and Benefits

The economic benefits to the public
health from adoption of the proposed
rule are not quantified. By allowing all
application holders to update labeling
based on newly acquired information
that meets the criteria for a CBE-0
supplement, communication of
important drug safety information to
prescribing health care providers and
the public could be improved. The
primary estimate of the costs of the
proposed rule includes costs to ANDA
and NDA holders for submitting and
reviewing CBE-0 supplements. The
Agency estimates the net annual social
costs to be between $4,237 and $25,852.
The present discounted value over 20
years would be in the range of $63,040
to $384,616 at a 3 percent discount rate,
and in the range of $44,890 to $273,879
at a 7 percent discount rate.

I. Background

A. Drug Labeling

Under the FD&C Act, the PHS Act,
and FDA regulations, the Agency makes
decisions regarding the approval of
marketing applications, including
supplemental applications, based on a
comprehensive analysis of the product’s
risks and benefits under the conditions
of use prescribed, recommended, or
suggested in the labeling (see 21 U.S.C.
355(d); 42 U.S.C. 262).

FDA-approved drug labeling
summarizes the essential information
needed for the safe and effective use of
the drug,? and reflects FDA’s finding
regarding the safety and effectiveness of
the drug under the labeled conditions of
use. The primary purpose of labeling
(commonly referred to as the “package
insert” or “‘prescribing information”’) for
prescription drugs is to provide health
care practitioners with the essential

1For the purposes of this document, unless
otherwise specified, references to “drugs” or “drug
products” include drugs approved under the FD&C
Act and biological products licensed under the PHS
Act, other than biological products that also meet
the definition of a device in section 201(h) of the
FD&C Act (21 U.S.C. 321(h)).

scientific information needed to
facilitate prescribing decisions, thereby
enhancing the safe and effective use of
prescription drug products and reducing
the likelihood of medication errors.
Prescription drug labeling is directed to
health care practitioners, but may
include FDA-approved patient labeling
(see § 201.57(c)(18) (21 CFR
201.57(c)(18)) and 21 CFR 201.80(f)(2)).
The over-the-counter (OTC) Drug Facts
labeling is directed to consumers and
conveys information in a clear,
standardized format to enable patient
self-selection of an appropriate drug and
enhance the safe and effective use of the
drug (see 21 CFR 201.66).

All drugs have risks, and health care
practitioners and patients must balance
the risks and benefits of a drug when
making decisions about medical
therapy. As a drug is used more widely
or under diverse conditions, new
information regarding the risks and
benefits of a drug may become available.
This may include new risks or new
information about known risks.
Accordingly, all holders of NDAs,
ANDAs, and BLAs are required to
develop written procedures for the
surveillance, receipt, evaluation, and
reporting of postmarketing adverse drug
experiences to FDA (see §§ 314.80(b),
314.98(a), and 600.80(b) (21 CFR
314.80(b), 314.98(a), and 600.80(b)).
Application holders must promptly
review all adverse drug experience
information obtained or otherwise
received by the applicant from any
source, foreign or domestic, including
information derived from commercial
marketing experience, postmarketing
clinical investigations, postmarketing
epidemiological/surveillance studies,
reports in the scientific literature, and
unpublished scientific papers, and
comply with applicable reporting and
recordkeeping requirements (see
§§314.80(b), 314.98(a), and 600.80(b)).
Application holders also must comply
with requirements for other
postmarketing reports under § 314.81
(21 CFR 314.81) and 21 CFR 600.81 and
section 505(k) of the FD&C Act (21
U.S.C. 355(k)). These requirements
include submission of an annual report
(including a brief summary of
significant new information from the
previous year that might affect the
safety, effectiveness, or labeling of the
drug product, and a description of
actions the applicant has taken or
intends to take as a result of this new
information) and, if appropriate,
proposed revisions to product labeling
(see §314.81).

When new information becomes
available that causes information in
labeling to be inaccurate, the
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application holder must take steps to
change the content of its labeling, in
accordance with §§ 314.70, 314.97, and
601.12 (21 CFR 314.70, 314.97, and
601.12). All holders of marketing
applications for drug products have an
ongoing obligation to ensure their
labeling is accurate and up-to-date. A
drug is misbranded in violation of the
FD&C Act when its labeling is false or
misleading, or does not provide
adequate directions for use and
adequate warnings (see 21 U.S.C. 331(a)
and (b) and 352(a), (), and (j)).

B. Current Requirements Related to
Changes to Approved Drug Labeling

For most substantive changes to
product labeling, an application holder
is required to submit a prior approval
supplement and receive FDA approval
for the change (see §§314.70(b) and
601.12(f)(1)). However, in the interest of
public health, the regulations permit
certain labeling changes based on newly
acquired information about an approved
drug to be implemented upon receipt by
the Agency of a supplemental
application that includes the change.
These supplements are commonly
referred to as “‘changes being effected
supplements” or “CBE-0 supplements”
(see §§314.70(c)(6)(iii) and 601.12(f)(2)).

The current regulations provide that
application holders may submit CBE-0
supplements for the following types of
changes to product labeling:

¢ To add or strengthen a
contraindication, warning, precaution,
or adverse reaction for which the
evidence of a causal association satisfies
the standard for inclusion in the
labeling under § 201.57(c);

e To add or strengthen a statement
about drug abuse, dependence,
psychological effect, or overdosage;

e To add or strengthen an instruction
about dosage and administration that is
intended to increase the safe use of the
drug product;

e To delete false, misleading, or
unsupported indications for use or
claims for effectiveness; or

¢ Any labeling change normally
requiring a supplement submission and
approval prior to distribution of the
drug product that FDA specifically
requests be submitted under this
provision.

The CBE-0 supplement procedures
originated from a 1965 policy based on
FDA’s enforcement discretion regarding
certain labeling changes that should be
placed into effect ““at the earliest
possible time” (see “Supplemental
New-Drug Applications,” 30 FR 993,
January 30, 1965). Over the years, FDA
has clarified the types of labeling
changes that may be made by a CBE-0

supplement through a series of
rulemakings.

In 1985, FDA updated its procedures
for CBE-0 supplements and emphasized
that CBE—-0 supplements were intended
as a narrow exception to the general rule
that labeling changes require FDA’s
prior approval (see “New Drug and
Antibiotic Regulations”’; final rule, 50
FR 7452 at 7470, February 22, 1985).

In 2006, FDA amended its regulations
governing the content and format of
prescription drug labeling to require,
among other things, that the labeling of
new and recently approved products
include introductory prescribing
information titled “Highlights of
Prescribing Information” (see 21 CFR
201.57(a); see also “Requirements on
Content and Format of Labeling for
Human Prescription Drug and Biological
Products”’; final rule, 71 FR 3922,
January 24, 2006). The “Highlights of
Prescribing Information” (Highlights) is
intended to summarize the information
that is most important for prescribing
the drug safely and effectively, and to
organize the information into logical
groups to enhance accessibility,
retention, and access to the more
detailed information (see 71 FR 3922 at
3931). As part of this rulemaking, FDA
amended the CBE-0 labeling
supplement provisions to exclude most
changes to the information required in
the Highlights, which must be made by
a prior approval supplement unless
FDA specifically requests that the
labeling change be submitted in a CBE—
0 supplement or FDA grants a waiver
request under § 314.90 (21 CFR 314.90).

In 2008, FDA amended the
regulations governing CBE-0
supplements to codify the Agency’s
view that a CBE-0 labeling supplement
is appropriate only to reflect newly
acquired information and to clarify that
a CBE—0 supplement may be used to
add or strengthen a contraindication,
warning, precaution, or adverse reaction
only if there is sufficient evidence of a
causal association with the approved
product. FDA explained that these
requirements are intended to help
ensure that scientifically accurate
information appears in the approved
labeling for such products
(“Supplemental Applications Proposing
Labeling Changes for Approved Drugs,
Biologics, and Medical Devices”; final
rule, 73 FR 49603 at 49604, August 22,
2008).

FDA carefully reviews any labeling
change proposed in a CBE-0
supplement, as well as the underlying
information or data supporting the
change. FDA has the authority to accept,
reject, or request modifications to the
proposed changes as the Agency deems

appropriate, and has the authority to
bring an enforcement action if the added
information makes the labeling false or
misleading (see 21 U.S.C. 352(a)). If the
newly acquired information changes the
benefit/risk balance for the drug, such
that the product no longer meets FDA’s
standard for approval, then FDA will
take appropriate action (see 21 U.S.C.
355(e) and 355-1).

The CBE-0 supplement regulations
allow application holders to comply
with the requirement to update labeling
promptly to include a warning about a
clinically significant hazard as soon as
there is reasonable evidence of a causal
association with a drug (§ 201.57(c)(6)),
and other risk information as required
by the regulations (§§ 201.57(c) and
201.100(d)(3)).

C. Specific Labeling Requirements
Related to Generic Drugs

The FD&C Act describes different
routes for obtaining approval of two
broad categories of drug applications:
An NDA containing full reports of
investigations of safety and
effectiveness, for which the
requirements are set out in section
505(b) and (c) of the FD&C Act, and an
ANDA, for which the requirements are
set out in section 505(j).

The ANDA category can be further
subdivided into an ANDA and a
“petitioned ANDA.” An ANDA must
contain information to show that the
proposed drug product is the same as a
drug previously approved under section
505(c) of the FD&C Act (the RLD) with
respect to active ingredient(s), dosage
form, route of administration, strength,
labeling, and conditions of use, among
other characteristics, and is
bioequivalent to the RLD. An applicant
that can meet the requirements under
section 505(j) of the FD&C Act for
approval may rely upon the Agency’s
finding of safety and effectiveness for
the RLD and need not repeat the
extensive nonclinical and clinical
investigations required for approval of
an NDA submitted under section
505(b)(1) of the FD&C Act. A
“petitioned ANDA” is a type of ANDA
for a drug that differs from a previously
approved drug product in dosage form,
route of administration, strength, or
active ingredient (in a product with
more than one active ingredient), for
which FDA has determined, in response
to a suitability petition submitted under
section 505(j)(2)(C) of the FD&C Act,
that clinical studies are not necessary to
demonstrate safety and effectiveness.

A generic drug is classified as
therapeutically equivalent to the RLD if
it is a pharmaceutical equivalent and
has demonstrated bioequivalence (see
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“Approved Drug Products With
Therapeutic Equivalence Evaluations”
(the Orange Book), 33rd ed., 2013, p.
vii). The generic drug program is based
on the principle that “products
classified as therapeutically equivalent
can be substituted with the full
expectation that the substituted product
will produce the same clinical effect
and safety profile as the prescribed
product” (Orange Book, 33rd ed., 2013,
p. vii). Currently, approximately 80
percent of all drugs dispensed are
generic drugs (Ref. 1). After the
introduction of a generic drug, the
market share of the “brand name” drug
(i.e., the drug approved in an NDA
under section 505(c) of the FD&C Act)
may drop substantially. Among drugs
for which a generic version is available,
approximately 94 percent are dispensed
as a generic (Ref. 1). For any given brand
name drug, there may be multiple
approved generic drugs, and the
prescribing health care provider
ordinarily would not know which
generic drug may be substituted for the
prescribed product under applicable
State law.

A generic drug is required to have the
same labeling as the RLD at the time of
approval, except for changes required
because of differences approved under a
suitability petition (see section
505(j)(2)(C) of the FD&C Act and 21 CFR
314.93) or because the drug product and
the RLD are produced or distributed by
different manufacturers (see section
505(j)(2)(A)(v) of the FD&C Act). FDA
has described those differences in
§314.94(a)(8)(iv) (21 CFR
314.94(a)(8)(iv)) as including, for
example, differences in formulation,
bioavailability, or pharmacokinetics;
labeling revisions made to comply with
current FDA labeling guidelines or other
guidance; or omission of an indication
or other aspect of labeling protected by
patent or exclusivity. FDA has generally
taken the position that a generic drug
must maintain the same labeling as the
RLD throughout the lifecycle of the
generic drug product (see
§314.150(b)(10) (21 CFR
314.150(b)(10)). Thus, if an ANDA
holder believes that newly acquired
safety information should be added to
its product labeling, it should provide
adequate supporting information to
FDA, and FDA will determine whether
the labeling for the generic drug(s) and
the RLD should be revised (see 57 FR
17950 at 17961; April 28, 1992).

Although FDA has expressed differing
views on this issue over the years, FDA
generally has advised that an ANDA
holder may use the CBE-0 supplement
process only to update its product
labeling to conform with approved

labeling for the RLD or to respond to
FDA'’s specific request to submit a
labeling change under this provision,
and may not unilaterally change ANDA
labeling in a manner that differs from
the RLD (see § 314.150(b)(10); see also
57 FR 17950 at 17961, and
“Supplemental Applications Proposing
Labeling Changes for Approved Drugs,
Biologics, and Medical Devices”;
proposed rule, 73 FR 2848 at 2849;
footnote 1; January 16, 2008).

At the time of FDA’s adoption of the
generic drug regulations in 1992, FDA
believed it was important that product
labeling for the RLD and any generic
drugs be the same to assure physicians
and patients that generic drugs were,
indeed, equivalent to their RLD.
However, as the generic drug industry
has matured and captured an increasing
share of the market, tension has grown
between the requirement that a generic
drug have the same labeling as its RLD,
which facilitates substitution of a
generic drug for the prescribed product,
and the need for an ANDA holder to be
able to independently update its
labeling as part of its independent
responsibility to ensure that the labeling
is accurate and up-to-date. In the
current marketplace, in which
approximately 80 percent of drugs
dispensed are generic and, as we have
learned, brand name drug
manufacturers may discontinue
marketing after generic drug entry, FDA
believes it is time to provide ANDA
holders with the means to update
product labeling to reflect data obtained
through postmarketing surveillance,
even though this will result in
temporary labeling differences among
products. In a study of FDA safety-
related drug labeling changes made in
2010, FDA found that the median time
from initial approval of the drug
product to the time of making the safety-
related labeling change was 11 years,
which confirms that data supporting
labeling changes may become available
after approval of generic versions of the
drug product (see Ref. 2). FDA found
that ““[tlhe most critical safety-related
label changes, boxed warnings and
contraindications, occurred a median 10
and 13 years after drug approval (and
the range spanned from 2 to 63 years
after approval), underscoring the
importance of persistent and vigilant
postmarket drug safety surveillance”
(Ref. 2).

D. Recent Court Decisions

In two recent cases, the United States
Supreme Court considered the issue of
whether Federal law preempts State law
tort claims against pharmaceutical
manufacturers for failing to provide

adequate warnings in drug product
labeling (“‘failure-to-warn claims”) (see
Pliva, Inc. v. Mensing, 131 S.Ct. 2567
(2011) and Wyeth v. Levine, 555 U.S.
555 (2009)). In Pliva v. Mensing, the
Court held that the difference between
NDA and ANDA holders’ ability to
independently change product labeling
through CBE-0 supplements leads to
different outcomes on whether Federal
labeling requirements preempt State law
failure-to-warn claims. In Wyeth v.
Levine, the Court decided that Federal
law does not preempt a State law
failure-to-warn claim that a brand name
drug’s labeling did not contain an
adequate warning. The Court found that
the drug manufacturer could have
unilaterally added a stronger warning to
product labeling under the CBE-0
regulation as applied to NDAs, and
absent clear evidence that FDA would
not have approved such a labeling
change, it was not impossible for the
manufacturer to comply with both
Federal and State requirements. The
Court reaffirmed that “through many
amendments to the [FD&C Act] and to
FDA regulations, it has remained a
central premise of federal drug
regulation that the manufacturer bears
responsibility for the content of its label
at all times” (555 U.S. at 570-571).

Two years later, in Pliva v. Mensing,
the Court decided that Federal law does
preempt a State law failure-to-warn
claim that a generic drug’s labeling did
not contain an adequate warning. The
Court deferred to FDA'’s interpretation
of its CBE-0 supplement and labeling
regulations for ANDAs, and found that
Federal law did not permit a generic
drug manufacturer to use the CBE-0
supplement process to unilaterally
strengthen warnings in its labeling or to
issue additional warnings through ‘“Dear
Health Care Professional” letters, which
FDA “argues . . . qualify as ’labeling’ ”
(131 S.Ct. at 2576). The Court found
that, under the current regulatory
scheme, it was impossible for a generic
drug manufacturer to comply with its
Federal law duty to have the same
labeling as the RLD and satisfy its State
law duty to provide adequate labeling
(131 S.Ct. at 2578). In September 2011,
Public Citizen petitioned the Agency to
revise its regulations in response to the
Mensing decision (see Docket No. FDA-
2011-P-0675).

As aresult of the decisions in Wyeth
v. Levine and Pliva v. Mensing, an
individual can bring a product liability
action for failure to warn against an
NDA holder, but generally not an ANDA
holder, and thus access to the courts is
dependent on whether an individual is
dispensed a brand name or generic drug.
The Mensing decision alters the
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incentives for generic drug
manufacturers to comply with current
requirements to conduct robust
postmarketing surveillance, evaluation,
and reporting, and to ensure that the
labeling for their drugs is accurate and
up-to-date.

We are proposing to change our
regulations to expressly provide that
ANDA holders may distribute revised
labeling that differs from the RLD upon
submission of a CBE-0 supplement to
FDA. FDA'’s proposed revisions to its
regulations would create parity between
NDA holders and ANDA holders with
respect to submission of CBE-0
supplements for safety-related labeling
changes based on newly acquired
information. This proposal is also
intended to ensure that generic drug
companies actively participate with
FDA in ensuring the timeliness,
accuracy, and completeness of drug
safety labeling in accordance with
current regulatory requirements. If this
proposed regulatory change is adopted,
it may eliminate the preemption of
certain failure-to-warn claims with
respect to generic drugs.

II. Description of the Proposed Rule

A. Supplement Submission for Safety-
Related Labeling “Changes Being
Effected”” (Proposed §§ 314.70(b)(2),
(c)(6), and (c)(8) and 601.12(f)(2))

1. Equal Applicability to NDA Holders
and ANDA Holders (Proposed
§314.70(c)(8))

We are proposing to add § 314.70(c)(8)
to enable ANDA holders to submit a
CBE-0 supplement for generic drug
labeling that differs from the labeling of
the RLD and to establish that
§ 314.70(c)(6)(iii) applies equally to the
holder of an approved NDA or ANDA.
Proposed § 314.70(c)(8) states that an
application holder may submit to its
approved NDA or ANDA a supplement
described by § 314.70(c)(6)(iii).

If an NDA holder or ANDA holder
obtains or otherwise receives newly
acquired information that should be
reflected in product labeling to
accomplish any of the objectives
specifically described in
§ 314.70(c)(6)(iii)(A) through
(c)(6)(iii)(D), the NDA holder or ANDA
holder must submit a CBE-0
supplement (see § 314.70(c)(6)(iii); see
also 21 CFR 314.3(b) (defining “newly
acquired information”)). As discussed
in section I.A, all application holders,
including ANDA holders, are required
to conduct surveillance, evaluation, and
reporting of postmarketing adverse drug
experiences and, if warranted, to
propose revisions to product labeling.
Proposed § 314.70(c)(8) would expressly

permit ANDA holders to update product
labeling promptly to reflect newly
acquired information that meets the
criteria described in
§314.70(c)(6)(iii)(A) through
(c)(6)(iii)(D) irrespective of whether the
revised labeling differs from that of the
RLD. In addition, if an ANDA holder
submits a CBE—0 supplement for a
labeling change that meets the criteria
described in § 314.70(c)(6)(1ii)(A)
through (c)(6)(iii)(E), the ANDA holder
may distribute a ‘“Dear Health Care
Provider” letter (which also meets the
statutory definition of ““labeling”’)
regarding this labeling change in the
same manner as an NDA holder or BLA
holder, and be subject to the same
statutory prohibition against marketing
a misbranded product (see 21 U.S.C.
321(m), 331(a) and (b), and 352, and 21
CFR 201.100(d)(1) and 202.1(])(2)). A
“Dear Health Care Provider” letter may
be used to disseminate the important
new drug safety information that
warranted the CBE-0 supplement, for
example, a significant hazard to health
or other important change in product
labeling (see 21 CFR 200.5). FDA will
continue to undertake any
communication plans to health care
providers (including distribution of
“Dear Health Care Provider” letters) that
are part of Risk Evaluation and
Mitigation Strategies (REMS) that
include one or more generic drugs (see
21 U.S.C. 355-1(i)(2)).

The obligation to ensure that labeling
is accurate and up-to-date applies
equally to all ANDA holders. In certain
circumstances, if the RLD approved
under section 505(c) of the FD&C Act
has been withdrawn from the market,
FDA may select a drug product
approved in an ANDA (including a
petitioned ANDA) to be the “reference
standard” that an applicant seeking
approval of an ANDA that relies upon
the withdrawn RLD must use in
conducting an in vivo bioequivalence
study required for approval (see 57 FR
17950 at 17954). However, the duty to
maintain accurate product labeling does
not differ between an ANDA designated
as the reference standard for
bioequivalence studies and other
approved ANDAs.

FDA acknowledges that there may be
concerns about temporary differences in
safety-related labeling for drugs that
FDA has determined to be
therapeutically equivalent, especially if
multiple ANDA holders submit CBE-0
supplements with labeling changes that
differ from each other and from the
RLD. FDA also recognizes that health
care practitioners are unlikely to review
product labeling for each of the generic
drugs that may be substituted for the

prescribed product when making
treatment decisions with their patients
based on the balance of potential
benefits and risks of the drug product
for that patient. To address these
concerns, FDA proposes to establish a
dedicated Web page (or, alternatively, to
modify an existing FDA Web page) on
which FDA would promptly post
information regarding the labeling
changes proposed in a CBE-0
supplement while FDA is reviewing the
supplement (see proposed
§§314.70(c)(8) and 601.12(f)(2)(iii)). The
public may subscribe to FDA’s free
email subscription service to receive an
email message each time there is an
update to this proposed FDA Web page.

The FDA Web page would provide
information about pending CBE-0
supplements for safety-related labeling
changes, including but not limited to:
The active ingredient, the trade name (if
any), the application holder, the date on
which the supplement was submitted, a
description of the proposed labeling
change and source of the information
supporting the proposed labeling
change (e.g., spontaneous adverse event
reports, published literature, clinical
trial, epidemiologic study), a link to the
current labeling for the drug product
containing the changes being effected,
and the status of the pending CBE-0
supplement (e.g., whether FDA is
reviewing the proposed labeling change,
has taken an action on the CBE-0
supplement, or has determined that the
supplement does not meet the criteria
for a CBE-0 supplement). It is expected
that a valid safety concern regarding a
generic drug product also would
generally warrant submission of a
supplement for a change to the labeling
by the NDA holder for the RLD, as well
as other ANDA holders. The CBE-0
supplements would remain posted on
FDA’s Web page until FDA has
completed its review and issued an
action letter. If the CBE-0 supplement is
approved, the final approved labeling
will be made available on the proposed
FDA Web page through a link to FDA’s
online labeling repository at http://
labels.fda.gov. After an adequate time
period to communicate FDA’s decision
regarding approval of the CBE-0
labeling supplements and to facilitate
submission of conforming CBE-0
supplements by other application
holders, as appropriate, the original
entry on FDA’s Web page would be
archived. Approved labeling would
continue to be available at http://
labels.fda.gov. As discussed in section
IL.B, a prior approval supplement or
CBE-0 supplement submitted by an
ANDA holder will be approved upon
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the approval of the same safety-related
labeling change for the RLD approved in
an NDA under section 505(c) of the
FD&C Act, except that if approval of the
NDA for the RLD has been withdrawn
under § 314.150, FDA may approve an
ANDA holder’s prior approval
supplement or CBE-0 supplement (see
section 505(j)(2)(A)(v) of the FD&C Act
and proposed § 314.97(b); see also
section II.A.1.b and d). Upon FDA
approval of revised labeling, other
ANDA holders will be required to
submit a CBE-0 supplement with
conforming revisions. We invite
comment on this approach.

Proposed §§ 314.70(c)(8) and
601.12(f)(2)(iii) state that FDA will
promptly post on its Web site
information regarding labeling changes
proposed in a CBE-0 supplement to an
NDA, ANDA, or BLA. This proposal is
intended to enhance transparency and
facilitate access by health care providers
and the public to labeling containing
newly acquired information about
important drug safety issues so that
such information may be used to inform
treatment decisions. We also invite
comment on whether the benefits of a
dedicated FDA Web page for CBE-0
supplements could be realized through
modification of FDA’s existing online
labeling repository (http://
labels.fda.gov). For example, the online
labeling repository could be modified to
enable a separate listing of pending
CBE-0 supplements, thereby improving
existing resources and consolidating
labeling information on a single FDA
Web page.

Current §§ 314.70(c)(6) and
601.12(f)(2) state that the application
holder may distribute the drug
accompanied by the revised labeling
upon submission to FDA of a CBE-0
supplement. However, FDA expects that
if an application holder acquires
important new safety-related
information that warrants submission of
a CBE-0 supplement under
§§314.70(c)(6) or 601.12(f)(2), the
application holder will use available
means (e.g., distribution of revised
labeling in electronic format to the
public) to distribute the revised labeling
at the time of submission of the CBE-

0 supplement to FDA (compare section
II.A.1.d). Indeed, the need to promptly
communicate certain safety-related
labeling changes based on newly
acquired information is the basis for this
exception to the general requirement for
FDA approval of revised labeling prior
to distribution (see section I.B).
Accordingly, we are proposing to
expressly require that applicants submit
final printed labeling in structured
product labeling (SPL) format at the

time of submission of the CBE-0
supplement so that the revised labeling
can be made publicly available on
FDA’s Web site and in other databases
(e.g., DailyMed, a Web site provided by
the National Library of Medicine that
includes drug labeling submitted to
FDA) promptly after submission. This
proposed change would make the
regulations consistent with FDA'’s
previous announcement that ““the
Agency will make the revised labeling
proposed in a CBE supplement publicly
available on its Web site and through
the DailyMed shortly after the CBE
supplement is received and before FDA
has necessarily reviewed or approved
it” (draft guidance for industry on
“Public Availability of Labeling
Changes in ’‘Changes Being Effected’
Supplements” (2006)).2 We note that the
technical means by which the CBE-0
supplements are made publicly
available through the FDA Web site may
change with evolving technology and
Agency practices.

Proposed §§314.70(c)(8) and
601.12(f)(2)(iii) would require the
applicant to verify that the correct
information regarding the labeling
changes proposed in its CBE-0
supplement appears on FDA’s Web
page. If the information is incorrect,
then the applicant must contact FDA
within 5 business days of posting on the
FDA Web page. The applicant may
determine that information regarding
the labeling changes proposed in its
CBE-0 supplement has been posted on
the FDA Web page by monitoring the
FDA Web page after submission of a
CBE-0 supplement or subscribing to
FDA’s Web page to receive an email
notification. FDA intends to identify the
FDA contact person(s) who should
receive any corrections to such
information for NDAs, ANDAs, and
BLAs on the proposed FDA Web page.
We invite comment on whether this is
a sufficient amount of time for an
applicant to check the accuracy and
completeness of the posted information
regarding the CBE-0 supplement and
the link to current labeling.

a. Contents of supplement. We are
proposing to add § 314.70(c)(8)(i) to
clarify FDA’s expectations regarding the
contents of a CBE-0 supplement
submitted under § 314.70(c)(6)(iii), and
to facilitate publication of information
regarding the CBE—0 supplement on
FDA’s Web page. Current § 314.70(c)(4)
requires that a CBE supplement include

2When final, this guidance will represent FDA’s
current thinking on this topic. For the most recent
version of a guidance, check the FDA Drugs
guidance Web page at http://www.fda.gov/Drugs/
GuidanceComplianceRegulatoryInformation/
Guidances/default.htm.

information listed in § 314.70(b)(3)(i)
through (b)(3)(vii), which describes
information that must be included in a
CBE supplement for a manufacturing
change. To clarify FDA’s expectations
for the contents of a CBE-0 labeling
supplement and to facilitate listing
information on FDA’s proposed Web
page, we are proposing to require that a
CBE-0 supplement submitted under

§ 314.70(c)(6)(iii) contain the following
information:

i. The application number(s) of the
drug product(s) involved. If a CBE-0
supplement is being submitted by an
NDA or ANDA holder to multiple
applications for a drug product or
product class, the application holder
should identify the application number
of each application to which the CBE-
0 supplement is being submitted.

ii. A description of the labeling
change proposed in the CBE-0
supplement. The applicant should
submit a proposed narrative description
of the proposed labeling change in the
CBE-0 supplement for posting on the
FDA Web page. This brief narrative
description should include the affected
section(s) of labeling, the labeling
change, and the source of the data (e.g.,
spontaneous adverse event reports,
published literature, clinical trial,
epidemiologic study). For example,
“Revised contraindication: Drug X is
contraindicated in patients with
diabetes. Source: Published literature,
epidemiologic study.”

iii. The basis for the labeling change
proposed in the CBE-0 supplement. The
basis for the labeling change proposed
in the CBE-0 supplement should
include available data supporting the
change (e.g., spontaneous adverse event
reports, published literature, clinical
trial, epidemiologic study). If the
supplement has been submitted in
response to FDA'’s specific request to
submit a CBE-0 supplement for the
labeling change (see
§ 314.70(c)(6)(iii)(E)), the applicant
should describe the specific change
requested by FDA and reference the
FDA communication containing the
request.

iv. A copy of the product labeling
proposed in the CBE-0 supplement. A
copy of the final printed labeling
containing the changes being effected
should be provided in SPL format for
posting on FDA’s Web site and
distribution to DailyMed. The
application holder also should submit a
copy of the current product labeling
annotated with the labeling change
proposed in the CBE-0 supplement
(e.g., use of underscoring and/or
strikethrough text to show the changes
being effected in the product labeling
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proposed in the CBE-0 supplement as
compared to the approved labeling).

v. Confirmation that notice has been
sent to the NDA holder for the RLD. If
the changes being effected supplement
is submitted by an ANDA holder and
approval of the NDA for the RLD has not
been withdrawn under § 314.150, the
ANDA holder must include in its
submission a statement confirming that
the notice described in proposed
§314.70(c)(8)(ii) has been sent to the
NDA holder for the RLD.

b. Notice of labeling changes being
effected. We are proposing to add
§ 314.70(c)(8)(ii) to require an ANDA
holder to send notice of the labeling
change proposed in the CBE-0
supplement, including a copy of the
information supporting the change (with
any personally identifiable information
redacted), to the NDA holder for the
RLD at the same time that the
supplement to the ANDA is submitted
to FDA, unless approval of the NDA has
been withdrawn under § 314.150. This
proposal would ensure that the NDA
holder for the RLD is promptly advised
of the newly acquired information that
was considered to warrant the labeling
change proposed for the drug in the
CBE-0 supplement.

The ANDA holder would be required
to send a copy of the information (e.g.,
published literature, spontaneous
adverse event reports) supporting the

labeling change described in the CBE—
0 supplement to the NDA holder for the
RLD so that the NDA holder may
consider this information as part of its
review and evaluation of postmarketing
data under § 314.80(b). If the
information supporting the ANDA
holder’s labeling change described in
the CBE-0 supplement contains
personally identifiable information (e.g.,
spontaneous adverse event reports), the
ANDA holder should redact that
information prior to sending a copy of
the information to the NDA holder for
the RLD, in accordance with 21 CFR
20.63(f). The NDA holder has full access
to the data upon which the RLD was
approved and, in most cases, has
substantial knowledge about the
postmarketing experience for the drug
product. FDA'’s analysis of whether the
labeling change proposed by an ANDA
holder in a CBE-0 supplement should
be approved (and required for inclusion
in the labeling of all versions of the
drug) would benefit from the views of
the NDA holder for the listed drug that
was the basis for ANDA submission.
Other holders of NDAs or ANDAs for
drug products containing the same
active ingredient may learn of pending
CBE-0 supplements by subscribing to
FDA’s proposed Web page, and also
may submit CBE-0 supplements or
provide comments to FDA regarding a

pending CBE-0 supplement. This
approach to considering information
from other application holders is
intended to mitigate concerns that a
single ANDA holder may not possess
sufficient data to perform an adequate
assessment of the potential new safety
concern raised by the newly acquired
information.

It should be emphasized that
interpretation of postmarketing safety
data is complex, involving analysis of
postapproval clinical data, detailed
review of adverse drug experience
reports in the context of relevant
clinical studies, estimates of drug usage
and adverse drug experience reporting
rates, estimates of background rates of
the adverse event, and other relevant
information. FDA recognizes that
decisions about how to address a safety
concern often are a matter of judgment,
about which reasonable persons with
relevant expertise may disagree, and
this may be reflected in different
approaches to proposed labeling
changes based on newly acquired safety
information (see Guidance on ‘“Drug
Safety Information—FDA’s
Communication to the Public” (2007)).
Figure 1 illustrates one of the possible
scenarios involving submission of
CBE-0 supplements by multiple
application holders.

BILLING CODE 4160-01-P
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Figure 1. Example of Process for Submission of CBE-0 Supplements by ANDA Holder and NDA Holder

Newly acquire safety information: ANDA Holder #1
receives or otherwise obtains new safety
information regarding its generic drug, and submits
an adverse drug experience report to FDA

Submit CBE-0 Supplement
{ANDA): ANDA Holder #1

submits a CBE-0 supplement
containing a proposed labeling
change and other required

Distribute revised labeling:
Application holder uses
available means to
distribute revised labeling
at the time of submission
of the CBE-0 supplement

Send notice to NDA Holder:
ANDA Holder #1 sends notice
of the CBE-0 supplement to
the NDA holder for the RLD
(unless NDA approval has
been withdrawn)

information

F 3

Web page posting: Information
about a CBE-0 supplement is
posted on an FDA Web page
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Submit CBE-O Supplement
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changes within 30 days of FDA’s posting of the approval letter for the RLD labeling change on FDA's Web site

Information that had been posted on FDA’s CBE-0 Supplements Web page is archived

BILLING CODE 4160-01-C

Proposed § 314.70(c)(8)(ii) would
provide that an NDA holder or any
ANDA holder may submit (on its own
initiative or in response to a request
from FDA) a labeling supplement or
correspondence to its NDA or ANDA, as
applicable, regarding the labeling
changes proposed in a CBE-0
supplement. It is expected that a valid
safety concern regarding a generic drug
product also would generally warrant a
change to the labeling through a
CBE-0 supplement by the NDA holder
for the RLD and, as a consequence, other
generic drug products that reference the
RLD. In the event that the NDA holder
for the RLD does not submit a

supplement seeking approval for a
related or conforming labeling change,
FDA may send a supplement request
letter to the NDA holder or, if
appropriate, notify the responsible
person of new safety information under
section 505(0)(4) of the FD&C Act (see
21 U.S.C. 355(0)(2)(A) defining
“responsible person”). In situations in
which the safety information prompting
the submission of the CBE-0
supplement would require a label
change for other drugs containing the
same active ingredient, even if approved
under a different NDA, FDA also may
send a supplement request letter to the
persons responsible for those other
drugs.

We recognize that the authority to
order safety labeling changes under
section 505(0)(4) of the FD&C Act for
new safety information about a risk of
a serious adverse drug experience will
not apply to all potential safety-related
labeling changes (see 21 U.S.C. 355-1(b)
defining “new safety information” and
“serious adverse drug experience”).
Based on our experience, we expect that
NDA holders will implement safety-
related labeling changes requested by
FDA even if not required under section
505(0)(4) of the FD&C Act. In
circumstances in which section
505(0)(4) of the FD&C Act does not
apply, if the NDA holder declined to
submit a supplement to make the
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change that FDA has concluded is
appropriate, FDA would consider
whether the NDA holder’s failure to
update its labeling would warrant the
initiation of proceedings to withdraw
approval of the NDA (see section 505(e)
of the FD&C Act).

It should be noted that if an NDA
holder has discontinued marketing a
drug product, but approval of the NDA
has not been withdrawn under
§314.150, the NDA holder still must
comply with applicable statutory and
regulatory requirements. These
requirements include, for example,
postmarketing reporting of adverse drug
experiences, submission of an annual
report (including a brief summary of
significant new information from the
previous year that might affect the
safety, effectiveness, or labeling of the
drug product, and a description of
actions the applicant has taken or
intends to take as a result of this new
information) and, if appropriate,
proposed revisions to product labeling.
If approval of the NDA for the RLD is
withdrawn under § 314.150 for reasons
other than safety or effectiveness, any
generic versions that remain on the
market will be expected to contain the
same essential labeling.

c. Distribution of revised labeling. We
are proposing to add § 314.70(c)(8)(iii)
and revise § 601.12(f)(2)(ii) to expressly
describe our longstanding practice with
respect to labeling supplements that
have been submitted as CBE-0
supplements, but that do not meet the
regulatory criteria for CBE-0
supplements, and thus do not fall
within this narrow exception to the
general requirement for FDA approval of
revised labeling prior to distribution.
Proposed §§314.70(c)(8)(iii) and
601.12(f)(2)(ii) explain that if FDA
determines during its review period that
the supplement does not meet the
criteria described in § 314.70(c)(6)(iii) or
§601.12(f)(2)(i), as applicable, the
supplement will be converted to a prior
approval supplement, and the
manufacturer must cease distribution of
the drug product(s) accompanied by the
revised labeling. In this scenario, the
manufacturer must take steps to make
the drug product available only with the
previous version of the label. This may
include, for example, replacing the
CBE-0 labeling with the previous
labeling on the manufacturer’s Web site,
requesting replacement of the CBE-0
labeling with the previous labeling on
http://labels.fda.gov, and attaching the
previous package insert to the drug
product as soon as feasible thereafter or
at the time of next printing of the
product labeling for packaging.

This approach is consistent with our
clarifying revision in proposed
§314.70(c)(7), which explains that if the
Agency does not approve the
supplemental application, the
manufacturer must cease distribution of
the drug product(s) accompanied by the
revised labeling. The current text of
§ 314.70(c)(7) describes the implications
of a complete response letter to the
applicant for a CBE supplement for
manufacturing changes, and does not
expressly address CBE-0 labeling
supplements. For consistency with
§314.110 (21 CFR 314.110), we are
proposing to replace the word
“disapproves” in § 314.70(c)(7) with the
phrase “issues a complete response
letter” and to make other editorial
changes for clarity.

d. Conforming labeling requirements.
Proposed § 314.70(c)(8)(iv) would
establish a 30-day timeframe in which
ANDA holders are required to submit a
CBE-0 supplement under
§ 314.70(c)(6)(iii)(E) with conforming
labeling after FDA approval of a revision
to the labeling for the RLD. Currently,
FDA advises ANDA holders to revise
product labeling to conform to the
labeling of the RLD ““at the very earliest
time possible” (see guidance for
industry on ‘“Revising ANDA Labeling
Following Revision of the RLD
Labeling” (2000)). In light of the range
of timeframes in which ANDA holders
currently submit such labeling
supplements, we are proposing to revise
these regulations to clarify FDA’s
expectations regarding the timeframe for
submission of conforming labeling
changes.

Proposed § 314.70(c)(8)(iv) states that
upon FDA approval of changes to the
labeling of the RLD, or if approval of the
NDA for the RLD has been withdrawn
under § 314.150, upon FDA approval of
changes to the labeling of an ANDA that
relied on the RLD, any other ANDA
holder that relied upon the RLD must
submit a CBE-0 supplement with
conforming labeling revisions within 30
days of FDA'’s posting of the approval
letter for the labeling change on FDA’s
Web site, unless FDA requires the
ANDA holder’s labeling revisions at a
different time in accordance with
sections 505(0)(4) or 505—1 of the FD&C
Act, or other applicable authority. The
ANDA holder would be expected to
submit updated labeling for posting on
http://labels.fda.gov and DailyMed at
the time of submission of the CBE-0
supplement. However, we recognize
that distribution of drug products
accompanied by an updated package
insert may take additional time,
depending on how often the drug is
packaged, the size of manufacturer

inventories, and other factors.
Accordingly, proposed § 314.70(c)(8)(iv)
is directed to prompt distribution of
revised labeling in electronic format,
and timely distribution of drug product
accompanied by an updated package
insert as soon as feasible thereafter or at
the time of next printing of the product
labeling for packaging.

FDA may require an ANDA holder to
submit revised product labeling at a
different time for safety labeling changes
required under section 505(0)(4) of the
FD&C Act or for REMS under section
505-1 of the FD&C Act. This may occur,
for example, in the context of approval
of modifications to a single, shared
system REMS that are made to conform
to safety labeling changes (see section
505—1(i)(1)(B) of the FD&C Act).

2. Changes to Highlights of Prescribing
Information (Proposed §§ 314.70(c)(6)
and 601.12(f)(1) and (f)(2))

We are proposing to revise
§§314.70(c)(6) and 601.12(f)(1) and
(f)(2) to remove the limitation on
submission of CBE-0 supplements for
changes to the Highlights of drug
labeling in the PLR format.

Current §§314.70(c)(6) and
601.12(f)(1) and (£)(2) exclude most
changes to the information required in
the Highlights, which are classified as a
“major change” that must be made by a
prior approval supplement, unless FDA
specifically requests that the labeling
change be submitted in a CBE-0
supplement or FDA grants a waiver
request under § 314.90. This exception
reflected the Agency’s earlier view that
FDA review and approval of most
proposed changes to the information in
the Highlights of labeling was necessary
because of the difficulty involved in
summarizing the complex information
presented in the full prescribing
information (see “Requirements on
Content and Format of Labeling for
Human Prescription Drug and Biological
Products,” 71 FR 3922 at 3932, January
24, 2006).

Based on our experience
implementing the PLR, we have found
this restriction on CBE-0 supplements
to be unnecessary in practice. In
response to an applicant’s inquiry about
submission of a CBE-0 supplement for
a change that would affect the
Highlights of drug labeling, FDA
typically waives this limitation under
§ 314.90 or specifically requests that the
applicant proceed with a CBE-0
supplement under § 314.70(c)(6)(iii)(E)
or § 601.12(f)(2) ) (E).

The Highlights of drug labeling is
intended to summarize the information
that is most important for prescribing
the drug safely and effectively. The
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types of newly acquired information
that would otherwise meet the criteria
for submission of a CBE-0 supplement
include the critical safety information
that is presented in the Highlights.
Accordingly, we believe that limiting
the availability of CBE-0 supplements
for changes to the Highlights of drug
labeling in the PLR format may pose an
unnecessary impediment to prompt
communication of the most important
safety-related labeling changes (e.g.,
boxed warnings and contraindications).
Compare 50 FR 7452 at 7470, February
22,1985 (stating that substantive
changes in labeling are appropriately
approved by FDA in advance, ‘“unless
they relate to important safety
information, like a new contraindication
or warning, that should be immediately
conveyed to the user”).

Our proposal to remove the limitation
on submission of CBE-0 supplements
for changes to the Highlights also would
create parity between application
holders for drugs with labeling in the
older format and application holders for
drugs with PLR labeling. For example,
this proposal would eliminate
differences in the ability of application
holders to submit CBE-0 supplements
for a new or substantively revised
contraindication based solely on
whether current labeling appeared in
the older format or PLR format.

We also are proposing to make
conforming revisions to
§ 314.70(b)(2)(v)(C) to clarify that a prior
approval supplement is required for any
changes to the Highlights of drug
labeling other than changes under
§ 314.70(c)(6)(iii), except for the
specified changes that may be reported
in an annual report.

3. Clarifying Revisions and Editorial
Changes

We are proposing to revise the title to
§314.70(c) to refer to CBE-0
supplements to clarify the scope of
paragraph (c). As revised, § 314.70(c)
would describe changes requiring
supplement submission at least 30 days
prior to distribution of the drug product
made using the change (CBE-30
supplements) and certain changes being
effected pending supplement approval
(CBE—-0 supplements). We also are
proposing to add titles to paragraphs
(c)(1) through (c)(7) of § 314.70 for
clarity.

We are proposing to revise
§ 314.70(c)(1) to clarify that submission
of a CBE-0 supplement is required for
any change in the labeling to reflect
newly acquired information of the type
described in § 314.70(c)(6)(iii). The
current text of §314.70(c)(1) is directed
only to submission of supplements for

certain manufacturing changes and does
not fully describe the range of
supplements for moderate changes that
are described by this paragraph.

We are proposing to move the
statement regarding the contents of a
CBE supplement for certain
manufacturing changes from existing
§314.70(c)(4) to § 314.70(c)(3) without
changes.

We are proposing to revise
§314.70(c)(6)(iii) to clarify that an NDA
holder or ANDA holder may distribute
the drug product with revised labeling
upon ‘“‘submission” to FDA of the CBE-
0 supplement for the labeling change,
rather than upon FDA'’s “receipt” of the
change. For ANDAs, section 744B(a)(5)
of the FD&C Act (21 U.S.C. 379j—
42(a)(5)) clarifies the time when a
supplement is “submitted” to FDA,
whereas the term “received” has a
specific meaning that generally refers to
FDA'’s determination that a submitted
application has met certain criteria for
completeness (see 21 CFR 314.101).
This proposed revision is intended to
avoid potential confusion, and more
clearly establish the date on which
distribution of revised labeling may
occur.

B. Approval of Supplements to an
Approved ANDA for a Labeling Change
(Proposed § 314.97(b))

We are proposing to revise § 314.97 by
designating the current text as
paragraph (a) and by adding proposed
paragraph (b) to clarify the process for
approval of a supplement to an
approved ANDA for a labeling change.
Proposed § 314.97(b) explains that a
supplement to an approved ANDA for a
safety-related labeling change that is
submitted in a prior approval
supplement under § 314.70(b) or in a
CBE-0 supplement under § 314.70(c)(6)
will be approved upon approval of the
same labeling change for the RLD,
except that if approval of the NDA for
the RLD has been withdrawn under
§314.150, FDA may approve an ANDA
holder’s prior approval supplement or
CBE—-0 supplement.

It has been FDA’s longstanding
position that an ANDA holder may
submit a prior approval supplement to
request a change to product labeling,
and “FDA will determine whether the
labeling for the generic and [reference]
listed drugs should be revised” (57 FR
17950 at 17961, April 28, 1992; see also
57 FR 17950 at 17965 (describing
requirement for “ANDA applicants to
submit a periodic report of adverse drug
experiences even if the ANDA applicant
has not received any adverse drug
experience reports or initiated any
labeling changes’) (emphasis added)).

Proposed § 314.97(b) would expressly
state that a prior approval supplement
to an ANDA for a safety-related change
in product labeling will be approved
upon approval of the same labeling for
the RLD. This approach ensures that the
approved labeling for a generic drug
continues to be the same as the
approved labeling of its RLD (see
section 505(j)(2)(A)(v) of the FD&C Act).
If approval of the NDA for the RLD has
been withdrawn under § 314.150, FDA
may approve an ANDA holder’s prior
approval supplement for a safety-related
labeling change (see § 314.105; see also
proposed § 314.70(c)(8)(iv)).

Similarly, FDA would approve a
CBE-0 labeling supplement to an ANDA
upon the approval of the same labeling
change for the RLD (see section
505(j)(2)(A)(v) of the FD&C Act), except
that if approval of the NDA for the RLD
has been withdrawn under § 314.150,
FDA may approve an ANDA holder’s
CBE-0 supplement (see § 314.105; see
also proposed § 314.70(c)(8)(iv)). As
explained in section I.B, FDA may
accept, reject, or request modifications
to the labeling changes proposed in the
CBE-0 supplement. FDA’s evaluation of
the labeling change proposed by the
ANDA holder would consider any
submissions related to the proposed
labeling change from the NDA holder
for the RLD and from any other NDA or
ANDA holders for drug products
containing the same active ingredient.
The Agency intends to act
expeditiously, taking into account the
reliability of the data, the magnitude
and seriousness of the risk, and number
of CBE-0 supplements, and reach a
decision on the approvability of labeling
proposed by ANDA and NDA holders
regarding the safety issue at the same
time. After approval of a labeling
change, other ANDA holders would be
required to submit any necessary
conforming labeling changes in
accordance with proposed
§314.70(c)(8)(iv).

C. Exception for ANDA Labeling
Differences Resulting From “Changes
Being Effected” Supplement (Proposed
§314.150(b)(10)(iii))

We are proposing to revise
§314.150(b)(10) to provide an
additional exception regarding
circumstances in which FDA may seek
to withdraw approval of an ANDA
based on generic drug labeling that is no
longer consistent with the labeling for
the RLD. Proposed § 314.150(b)(10)(iii)
would include, as a permissible
difference, changes to generic drug
labeling under a CBE-0 supplement,
with the understanding that such
differences generally will be temporary.
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This proposed exception reflects the
Agency’s judgment that concerns related
to temporary differences in labeling
between generic drugs and their RLDs
are outweighed by the benefit to the
public health that would result from all
application holders having the ability to
independently update drug product
labeling to reflect newly acquired
information regarding important drug
safety issues through CBE-0 labeling
supplements (compare section 505(j)(10)
of the FD&C Act).

III. Legal Authority

FDA'’s legal authority to modify
§§314.70, 314.97, 314.150, and 601.12
arises from the same authority under
which FDA initially issued these
regulations. The FD&C Act (21 U.S.C.
301 et seq.) and the PHS Act (42 U.S.C.
201 et seq.) provide FDA with authority
over the labeling for drugs and
biological products, and authorize the
Agency to enact regulations to facilitate
FDA'’s review and approval of
applications regarding the labeling for
those products. Section 502 of the FD&C
Act (21 U.S.C. 352) provides that a drug
or biological product will be considered
misbranded if, among other things, the
labeling for the product is false or
misleading in any particular (21 U.S.C.
352(a); see also 42 U.S.C. 262(j)). Under
section 502(f) of the FD&C Act, a
product is misbranded unless its
labeling bears adequate directions for
use, including adequate warnings
against, among other things, unsafe
dosage or methods or duration of
administration or application.
Moreover, under section 502(j) of the
FD&C Act, a product is misbranded if it
is dangerous to health when used in the
manner prescribed, recommended, or
suggested in its labeling.

In addition to the misbranding
provisions, the premarket approval
provisions of the FD&C Act authorize
FDA to require that product labeling
provide adequate information to permit
safe and effective use of the product.
Under section 505(c) of the FD&C Act
(21 U.S.C. 355), FDA will approve an
NDA only if the drug is shown to be
both safe and effective for its intended
use under the conditions set forth in the
drug’s labeling. Under section 505(j) of
the FD&C Act, FDA will approve an
ANDA only if the drug is, with limited
exceptions, the same as a drug
previously approved under section
505(c) of the FD&C Act with respect to
active ingredient(s), dosage form, route
of administration, strength, labeling,
and conditions of use, among other
characteristics, and is bioequivalent to
the RLD.

Section 351 of the PHS Act (42 U.S.C.
262) provides additional legal authority
for the Agency to regulate the labeling
of biological products. Licenses for
biological products are to be issued only
upon a showing that the biological
product is safe, pure, and potent (42
U.S.C. 262(a)). Section 351(b) of the PHS
Act prohibits any person from falsely
labeling any package or container of a
biological product. FDA’s regulations in
21 CFR part 201 apply to all
prescription drug products, including
biological products.

In addition, section 701(a) of the
FD&C Act (21 U.S.C. 371(a)) authorizes
FDA to issue regulations for the efficient
enforcement of the FD&C Act. FDA’s
regulations relating to CBE-0
supplements are supported by this
provision. In 1965, FDA determined
that, in the interest of drug safety,
manufacturers should make certain
safety-related changes to their product
labeling at the earliest possible time (see
30 FR 993, January 30, 1965). Thus, for
nearly 50 years, FDA, as the Agency
entrusted with administration and
enforcement of the FD&C Act and the
protection and promotion of the public
health, has required NDA holders, and
subsequently BLA holders, to update
drug product labeling with important,
newly acquired safety information
through submission of a CBE-0
supplement.

FDA'’s authority to extend the CBE-0
supplement process for safety-related
labeling changes to ANDA holders
arises from the same authority under
which our regulations relating to NDA
holders and BLA holders were issued.
Nothing in the Hatch-Waxman
Amendments or subsequent
amendments to the FD&C Act limits the
Agency’s authority to revise the CBE-0
supplement regulations to apply to
ANDA holders to help ensure that
generic drugs remain safe and effective
under the conditions of use prescribed,
recommended, or suggested in the
labeling throughout the life cycle of the
generic drug product.

In Pliva v. Mensing, the Supreme
Court recognized that “Congress and the
FDA retain the authority to change the
law and regulations if they so desire”
(131 S. Ct. 2567, 2582). Recently, in
Mutual Pharmaceutical Co., Inc. v.
Bartlett, 133 S. Ct. 2466 (2013), the
Court indicated that “Congress’ decision
to regulate the manufacture and sale of
generic drugs in a way that reduces their
cost to patients but leaves generic drug
manufacturers incapable of modifying
either the drugs’ compositions or their
warnings’’ contributed to the outcome
in that case (preemption of the tort
claim against the generic manufacturer).

We do not read this language to suggest
that the Agency would not have
authority to extend the CBE-0
supplement process to ANDA holders.
The changes proposed in this
rulemaking are authorized under the
FD&C Act, which provides authority for
FDA to permit NDA holders and BLA
holders to change their product labeling
to include certain newly acquired
safety-related information through
submission of a CBE-0 supplement.

IV. Analysis of Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866, Executive Order 13563, the
Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Pub. L.104—4).
Executive Orders 12866 and 13563
direct Agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The Agency
believes that this proposed rule would
not be an economically significant
regulatory action as defined by
Executive Order 12866.

If a rule has a significant economic
impact on a substantial number of small
businesses, the Regulatory Flexibility
Act requires Agencies to analyze
regulatory alternatives that would
minimize any significant impact of a
rule on small entities. FDA has
determined that this proposed rule
would not have a significant economic
impact on a substantial number of small
entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that Agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $141
million, using the most current (2012)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this proposed rule to result in any 1-
year expenditure that would meet or
exceed this amount.

The public health benefits from
adoption of the proposed rule are not
quantified. By allowing all application
holders to update labeling based on
newly acquired information that meets
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the criteria for a CBE-0 supplement,
communication of important drug safety
information to prescribing health care
providers and the public could be
improved. The proposed rule may
reduce the time in which ANDA holders
make safety-related labeling changes for
generic drugs for which approval of the
NDA for the RLD has been withdrawn.
In addition, the proposed rule generally
would reduce the time in which all
ANDA holders make safety-related
labeling changes, by requiring such
ANDA holders to submit conforming
labeling changes within 30 days of
FDA'’s posting of the approval letter for
the RLD’s labeling change on its Web
site. The primary estimate of the costs
of the proposed rule includes costs to
ANDA and NDA holders for submitting
and reviewing CBE-0 supplements. We
assume that the proposed rule will have
no effect on the number of CBE-0
supplements submitted by BLA holders.

The proposed rule is expected to
generate little cost. The Agency
estimates the net annual social costs to
be between $4,237 and $25,852. The
present discounted value over 20 years
would be in the range of $63,040 to
$384,616 at a 3 percent discount rate,
and in the range of $44,890 to $273,879
at a 7 percent discount rate.

FDA has examined the economic
implications of the final rule as required
by the Regulatory Flexibility Act. This
proposed rule would only impose new
burdens on small generic drug
manufacturers who submit CBE-0
supplements for safety-related labeling
changes. Given the small cost per
submission and the uncertainty in the
estimated number of CBE-0 labeling
supplements for safety-related labeling
changes that may be submitted by an
ANDA holder, we do not expect this
proposed rule to impose a significant
impact on a substantial number of small
entities. We therefore propose to certify
that that this proposed rule would not
have a significant economic impact on
a substantial number of small entities.

V. Paperwork Reduction Act of 1995

This proposed rule contains
collections of information that are
subject to review by the Office of
Management and Budget (OMB) under
the PRA (44 U.S.C. 3501-3520). A
description of these provisions is given
in this document with an estimate of the
annual reporting burden. Included in
the estimate is the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.

FDA invites comments on these
topics: (1) Whether the proposed

collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Supplemental Applications
Proposing Labeling Changes for
Approved Drugs and Biological
Products

Description: The proposed rule would
permit ANDA holders to submit a CBE-
0 supplement for certain types of
labeling changes based on newly
acquired information. At the time of
submission, the ANDA holder would be
required to send notice of the labeling
change proposed in the CBE-0
supplement, including a copy of the
information supporting the change, to
the NDA holder for the RLD, unless the
NDA for the RLD has been withdrawn.

Description of Respondents:
Respondents to this collection of
information are NDA holders, ANDA
holders, and BLA holders.

Burden Estimates: FDA regulations at
§§314.70 and 314.97 set forth the
requirements for submitting
supplements to FDA for certain changes
to an approved NDA or ANDA. These
regulations specify the submission of
supplements at different times,
depending on the change to the
approved application. Under
§314.70(c)(6), an applicant may
commence distribution of a drug
product upon receipt by FDA of a
supplement for a change to the
applicant’s approved application (a
CBE-0 supplement). The changes for
which a CBE-0 supplement may be
submitted include, among other things,
changes in the labeling
(§ 314.70(c)(6)(iii)) to reflect newly
acquired information, for example, to
add or strengthen a contraindication,
warning, precaution, or adverse reaction
for which there is reasonable evidence
of a causal association.

FDA currently has OMB approval
(OMB control number 0910-0001) for
the submission of supplements to FDA
for changes to an approved NDA or
ANDA under §§ 314.70 (including
§314.70(c)(6)(iii)) and 314.97.

Under the proposed rule, ANDA
holders would be permitted to submit a
supplement to FDA for certain types of

labeling changes based on newly
acquired information. This collection of
information is not currently approved
under OMB control number 0910-0001.
Under proposed § 314.70(c)(8), if an
NDA holder or ANDA holder obtains or
otherwise receives newly acquired
information that should be reflected in
product labeling to accomplish any of
the objectives specifically described in
§314.70(c)(6)(iii), the NDA holder or
ANDA holder should submit a CBE-0
supplement to FDA. Proposed
§314.70(c)(8) is intended to permit
ANDA holders to update product
labeling promptly, without FDA’s
special permission and assistance, to
reflect newly acquired information that
meets the criteria described in

§ 314.70(c)(6)(iii) irrespective of
whether the revised labeling differs
from that of the RLD.

To minimize confusion and make
safety-related changes to generic drug
labeling readily available to prescribing
health care providers and the public
while FDA is reviewing a CBE-0
supplement, FDA would establish,
under proposed § 314.70(c)(8), a
dedicated Web page (or, alternatively, a
modification of an existing FDA Web
page) on which FDA would promptly
post information regarding the labeling
changes proposed in a CBE-0
supplement. ANDA holders would be
required to verify that the correct
information regarding the labeling
changes proposed in their CBE-0
supplement appears on the FDA Web
page. If the information is incorrect, the
ANDA holder must contact the
appropriate FDA review division within
2 business days of posting on the FDA
Web page.

At the time of submission of the CBE-
0 labeling supplement to FDA, proposed
§ 314.70(c)(8)(ii) would require the
ANDA holder to send notice of the
labeling change proposed in the
supplement, including a copy of the
information supporting the change, to
the NDA holder for the RLD, unless the
NDA for the RLD has been withdrawn.

Based on the data summarized in
section IV (Analysis of Impacts), we
estimate that a total of approximately 15
ANDA holders (‘“number of
respondents” in table 1) would submit
to us annually a total of approximately
20 CBE—0 labeling supplements under
proposed § 314.70(c)(8), if this rule is
finalized (“‘total annual responses” in
table 1). We also estimate that preparing
and submitting each CBE-0 labeling
supplement under proposed
§314.70(c)(8) will take approximately
12 hours per ANDA holder (“hours per
response” in table 1). This burden hour
estimate includes the time needed by an
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ANDA holder to verify, as required
under proposed § 314.70(c)(8), that the
correct information regarding the
labeling change proposed in its CBE-0
supplement appears on the FDA Web
page, and the time needed to contact
FDA if the information is incorrect.

In addition, we estimate that a total of
approximately 15 ANDA holders would
send notice of the labeling change
proposed in each of the 20 CBE-0
labeling supplements, including a copy
of the information supporting the
change, to the NDA holder for the RLD,

as required under proposed
§314.70(c)(8)(ii). We also estimate that
preparing and sending each notice
would take approximately 3 hours per
ANDA holder.

FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN !

Number of
. Number of Total annual Hours per
21 CFR Section responses per Total hours
respondents respondent responses response
CBE-0 supplement submission by ANDA holders

(B14.70(C)(8)) evrrvreerrereeerrereeereeeeeeteeee e eeeeeeseeeeee s, 15 1.34 20 12 240
ANDA holder notice to NDA holder (314.70(c)(8)(ii)) .......... 15 1.34 20 3 60
TOMAL s | eeerresee s | seessreesee e | eesieeesee e | eeseesee e 300

1There are no capital costs or operating and maintenance costs associated with this collection of information.

To ensure that comments on the
information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
202—-395-7245, or emailed to oira_
submission@omb.eop.gov. All
comments should be identified with the
title, “Supplemental Applications
Proposing Labeling Changes for
Approved Drugs and Biological
Products.”

In compliance with the PRA (44
U.S.C. 3407(d)), the Agency has
submitted the information collection
provisions of this proposed rule to OMB
for review. These requirements will not
be effective until FDA obtains OMB
approval. FDA will publish a notice
concerning OMB approval of these
requirements in the Federal Register.

VI. Environmental Impact

The Agency has determined under 21
CFR 25.30(h) and 25.31(a) and (g) that
this action is of a type that does not
individually or cumulatively have a
significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VII. Effective Date

FDA proposes that any final rule
based on this proposal become effective
30 days after the date of its publication
in the Federal Register.

We intend to apply this rule, if
finalized, to any submission received by
FDA on or after the effective date. This
proposed rule provides sufficient notice
to all interested parties, including NDA
holders, ANDA holders, and BLA
holders, to adjust their submissions and
actions by the time we issue any final
rule. However, we invite comments on

how a final rule should be
implemented.

VIII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that the proposed rule,
if finalized, would not contain policies
that would have substantial direct
effects on the States, on the relationship
between the National Government and
the States, or on the distribution of
power and responsibilities among the
various levels of government.
Accordingly, the Agency tentatively
concludes that the proposed rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

IX. Request for Comments

Interested persons may submit either
electronic comments regarding this
document to http://www.regulations.gov
or written comments to the Division of
Dockets Management (see ADDRESSES). It
is only necessary to send one set of
comments. Identify comments with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday, and
will be posted to the docket at http://
www.regulations.gov.

X. References

The following references have been
placed on display in the Division of
Dockets Management (see ADDRESSES)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday, and are available
electronically at http://www.
regulations.gov. (FDA has verified the

Web site address in this reference
section, but we are not responsible for
any subsequent changes to the Web site
after this document publishes in the
Federal Register.)

1. IMS Institute for Healthcare
Informatics, “The Use of Medicines in
the United States: Review of 2011,”
April 2012 (available at http://
www.imshealth.com/ims/Global/
Content/Insights/

IMS % 20Institute % 20for%20
Healthcare % 20Informatics/IHII
Medicines in_U.S_Report 2011.pdf).

2. Lester J., G. A. Neyarapally, E.
Lipowski, et al., “Evaluation of FDA
Safety-Related Drug Label Changes in
2010,” Pharmacoepidemiology Drug
Safety, vol. 22, pp. 302-305, 2013.

List of Subjects
21 CFR Part 314

Administrative practice and
procedure, Confidential business
information, Drugs, Reporting and
recordkeeping requirements.

21 CFR Part 601

Administrative practice and
procedure, Biologics, Confidential
business information.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, FDA proposes to amend 21
CFR parts 314 and 601 as follows:

PART 314—APPLICATIONS FOR FDA
APPROVAL TO MARKET A NEW DRUG

m 1. The authority citation for 21 CFR
part 314 continues to read as follows:
Authority: 21 U.S.C. 321, 331, 351, 352,

353, 355, 356, 3564, 356b, 356¢, 371, 374,
379e.
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§314.70 [Amended]

m 2. Amend § 314.70 as follows:

W a. Revise paragraph (b)(2)(v)(C)
introductory text;

m b. Revise the paragraph (c) heading;

m c. Add headings to paragraphs (c)(1)
through (c)(7);

m d. Revise paragraphs (c)(1), (c)(3),
(c)(4), (c)(6) introductory text, (c)(6)(iii)
introductory text, and (c)(7); and

m e. Add new paragraph (c)(8).

§314.70 Supplements and other changes
to an approved application.

(b) * ok %
(2) * x %
(V) * *x %
(

C) Any change to the information
required by § 201.57(a) of this chapter
other than changes under paragraph
(c)(6)(iii) of this section, with the
following exceptions that may be
reported in an annual report under
paragraph (d)(2)(x) of this section:

(c) Changes requiring supplement
submission at least 30 days prior to
distribution of the drug product made
using the change and certain changes
being effected pending supplement
approval (moderate changes).

(1) Types of changes for which a
supplement is required. A supplement
must be submitted for any change in the
drug substance, drug product,
production process, quality controls,
equipment, or facilities that has a
moderate potential to have an adverse
effect on the identity, strength, quality,
purity, or potency of the drug product
as these factors may relate to the safety
or effectiveness of the drug product. A
supplement also must be submitted for
any change in the labeling to reflect
newly acquired information of the type
described in paragraph (c)(6)(iii) of this
section. If the supplement provides for
a labeling change under paragraph
(c)(6)(iii) of this section, 12 copies of the
final printed labeling must be included.

(2) Changes requiring supplement
submission at least 30 days prior to
distribution of the drug product made
using the change (changes being
effected in 30 days). * * *

* * * *

(3) Explanation of basis for the
change and supplement identifier. A
supplement submitted under paragraph
(c)(1) of this section is required to give
a full explanation of the basis for the
change and identify the date on which
the change is to be made. The
supplement must be labeled
“Supplement—Changes Being Effected
in 30 Days” or, if applicable under
paragraph (c)(6) of this section,

“Supplement—Changes Being
Effected.” The information listed in
paragraphs (b)(3)(i) through (b)(3)(vii) of
this section must be contained in the
supplement.

(4) Distribution of drug product
pending supplement approval (for
changes being effected in 30 days).
Pending approval of the supplement by
FDA, except as provided in paragraph
(c)(6) of this section, distribution of the
drug product made using the change
may begin not less than 30 days after
receipt of the supplement by FDA.

(5) Limitations on distribution of drug
product pending supplement approval
(for changes being effected in 30 days).

* * * * *

(6) Changes requiring supplement
submission prior to distribution of the
drug product made using the change
(changes being effected). The agency
may designate a category of changes for
the purpose of providing that, in the
case of a change in such category, the
holder of an approved application may
commence distribution of the drug
product involved upon submission to
the agency of a supplement for the
change. These changes include, but are
not limited to:

(1] * *x %

(ii) I

(iii) Changes in the labeling to reflect
newly acquired information to

accomplish any of the following:

(7) Effect of complete response letter
for changes being effected supplement.
If the agency issues a complete response
letter to the supplemental application,
the manufacturer may be ordered to
cease distribution of the drug product(s)
made with the manufacturing change or,
if the supplemental application was
submitted for a labeling change under
paragraph (c)(6) of this section, the
manufacturer must cease distribution of
the drug product(s) accompanied by the
revised labeling.

(8) Equal applicability to application
holders and abbreviated application
holders. An application holder may
submit to its approved application or
abbreviated application a supplement
described by paragraph (c)(6)(iii) of this
section. FDA will promptly post on its
Web site information regarding the
labeling changes proposed in the
changes being effected supplement. The
applicant must verify that the correct
information regarding the labeling
changes proposed in the changes being
effected supplement appears on FDA’s
Web site and must contact FDA within
5 business days of posting if the
information is incorrect.

(i) Contents of supplement. A
supplement to an approved application
or abbreviated application described by
paragraph (c)(6)(iii) of this section must
contain the following information:

(A) The application number(s) of the
drug product(s) involved;

(B) A description of the labeling
change proposed in the changes being
effected supplement;

(C) The basis for the labeling change
proposed in the changes being effected
supplement, including the data
supporting the change or, if submitted
under paragraph (c)(6)(iii)(E), the
specific change requested by FDA;

(D) A copy of the final printed
labeling and current product labeling
annotated with the labeling change
proposed in the changes being effected
supplement;

(E) If the changes being effected
supplement is submitted by an
abbreviated application holder and
approval of the application for the
reference listed drug has not been
withdrawn under § 314.150 of this
chapter, a statement confirming that the
notice described in paragraph (c)(8)(ii)
of this section has been sent to the
application holder for the reference
listed drug.

(ii) Notice of labeling changes being
effected. An abbreviated application
holder must send notice of the labeling
change proposed in the changes being
effected supplement, including a copy
of the information supporting the
change (with any personally identifiable
information redacted), to the application
holder for the reference listed drug at
the same time that the supplement to
the abbreviated application is submitted
to FDA, unless approval of the
application has been withdrawn under
§ 314.150 of this chapter. An application
holder or any abbreviated application
holder may submit (on its own initiative
or in response to a request from FDA)

a labeling supplement or
correspondence to its application or
abbreviated application, as applicable,
regarding the proposed labeling
changes.

(iii) Distribution of revised labeling.
Pending approval of the supplement by
FDA, distribution of the drug product
with the revised labeling may be made
by an application holder or abbreviated
application holder upon submission to
FDA of the supplement, except that if
FDA determines during its review
period that the supplement does not
meet the criteria described in paragraph
(c)(6)(iii) of this section, the supplement
will be converted to a prior approval
supplement, and the manufacturer must
cease distribution of the drug product(s)
accompanied by the revised labeling.
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(iv) Conforming labeling
requirements. Upon FDA approval of
changes to the labeling of the reference
listed drug or, if the application for the
reference listed drug has been
withdrawn, upon FDA approval of
changes to the labeling of an abbreviated
application that relied on the reference
listed drug, any other abbreviated
application holder that relied upon the
reference listed drug must submit a
supplement under paragraph
(c)(6)(iii)(E) of this section with
conforming labeling revisions within 30
days of FDA'’s posting of the approval
letter on its Web site, unless FDA
requires the abbreviated application
holder’s labeling revisions at a different
time in accordance with sections
505(0)(4) or 505—1 of the Federal Food,
Drug, and Cosmetic Act.

* * * * *

§314.97 [Amended]
m 3. Revise § 314.97 to read as follows:

§314.97 Supplements and other changes
to an approved abbreviated application.

(a) The applicant must comply with
the requirements of §§314.70 and
314.71 regarding the submission of
supplemental applications and other
changes to an approved abbreviated
application.

(b) A supplement to an approved
abbreviated application for a safety-
related change in the labeling that is
submitted under § 314.70(b) or (c)(6)
will be approved upon approval of the
same labeling change for the reference
listed drug, except that if approval of
the application for the reference listed
drug has been withdrawn under
§ 314.150, FDA may approve such a
supplement to an approved abbreviated
application.

§314.150 [Amended]

m 4. Amend § 314.150 as follows:
m a. In paragraph (b)(10)(i), remove the
word “or’’;

m b. In paragraph (b)(10)(ii), remove the
period and replace with a semicolon
followed by the word ““or”’; and

m c. Add paragraph (b)(10)(iii).

§314.150 Withdrawal of approval of an
application or abbreviated application.

(b) * *x %
(10)* EE

(iii) Changes to the labeling for the
drug product that is the subject of the
abbreviated application under
§ 314.70(c)(6)(iii) of this chapter.

* * * *

PART 601—LICENSING

m 5. The authority citation for 21 CFR
part 601 continues to read as follows:

Authority: 15 U.S.C. 1451-1561; 21 U.S.C.
321, 351, 352, 353, 355, 356b, 360, 360c—
360f, 360h—360j, 371, 374, 379e, 381; 42
U.S.C. 216, 241, 262, 263, 264; sec 122, Pub.
L. 105-115, 111 Stat. 2322 (21 U.S.C. 355
note).

m 6. Amend § 601.12 by revising
paragraphs (f)(1), (f)(2)(i) introductory
paragraph, and (f)(2)(ii); and by adding
new paragraph (f)(2)(iii) to read as
follows:

§601.12 Changes to an approved
application.

* * * * *

(f) * * * (1) Labeling changes
requiring supplement submission—FDA
approval must be obtained before
distribution of the product with the
labeling change. Except as described in
paragraphs (f)(2) and (f)(3) of this
section, an applicant shall submit a
supplement describing a proposed
change in the package insert, package
label, container label, or, if applicable,
a Medication Guide required under part
208 of this chapter, and include the
information necessary to support the
proposed change. The supplement shall
clearly highlight the proposed change in
the labeling. An applicant may report
the minor changes to the information
specified in paragraph (f)(3)(i)(D) of this
section in an annual report. The
applicant shall obtain approval from
FDA prior to distribution of the product
with the labeling change.

(2) Labeling changes requiring
supplement submission—product with a
labeling change that may be distributed
before FDA approval. (i) An applicant
shall submit, at the time such change is
made, a supplement for any change in
the package insert, package label, or
container label to reflect newly acquired
information to accomplish any of the

following;:
* * * * *

(ii) Pending approval of the
supplement by FDA, the applicant may
distribute a product with a package
insert, package label, or container label
bearing such change at the time the
supplement is submitted, except that if
FDA determines during its review
period that the supplement does not
meet the criteria described in paragraph
(£)(2)) of this section, the supplement
will be converted to a prior approval
supplement, and the manufacturer must
cease distribution of the drug product(s)
accompanied by the revised labeling.
The supplement shall clearly identify
the change being made and include
necessary supporting data. The

supplement and its mailing cover shall
be plainly marked: “Special Labeling
Supplement—Changes Being Effected.”
(iii) FDA will promptly post on its
Web site information regarding the
labeling changes proposed in the
changes being effected supplement. The
applicant must verify that the correct
information regarding the labeling
changes proposed in the changes being
effected supplement appears on FDA’s
Web site and must contact FDA within
5 business days of posting if the
information is incorrect.
* * * * *

Dated: November 5, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013—-26799 Filed 11-8-13; 11:15 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket No. USCG-2013-0319]

RIN 1625-AA09

Drawbridge Operation Regulation; Gulf

Intracoastal Waterway, Treasure
Island, FL

AGENCY: Coast Guard, DHS.
ACTION: Notice of proposed rulemaking.

SUMMARY: The Coast Guard proposes to
change the operating schedule that
governs the Treasure Island Causeway
Bridge, mile 119.0, Treasure Island,
Florida. The Treasure Island Bridge is a
double-leaf bascule bridge that provides
a vertical clearance of 21 feet in the
closed position. The Treasure Island
Bridge crosses the Gulf Intracoastal
Waterway at mile 119.0, Treasure
Island, Pinellas County, Florida.
Changing the schedule from on signal to
three times an hour during the week and
twice an hour on the weekends and
Federal holidays between the hours of 7
a.m. and 7 p.m. will reduce vehicle
traffic issues caused by the bridge
openings. Between 7 p.m. and 7 a.m. the
bridge will continue to open only on
signal.

DATES: Comments and related material
must reach the Coast Guard on or before
February 11, 2014.
ADDRESSES: You may submit comments
identified by docket number USCG—
2013-0319 using any one of the
following methods:

(1) Federal Rulemaking Portal:
http://www.regulations.gov.
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Protection, 65:1388—1393, 2002.
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and Recoverability of Listeria monocytogenes
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List of Subjects in 21 CFR Part 179

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 179 is
amended as follows:

PART 179—IRRADIATION IN THE
PRODUCTION, PROCESSING AND
HANDLING OF FOOD

m 1. The authority citation for 21 CFR
part 179 continues to read as follows:

Authority: 21 U.S.C. 321, 342, 343, 348,
373, 374.

m 2. Section 179.26 is amended in the
table in paragraph (b) by adding a new
item “12.” under the headings “Use”
and “Limitations” to read as follows:

Fresh-Cut Iceberg Lettuce in Modified .. . §179.26 lonizing radiation for the
Atmosphere Packages,” Journal of Food FOOd. addltlvgs,.Food label}ng, Food treatment of food.
Protection, 65:1760-1765, 2002. packaging, Radiation protection, o x ok xox
*58. Fan, X. and K.J. Sokorai, “Assessment Reporting and record keeping . x s
of Radiation Sensitivity of Fresh-Cut requirements, Signs and symbols. (b)
Use Limitations

* * *

* *

12. For control of food-borne pathogens and extension of shelf-life in

fresh iceberg lettuce and fresh spinach.

Not to exceed 4.0 kGy.

* * * * *

Dated: August 19, 2008.
Jeffrey Shuren,

Associate Commissioner for Policy and
Planning.

[FR Doc. E8—-19573 Filed 8—21-08; 8:45 am]
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ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
regulations regarding changes to an
approved new drug application (NDA),
biologics license application (BLA), or
medical device premarket approval
application (PMA). This final rule
provides that a supplemental

application submitted under certain
FDA regulations is appropriate to
amend the labeling for an approved
product to reflect newly acquired
information and to add or strengthen a
contraindication, warning, precaution,
or adverse reaction if there is sufficient
evidence of a causal association with
the drug, biologic, or device, as defined
in other FDA regulations and guidance
documents.

DATES: This rule is effective September
22, 2008.

FOR FURTHER INFORMATION CONTACT:

For information regarding devices:
Nicole Wolanski, Center for Devices
and Radiological Health (HFZ-402),
Food and Drug Administration,
9200 Corporate Blvd., Rockville,
MD 20850, 240-276—-4010.

For information regarding biologics:
Christopher Joneckis, Center for
Biologics Evaluation and Research
(HFM-1), Food and Drug
Administration, 1401 Rockville
Pike, Rockville MD 20852, 301—
827-0373.

For information regarding drugs:
Laurie Burke, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 22, rm. 6462,
Silver Spring, MD 20933, 301-796—
0900.

SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of January 16,
2008 (73 FR 2848), FDA proposed
amending its regulations regarding
changes to an NDA, BLA, or PMA to
codify the agency’s longstanding view
concerning when a change to the
labeling of an approved drug, biologic,
or medical device may be made in
advance of the agency’s review and
approval of such change (the January
2008 proposed rule). With respect to
drugs, § 314.70(c)(6)(iii) (21 CFR
314.70(c)(6)(iii)) provides that certain
labeling changes related to an approved
drug may be implemented upon receipt
by the agency of a supplemental new
drug application (sNDA) that includes
the change. The corresponding
regulation for biological products,
§601.12(f)(2) (21 CFR 601.12(f)(2)),
provides that products with certain
labeling changes may be distributed
before FDA approval. Similarly, with
respect to devices, § 814.39(d) (21 CFR
814.39(d)) provides that certain labeling
changes may be placed into effect upon
submission of a PMA supplement, but
prior to the sponsor’s receipt of a
written FDA order approving the
supplement. The supplements described
by §§ 314.70(c), 601.12(f)(2), and
814.39(d) are commonly referred to as
“changes being effected supplements”



49604

Federal Register/Vol. 73, No. 164/Friday, August 22, 2008/Rules and Regulations

or “CBE supplements.”* FDA proposed
amending these provisions to affirm that
a CBE supplement is appropriate to
amend the labeling for an approved
product only to reflect newly acquired
information and to make it clear that a
CBE supplement may be used to add or
strengthen a contraindication, warning,
precaution, or adverse reaction only if
there is sufficient evidence of a causal
association with the drug, biologic, or
medical device. The phrase “sufficient
evidence of a causal association” refers
to the standards for drugs and biologics
described in §201.57(c)(6) (21 CFR
201.57(c)(6)) (for Warnings and
Precautions—*‘‘reasonable evidence”),
and in §201.57(c)(7) (21 CFR
201.57(c)(7)) (for Adverse Reactions—
“some basis to believe’’) and to the
standard for devices in the Device
Labeling Guidance, General Program
Memorandum G91-1 (March 8, 1991)
(http://www.fda.gov/cdrh/g91-1.html)
(“reasonable evidence”’) for the level of
evidence needed to support a causal
association with these medical
products.

As described in the January 2008
proposed rule, FDA believes that
amending FDA’s CBE regulations is
consistent with the agency’s role in
protecting the public health. Before
approving an NDA, BLA, or PMA, FDA
undertakes a detailed review of the
proposed labeling, allowing only
information for which there is a
scientific basis to be included in the
FDA-approved labeling. Under the
Federal Food, Drug, and Cosmetic Act
(the act), the Public Health Service Act
(the PHS Act), and FDA regulations, the
agency makes approval decisions,
including the approval of supplemental
applications, based on a comprehensive
scientific evaluation of the product’s
risks and benefits under the conditions
of use prescribed, recommended, or
suggested in the labeling. See, e.g., 21
U.S.C. 355(d); 42 U.S.C. 262; 21 U.S.C.
360¢e(d)(2). FDA’s comprehensive
scientific evaluation is embodied in the
labeling for the product which reflects
thorough FDA review of the pertinent
scientific evidence and communicates
to health care practitioners the agency’s
formal, authoritative conclusions
regarding the conditions under which
the product can be used safely and
effectively. Expressly requiring that a
CBE supplement reflect newly acquired
information and be based on sufficient
evidence of a causal association will
help to ensure that scientifically

1For devices, such supplements are also referred
to as Special PMA Supplements. This document
will use the term “CBE supplement.”

accurate information appears in the
approved labeling for such products.

II. Changes to the January 2008
Proposed Rule

FDA has made the following changes
to the January 2008 proposed rule:

The definition of “newly acquired
information” has been revised to clarify
that data, whether derived from new
clinical studies, reports of adverse
events, or new analyses of previously
submitted data (e.g., meta-analyses)
needs to be of a “different type or
greater severity or frequency than
previously included in submissions to
FDA”. The codified section of the
January 2008 proposed rule suggested
that this limitation applied only to data
derived from reports of adverse events.
Instead, it applies to data derived from
new clinical studies, reports of adverse
events, and new analyses of previously
submitted data.

In addition, FDA has made one
technical correction to the January 2008
proposed rule. The technical correction
is in §601.12, where an amendment was
proposed adding paragraph (f)(5),
containing the definition of “newly
acquired information.” In fact, the
amendment should have proposed
adding this definition to paragraph (f)(6)
of §601.12 rather than to paragraph
(f)(5) of §601.12.

III. Comments

FDA received approximately 20
comments to the January 2008 proposed
rule. The comments were submitted by
consumer advocacy groups, individuals,
law firms, law professors,
pharmaceutical companies, trade
associations, and Members of Congress.

(Comment 1) Several comments stated
that this proposed amendment would
make it more difficult for sponsors to
warn about new risks. Most of these
comments were focused on the aspect of
the rule that imposed a requirement that
sponsors have a sufficient amount of
causal evidence before a CBE should be
used.

In addition, comments argued that
FDA should distinguish between
situations when sponsors are obligated
to warn of a new risk, and situations
when the sponsor is permitted to warn.
For example, some comments stated
that the requirement in § 201.57(c)(6)
that there be some evidence of a causal
relationship should apply to situations
when a manufacturer must warn, but
should not apply to when
manufacturers may warn. These
comments argue that public policy
should not discourage sponsors from
warning, even when the regulations do
not require it.

Similarly, one comment argued that
causation is not a binary issue (i.e.,
causation is either present or not).
Rather, the causal relationship between
a product and an adverse effect is often
difficult to establish and may require
large trials, often specifically designed
to assess the risk. One comment argued
that because of this difficulty, drug and
device sponsors may delay warning and
delay making labeling changes by
asserting that the CBE regulation (if
finalized as proposed) would not permit
them to amend their labeling.

FDA does not agree that this rule will
make it more difficult to provide
appropriate warnings regarding hazards
associated with medical products. This
rule is intended to describe FDA’s
existing labeling standards and policies,
but does not amend the standards under
which sponsors must provide warnings
regarding risks (§ 201.57(c)(6)). Nor is
the rule intended to suggest that there
is a mathematically precise distinction
between whether there is, or is not,
sufficient evidence of a causal relation
between a drug and an adverse effect to
support its inclusion in the labeling.
The rule is, nevertheless, sufficiently
clear and objective to allow sponsors to
determine whether a medical product’s
labeling should be amended. If new
safety information meets the
requirements of § 201.57(c)(6), it is
appropriate for inclusion in the labeling
of a drug or biologic and a sponsor must
update its labeling ‘““as soon as” such
information becomes available. That
section states that causation need not
have been “definitely established” for a
warning to be required to appear in
labeling, but rather that there need only
be “reasonable” evidence of a causal
association with the drug, a standard
that could be met by a wide range of
evidence. A CBE submission may be
made when the evidence meets the
standard set forth in this rule, even if
that evidence would not also support a
higher evidentiary standard, such as a
finding that there is a “preponderance”
of evidence that a product actually
causes a particular kind of adverse
event. A sponsor’s submission or FDA’s
acceptance of a CBE supplement does
not necessarily mean that a drug
product actually has caused any
particular adverse event or type of
adverse event.

Through §201.57 (and the
predecessor regulation, now codified at
§201.80 (21 CFR 201.80)), the agency
set uniform standards for drug labeling,
seeking to ensure that scientifically
sound information is provided in the
labeling of the drug. There is no reason
the standard for adding new information
to labeling should be different from the
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standard for the initial labeling. If new
information about a drug comes to light,
a sponsor must make a decision as to
whether the requirements of § 201.57
are met, and whether to submit a CBE
supplement or other type of
supplemental application. Failure to
update labeling as required could result
in regulatory actions or criminal
penalties. If there is doubt as to whether
the standard of § 201.57(c)(6) has been
met, a sponsor should confer with FDA.
The agency has clarified by regulation
and guidance the types of supplements
that should be filed to satisfy a
sponsor’s obligations to change a drug’s
labeling, and sponsors can consult with
FDA on that question as well. See 21
CFR 314.70; Guidance for Industry:
Changes to an Approved NDA or ANDA
(November 1999) (http://www.fda.gov/
cder/guidance/2766fnl.pdf).

This rule does not undermine a
sponsor’s responsibility to maintain its
label—rather, it clarifies FDA’s
longstanding practice of requiring that
sponsors must have sufficient evidence
that the standards are met (§ 201.57(c)
and Device Labeling Guidance).

With respect to comments suggesting
that § 201.57 sets the standard for when
sponsors must warn, but that a lower
standard should be used under
§314.70(c)(6) for when a sponsor may
warn, FDA has previously stated and
reiterates here that it “interprets the Act
to establish both a ‘floor’ and a ‘ceiling’,
such that additional disclosures of risk
information can expose a manufacturer
to liability under the act if the
additional statement is unsubstantiated
or otherwise false or misleading” (71 FR
3922 at 3935, January 24, 2006) (the
2006 Physician Labeling Rule). FDA,
therefore, declines to set different
standards for when a sponsor must
warn, as opposed to when it may warn
of a particular risk or adverse event.

(Comment 2) Several comments stated
that the rule would conflict with the
intent of Congress. FDA in no way
believes that this rule conflicts with
Congressional intent. Another, comment
stated that Congress did not intend for
the act to preempt State law because
there is no express preemption
provision with respect to drugs. Several
comments referred to the recently
enacted Food and Drug Administration
Amendments Act of 2007 (FDAAA) in
support of this position. These
comments suggest that for FDA to
change the circumstances when
sponsors could update their labeling by
a CBE would conflict with congressional
intent. FDAAA provided additional
authority for FDA to require sponsors to
make safety related changes to their
labeling. The statute also included a

rule of construction as part of a
paragraph providing new authority to
the Secretary to require labeling changes
for drug products: “This paragraph shall
not be construed to affect the
responsibility of the responsible person
or the holder of the approved
application under section 505(j) to
maintain its label in accordance with
existing requirements, including subpart
B of part 201 and sections 314.70 and
601.12 of title 21, Code of Federal
Regulations (or any successor
regulations).” (Section 505(0)(4)(I) of the
act (21 U.S.C. 355(0)(4)(1))).

FDA does not believe that the absence
of an express preemption provision with
respect to drugs affects the application
of the doctrine of implied preemption.
Furthermore, FDA does not agree that
the rule of construction affects FDA’s
ability to finalize the January 2008
proposed rule for several, independent
reasons.2 The January 2008 proposed
regulation is consistent with the rule of
construction. First, the rule of
construction, by its terms, contemplates
amendments to applicable regulations
by its reference to “successor
regulations” governing a sponsor’s
obligation to change product labeling.
Congress, therefore, expressly
acknowledged that FDA’s regulations
are not static and may be subsequently
amended by the agency, as FDA is doing
here. Second, the rule of construction
operates to preserve Federal labeling
obligations only in the face of an
argument that ““this paragraph”—21
U.S.C. 355(0)(4), the new statutory
provision permitting the Secretary of
Health and Human Services (the
Secretary) to impose labeling changes
after meeting certain procedural
requirements—‘affects” those
responsibilities. Third, the rule of
construction refers to, and therefore
preserves only a sponsor’s Federal-law
(as opposed to State-law)
“responsibility[ies] * * * to maintain
its label.” As was noted in the U.S.
Government’s amicus brief at the merits
stage in Wyeth v. Levine, No. 06—1249
(June 2008) (http://www.justice.gov/osg/
briefs/2007/3mer/1ami/2006-
1249.mer.ami.pdf), the rule of
construction “simply means that the
relevant amendments do not affect
obligations under other federal laws. It
does not manifest any intent to depart
from the application of ordinary
principles governing the preemption of
conflicting state laws. * * * [Tlhe text
of the rule of construction that Congress
actually enacted, which is limited to the

2FDA notes that the rule of construction in 21
U.S.C. 355(0)(4) on its face does not relate to
medical devices.

effect of Section 901, itself preserves
complementary federal requirements
without evincing any intent to protect
conflicting state laws.” Id. at 32
(emphases in original).

(FDA has verified the Web site
addresses in this document, but FDA is
not responsible for subsequent changes
after this document publishes in the
Federal Register).

In other words, the rule of
construction makes it clear that a
sponsor cannot contend that, because
the Secretary has the power to order
new labeling changes, the sponsor no
longer has an obligation to monitor post-
marketing experiences and maintain its
labeling under applicable Federal
regulations. Indeed, it can maintain its
labeling by using all existing tools,
including through prior approval
supplements, CBE-30 day supplements
(§§ 314.70(c), 601.12(c) and 814.39(e)),
and GBE supplements, along with other
changes that may be reported in an
annual report. Under both the rule of
construction and this final rule, a
sponsor still must update its labeling
under Federal law “to include a
warning about a clinically significant
hazard as soon as there is reasonable
evidence of a causal association with a
drug” (§ 201.57(c)(6)), and add other
risk information as required by the
regulations (§ 201.57(c)).

If FDA were to interpret section
505(0)(4) of the act as eliminating the
ability or obligation under Federal law
of a sponsor to “maintain” its label, this
would conflict with the rule of
construction. But this final rule does not
take away a sponsor’s obligation to
maintain its labeling under Federal law
under appropriate circumstances. FDA
is amending the text of the rules at issue
here not because of the new powers in
section 505(0)(4) of the act, but to clarify
a sponsor’s responsibilities and to make
the text of the regulations match FDA’s
practice regarding CBE labeling changes,
which predate FDAAA. Manufacturers
continue to have a responsibility under
Federal law, including the amended
regulations under this rulemaking, to
maintain their labeling and update the
labeling with new safety information.

(Comment 3) One comment asserted
that this rule could undermine
consumer confidence in medical
products and FDA. Consumer
confidence in medical products and in
FDA itself is critically important. This
amendment is intended to clarify FDA’s
existing policies and is intended to
ensure that scientifically valid and
appropriately worded warnings will be
provided in the approved labeling for
medical products, and to prevent
overwarning, which may deter
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appropriate use of medical products, or
overshadow more important warnings.
Accordingly, FDA does not agree that
the rule will undermine confidence in
medical products or the agency.

(Comment 4) One comment stated
that the January 2008 proposed rule’s
reference to “newly acquired
information” might undermine
warnings in situations where a sponsor
warns about a particular risk, but then
later information demonstrates that the
warning was insufficient.

FDA believes that the final rule
addresses this concern. First, if later
data or analyses demonstrate that prior
warnings were insufficient, such data
would clearly qualify as newly acquired
information under the rule. Indeed, the
rule expressly provides that new
analyses of previously submitted
information are considered new
information that could be submitted by
a CBE supplement (provided that other
requirements for a CBE supplement are
met). Therefore, if a sponsor determined
that existing warnings were insufficient
based on newly acquired information
such as a new analysis of previously
submitted data, the sponsor could still
submit a CBE based on its new analysis
of the previous data, provided the other
requirements of the rule are met.
Moreover, FDA now has new tools to
address this situation, including its
authority to require labeling changes
under section 505(0) of the act.

(Comment 5) Several comments
asserted that sponsors, not FDA, have
the most information about their
products and should have authority to
revise their labeling as soon as new
information comes to light.

Sponsors are still required to act
promptly to add risk information to
labeling (§ 201.57(c)(6)). This rule
describes the standard for one type of
change to the labeling. It is intended to
clarify the circumstances in which
sponsors are required to update
labeling, not to undermine or remove a
sponsor’s obligation to modify labeling
to reflect appropriate new information.
Under FDA’s regulations and this final
rule, sponsors are required to warn as
soon as appropriate new information
comes to light (§ 201.57(c)(6)).

(Comment 6) Several comments stated
that FDA did not have sufficient
resources to review all potential
warnings before labeling may be
updated. As stated in the January 2008
proposed rule, FDA does not consider
this amendment to substantively change
the standards for submission of CBE or
prior review supplements. The agency
does not expect that it will increase the
number of prior approval supplements
or otherwise increase agency workloads.

(Comment 7) One comment requested
that FDA clarify the relationship
between the January 2008 proposed rule
and statements made by FDA in the
preamble to the 2006 Physician Labeling
Rule (71 FR 3922). The comment
inquired whether these changes
“supersede” certain statements in the
preamble to the 2006 Physician Labeling
Rule. The agency believes that these
amendments are consistent with prior
statements by FDA, including those in
the 2006 Physician Labeling Rule. The
preamble to the 2006 Physician Labeling
Rule set forth a number of principles
regarding FDA'’s regulation of drug
labeling. See, e.g. 71 FR 3922 at 3935
(“FDA interprets the act to establish
both a ‘floor’ and a ‘ceiling,” such that
additional disclosures of risk
information can expose a manufacturer
to liability under the act” * * *); ibid.
(“State-law attempts to impose
additional warnings can lead to labeling
that does not accurately portray a
product’s risks, thereby potentially
discouraging safe and effective use of
approved products * * *”). That
preamble also set forth some non-
exclusive examples of instances of
preemption. Id. at 3935—-3936 (stating
that “at least” the enumerated cases are
preempted). In a proposed rule that
published in the Federal Register of
May 29, 2008 (73 FR 30831 at 30861),
FDA reiterated its support for the
general principles underlying
preemption set forth in the 2006
Physician Labeling Rule. In briefs
recently filed in the Supreme Court of
the United States and in testimony
before Congress, FDA has also stated a
more generally applicable rule that is
consistent with the examples of
preempted cases and the principles set
forth in the preamble to the 2006
Physician Labeling Rule that: (1) The
labeling requirements are not a mere
minimum safety standard, but rather
strike a balance between risks and
benefits, and (2) FDA’s regulations
permit changes in labeling without prior
approval only in narrow circumstances.
Specifically, FDA has explained that
State law claims that “challenge
labeling that FDA approved after being
informed of the relevant risk” are
preempted. Brief of the United States as
Amicus Curiae Supporting Petitioner,
Wyeth v. Levine, No. 06—1249;
Testimony of Deputy FDA
Commissioner Randall Lutter before The
House Committee on Oversight and
Government Reform 5 (2008) http://
oversight.house.gov/documents/
20080514142253.pdf (“* * * State law
claims are preempted if they challenge
a design or labeling that FDA approved,

after being informed of the relevant
health risk * * *”’). FDA reiterates and
reaffirms here the positions set forth in
those documents. FDA further notes that
FDA there explained the interplay
between this CBE regulation and
preemption. FDA believes that this
explanation sufficiently describes the
relationship between this CBE
regulation and the 2006 Physician
Labeling Rule preamble.

(Comment 8) One comment requested
that FDA make it clear that information
previously known to the manufacturer,
but not submitted to FDA, can be
eligible for inclusion in a CBE
amendment.

The term “newly acquired
information” is defined in the final rule
as “information not previously
submitted to FDA * * *.”” Accordingly,
if information was previously known to
the manufacturer, but not submitted to
FDA, it would be “newly acquired
information” that may qualify for
inclusion in a CBE supplement
(provided other requirements for a CBE
supplement have been met).

Comment 9) Several comments
requested that FDA clarify the effect of
this amendment on State tort liability
and preemption, and one comment
stated that this rule lacked a sufficient
statement of irreconcilable conflict to
justify the agency’s assertion of implied
preemption of “all [S]tate law”’. This
rule does not preempt all State tort law
and, furthermore, an “irreconcilable
conflict” (i.e., an impossibility of
compliance with both Federal and State
law) is not the only basis for preemption
of State law. Under implied preemption
principles, if a State law frustrates
Federal objectives, the State law is
preempted. As a result, FDA’s views on
preemption, as explained elsewhere in
this preamble, are amply justified by
well-established principles of
preemption. See Geier v. American
Honda Co., 529 U.S. 861 (2000); English
v. General Electric Co., 496 U.S. 72, 79
(1990); Florida Lime & Avocado
Growers, Inc., 373 U.S. 132, 142—-43
(1963); Hines v. Davidowitz, 312 U.S.
52, 67 (1941). Moreover, liability
imposed under State tort law constitutes
a State “‘requirement” within the
meaning of 21 U.S.C. 360k(a). See Reigel
v. Medtronic, 128 S.Ct. 999, 1008—09
(2008). For further discussion of the
scope of preemption, see the response to
comment 7 of this document and
section VIII. Federalism of this
document.

(Comment 10) One comment
requested that FDA develop an
alternative mechanism to address
proposed labeling changes. FDA
believes that its regulations (as modified
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in this final rule) provide appropriate
and adequate regulatory pathways for
updating and modifying labeling of
drugs, biological products, and medical
devices. See § 314.70(c) (for drugs),
§601.12(f)(2) (for biological products)
and § 814.39(d) (for medical devices).

(Comment 11) One comment
requested that FDA clarify the degree of
certainty that is required for
demonstrating causation under FDA’s
regulations. FDA does not believe that
additional clarification of its labeling
rules is necessary. The regulations set
forth in § 201.57 provide relevant
standards for when information is
appropriate for inclusion in labeling,
including causation standards. FDA
believes that standard is sufficiently
clear and objective.

(Comment 12) One comment noted
that the preamble to the January 2008
proposed rule stated that “FDA intends
to consider information ‘newly
acquired’ if it consists of data, analyses,
or other information not previously
submitted to the agency, or submitted
within a reasonable time period prior to
the CBE supplement * * *.” (73 FR
2848 at 2850) (emphasis added). The
comment requested that FDA clarify the
temporal relationship between the
submission of new information to FDA
and a subsequent CBE supplement. FDA
agrees that this issue should be clarified
here so as to provide greater guidance to
sponsors in determining their regulatory
obligations. Newly acquired information
includes information not previously
submitted to FDA. If a sponsor submits
data or analysis to FDA as part of a
discussion of the kind of labeling
change that would be appropriate and
decides as a result of that discussion to
prepare and submit a CBE supplement,
then the supporting data or analysis will
not be considered “previously
submitted to FDA”—even if it was not
first submitted on the same day as the
CBE supplement. This allows for a
labeling change when a sponsor submits
data or analysis to FDA before the
sponsor has completed its CBE
supplement, and is also designed so as
not to deter the sponsor from submitting
the information for fear that such a
submission would preclude the sponsor
from making a CBE change. This
clarification is designed to address the
situation where a sponsor submits data
or analyses to FDA as part of the process
of determining what labeling change is
appropriate, and then diligently and
promptly prepares a CBE supplement.

Moreover, FDA also notes that the
definition of “newly acquired
information” includes “new analyses”
of previously submitted information. If
a sponsor submits information to FDA,

then later conducts a new analysis that
demonstrates that labeling should be
revised to account for that information,
a CBE would be appropriate. For
example, if the sponsor submits adverse
event information to FDA, and then
later conducts a new analysis of data
showing risks of a different type or of
greater severity or frequency than did
reports previously submitted to FDA,
the sponsor meets the requirement for
“newly acquired information”.

(Comment 13) One comment
requested that FDA clarify the
relationship between the CBE
regulations and risk evaluation and
mitigation strategies (REMS) for drugs
and biological products.

Under the new authority provided in
FDAAA, FDA may require the
submission of a proposed REMS if FDA
believes that such a strategy is necessary
to ensure that the benefits of the drug
outweigh its risks. A REMS must be
approved by FDA (21 U.S.C. 355-1(h)),
as must proposed modifications to a
REMS (21 U.S.C. 355-1(g)).
Accordingly, if the labeling for a drug
describes an element of an approved
REMS, the sponsor must receive prior
approval of any labeling changes that
would necessitate a change to the
sponsor’s REMS. For example, if a
REMS included elements to assure safe
use under section 505—1(f) of the act,
some of those elements might be
described in the approved labeling for
the drug or biologic. If the sponsor
became aware of newly acquired safety
information that would otherwise be
appropriate for a CBE, but would
require the sponsor to modify an
element to assure safe use that is
required under a REMS, the sponsor
would need to receive prior approval of
the labeling change. However, if the
newly acquired information is related to
the concern leading to a REMS but the
proposed change to labeling could be
made without requiring a modification
of the REMS, the approved labeling for
the product could be strengthened
without prior approval. For example, if
a REMS was imposed requiring periodic
monitoring of liver enzymes to ensure
the risk of liver toxicity for a drug was
outweighed by the benefits of the drug,
strengthening warnings related to that
risk may be made by a CBE supplement
(provided that other requirements for a
CBE supplement are met and that the
change can be made without modifying
the REMS).

(Comment 14) One comment
requested that FDA clarify that any
change to the Highlights section of the
labeling of a drug or biologic must be
made by a prior approval supplement.

The agency agrees that this issue
should be clarified, but does not agree
that changes to Highlights can never be
accomplished by a CBE supplement.
Under existing regulations, changes to
the Highlights are classified as a ‘‘major
change,” requiring a prior approval
supplement (§ 314.70(b)(2)(v)(C)).
Accordingly, in most cases, changes to
Highlights will require a prior approval
supplement. However, in the preamble
to the January 2008 proposed rule, we
noted that FDA could waive this
limitation under § 314.90 or request that
a sponsor make a change to Highlights
under § 314.70(c)(6)(iii)(E) or
§601.12(f)(2)(E). These provisions
authorize FDA to waive the Highlights
limitation or otherwise ask the sponsor
to submit a CBE supplement in
appropriate circumstances.

(Comment 15) One comment
requested that FDA clarify that sponsors
may not use the CBE process to submit
labeling changes for drugs or biological
products under section 505(0) of the act.

FDA disagrees with this comment.
Under section 505(0) of the act, FDA
must notify the sponsor if the agency
becomes aware of new safety
information that should be included in
the labeling for a particular drug or
biologic. Following that notification, the
sponsor must submit a “supplement”
proposing changes to the labeling or
submit a statement explaining the
reasons why the sponsor believes the
labeling change is not warranted.
Nothing in section 505(0) limits this
“supplement” to a prior approval
supplement. In fact, to effect the change
most rapidly, FDA may request that the
sponsor file a CBE supplement under
these circumstances.

(Comment 16) One comment
requested that FDA provide a
comprehensive, written response to
every CBE supplement submitted to the
agency by a sponsor, describing FDA’s
grounds for approval, disapproval, or, as
the case may be, request for
modification to the submitted CBE
supplement. FDA disagrees with this
comment. The comment failed to
provide a compelling justification for
this proposal.

(Comment 17) One comment asserted
that if FDA finalizes this rule, it will
create a disincentive for sponsors to
conduct additional trials of their
products because the sponsors would
have to provide additional warnings if
causation is shown. Under current
regulations, sponsors must warn about
risks of approved products if the
requirements for updating labeling are
triggered. This rule does not change
those standards. FDA therefore does not
believe that it will change the incentives
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for sponsors to conduct new clinical
trials.

(Comment 18) One comment stated
that the rule would unjustifiably impose
an added regulatory burden. FDA
disagrees with this comment, as this
rule does not add to the existing
regulatory burden. Rather, as previously
stated, the rule simply affirms that a
CBE supplement is appropriate to
amend the labeling for an approved
product only to reflect newly acquired
information and makes it clear that a
CBE supplement may be used to add or
strengthen a contraindication, warning,
precaution, or adverse reaction only if
there is sufficient evidence of a causal
association with the drug, biologic, or
medical device. For further discussion
of the regulatory burden, see sections V.
Analysis of Impacts and VI. Paperwork
Reduction Act of this document.

IV. Legal Authority

As explained in the January 2008
proposed rule, FDA’s legal authority to
modify §§314.70, 601.12, and 814.39
arises from the same authority under
which FDA initially issued these
regulations. The Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 301 et seq.)
and the Public Health Service Act (42
U.S.C. 201 et seq.) provide FDA with
authority over the labeling for drugs,
biological products, and medical
devices, and authorize the agency to
enact regulations to facilitate FDA’s
review and approval of applications
regarding the labeling for such products.

Section 502 of the act (21 U.S.C. 352)
provides that a drug, biologic,? or
medical device will be considered
misbranded if, among other things, the
labeling for the product is false or
misleading in any particular (21 U.S.C.
352(a)). Under section 502(f) of the act,
a product is misbranded unless its
labeling bears adequate directions for
use, including adequate warnings
against, among other things, unsafe
dosage or methods or duration of
administration or application.
Moreover, under section 502(j) of the
act, a product is misbranded if it is
dangerous to health when used in the
manner prescribed, recommended, or
suggested in its labeling.

In addition to the misbranding
provisions, the premarket approval
provisions of the act authorize FDA to
require that product labeling provide
adequate information to permit safe and
effective use of the product. Under
section 505 of the act (21 U.S.C. 355),
FDA will approve an NDA only if the

3 Although the language of section 502 of the act
refers only to drugs and devices, it is also
applicable to biologics. (See 42 U.S.C. 262(j)).

drug is shown to be both safe and
effective for its intended use under the
conditions set forth in the drug’s
labeling. Similarly, under section
515(d)(2) of the act (21 U.S.C.
360e(d)(2)), FDA must assess whether to
approve a PMA according to the
“conditions of use prescribed,
recommended, or suggested in the
proposed labeling” of the device.
Section 701(a) of the act (21 U.S.C.
371(a)) authorizes FDA to issue
regulations for the efficient enforcement
of the act.

Section 351 of the PHS Act (42 U.S.C.
262) provides additional legal authority
for the agency to regulate the labeling of
biological products. Licenses for
biological products are to be issued only
upon a showing that the biological
product is safe, pure, and potent (42
U.S.C. 262(a)). Section 351(b) of the PHS
Act (42 U.S.C. 262(b)) prohibits any
person from falsely labeling any package
or container of a biological product.
FDA'’s regulations in part 201 apply to
all prescription drug products,
including biological products.

V. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866,
the Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act of 1995 (Public Law 104—4).
Executive Order 12866 directs agencies
to assess all costs and benefits of
available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
agency believes that this final rule is not
a significant regulatory action as defined
by the Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because these amendments to
existing regulations are intended only to
codify the agency’s interpretation of
current policy, the agency certifies that
the final rule will not have a significant
economic impact on a substantial
number of small entities.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing ‘“‘any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)

in any one year.” The current threshold
after adjustment for inflation is $127
million, using the most current (2006)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

The objective of the final rule is to
make explicit the agency’s view of when
a change to the labeling of an approved
drug, biologic, or medical device may be
made in advance of the agency’s review
of the change. More specifically, the
purpose of the final rule is to clarify that
a CBE supplement is appropriate to
amend the labeling for an approved
product only to reflect newly acquired
information, and to clarify that a CBE
supplement may be used to add or
strengthen a contraindication, warning,
precaution, or adverse reaction only if
there is reasonable evidence of a causal
association with the approved drug,
biologic, or medical device. FDA does
not consider this to be a substantive
policy change, and it does not alter the
agency’s current practices with respect
to accepting or rejecting labeling
changes proposed by a CBE supplement.

Because this final rule does not
establish any new regulatory or
recordkeeping requirements, the agency
does not expect that there will be any
associated compliance costs. The final
rule simply clarifies the agency’s
interpretation of when sponsors are
allowed to add information regarding
the risks associated with a product to
the labeling without prior approval from
FDA. It is expected that these
clarifications will promote more
effective and safe use of approved drug,
biologic, and medical device products.
The agency believes that any potential
impacts of these amendments to existing
regulations will be minimal because this
action does not represent a substantive
change from current policy. We did not
receive any comments on the January
2008 proposed rule that would cause us
to reconsider these determinations.

VI. Paperwork Reduction Act of 1995

This final rule refers to previously
approved collections of information that
are subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(the PRA) (44 U.S.C. 35013520). The
collections of information in 21 CFR
part 314 have been approved under
OMB Control No. 0910-0001 (expires
May 31, 2011); 21 CFR part 601 have
been approved under OMB Control No.
0910-0338 (expires June 30, 2010); and
21 CFR part 814 have been approved
under OMB Control No. 0910-0231
(expires November 30, 2010). Therefore,
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clearance by OMB under the PRA is not
required.

VIIL. Environmental Impact

The agency has determined under 21
CFR 25.31(a) and 25.34(e) that this
action is of a type that does not
individually or cumulatively have a
significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VIII. Federalism

FDA has analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. Section 4(a)
of the Executive order requires agencies
to “construe * * * a Federal statute to
preempt State law only where the
statute contains an express preemption
provision or there is some other clear
evidence that the Congress intended
preemption of State law, or where the
exercise of State authority conflicts with
the exercise of Federal authority under
the Federal statute.” Like any Federal
requirement, if a State law requirement
makes compliance with both Federal
law and State law impossible, or would
frustrate Federal objectives, the State
requirement would be preempted. See
Geier v. American Honda Co., 529 U.S.
861 (2000); English v. General Electric
Co., 496 U.S. 72, 79 (1990); Florida Lime
& Avocado Growers, Inc., 373 U.S. 132,
142-43 (1963); Hines v. Davidowitz, 312
U.S. 52, 67 (1941). Moreover, if a State
requirement constitutes a requirement
that is different from, or in addition to,
a Federal requirement applicable to a
medical device, and which relates to the
safety or effectiveness of the device, the
State law requirement is preempted. See
21 U.S.C. 360k(a), Reigel v. Medtronic,
128 S.Ct. 999 (2008). In addition to the
discussion above in response to
comment 7 of this document, FDA notes
that, at least when a sponsor did not
meet the standard to change its labeling
through a CBE supplement under this
rule to include the warning a plaintiff
alleges should have been added to
labeling, State law liability that is
premised on a failure to warn is
preempted.

FDA has provided the States with an
opportunity to comment on the January
2008 proposed rule. Specifically,
following publication of the January
2008 proposed rule in the Federal
Register, FDA issued a ‘“Dear
Colleague” letter on January 17, 2008.
The purpose of this letter was to alert
officials in various organizations within
the 50 States about the rulemaking,
including officials with State pharmacy
boards, State medical boards, health

commissioners, and drug program
directors. The letter briefly explained
what the rulemaking would do when it
became final and it encouraged the
officials to review the January 2008
proposed rule and provide FDA with
any comments they may have
concerning the impact this rule may
have on the following: (1) On the States,
(2) on the relationship between the
national government and the States, or
(3) on the distribution of power and
responsibilities among the various
levels of government. FDA received one
comment that appears to be in response
to this “Dear Colleague” letter. This
comment is addressed in the final rule.

List of Subjects

21 CFR Part 314

Administrative practice and
procedure, Confidential business
information, Drugs, Reporting and
recordkeeping requirements.

21 CFR Part 601

Administrative practice and
procedure, Biologics, Confidential
business information.

21 CFR Part 814

Administrative practice and
procedure, Confidential business
information, Medical devices, Medical
research, Reporting and recordkeeping
requirements.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and the Public
Health Service Act and under authority
delegated to the Commissioner of Food
and Drugs, 21 CFR parts 314, 601, and
814 are amended as follows:

PART 314—APPLICATIONS FOR FDA
APPROVAL TO MARKET A NEW DRUG

m 1. The authority citation for 21 CFR
part 314 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 356, 356a, 356b, 356¢, 371, 374,
379e.

m 2. Section 314.3 is amended in
paragraph (b) by alphabetically adding
the definition for ‘“newly acquired
information” to read as follows:

§314.3 Definitions.
* * * * *

(b) EE

Newly acquired information means
data, analyses, or other information not
previously submitted to the agency,
which may include (but are not limited
to) data derived from new clinical
studies, reports of adverse events, or
new analyses of previously submitted
data (e.g., meta-analyses) if the studies,
events or analyses reveal risks of a
different type or greater severity or

frequency than previously included in
submissions to FDA.

m 3. Section 314.70 is amended by
revising paragraphs (c)(6)(iii)
introductory text and (c)(6)(iii)(A) to
read as follows:

§314.70 Supplements and other changes
to an approved application.
* * * * *

(c) * * %

(6) * Kk %

(iii) Changes in the labeling to reflect
newly acquired information, except for
changes to the information required in
§ 201.57(a) of this chapter (which must
be made under paragraph (b)(2)(v)(C) of
this section), to accomplish any of the
following:

(A) To add or strengthen a
contraindication, warning, precaution,
or adverse reaction for which the
evidence of a causal association satisfies
the standard for inclusion in the
labeling under § 201.57(c) of this
chapter;

* * * * *

PART 601—LICENSING

m 4. The authority citation for 21 CFR
part 601 continues to read as follows:

Authority: 15 U.S.C. 1451-1561; 21 U.S.C.
321, 351, 352, 353, 355, 356b, 360, 360c—
360f, 360h—360j, 371, 374, 379e, 381; 42
U.S.C. 216, 241, 262, 263, 264; sec 122, Pub.
L. 105-115, 111 Stat. 2322 (21 U.S.C. 355
note).

m 5. Section 601.12 is amended by
revising paragraphs (f)(2)(i) introductory
text and (f)(2)(i)(A), and by adding
paragraph (f)(6) to read as follows:

§601.12 Changes to an approved

application.
* * * * *
* % %

(2) Labeling changes requiring
supplement submission—product with a
labeling change that may be distributed
before FDA approval. (i) An applicant
shall submit, at the time such change is
made, a supplement for any change in
the package insert, package label, or
container label to reflect newly acquired
information, except for changes to the
package insert required in § 201.57(a) of
this chapter (which must be made under
paragraph (f)(1) of this section), to
accomplish any of the following:

(A) To add or strengthen a
contraindication, warning, precaution,
or adverse reaction for which the
evidence of a causal association satisfies
the standard for inclusion in the
labeling under § 201.57(c) of this
chapter;

* * * * *
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(6) For purposes of paragraph (f)(2) of
this section, information will be
considered newly acquired if it consists
of data, analyses, or other information
not previously submitted to the agency,
which may include (but are not limited
to) data derived from new clinical
studies, reports of adverse events, or
new analyses of previously submitted
data (e.g., meta-analyses) if the studies,
events or analyses reveal risks of a
different type or greater severity or
frequency than previously included in
submissions to FDA.

* * * * *

PART 814—PREMARKET APPROVAL
OF MEDICAL DEVICES

m 6. The authority citation for 21 CFR
part 814 continues to read as follows:

Authority: 21 U.S.C. 351, 352, 353, 360,
360c—360j, 371, 372, 373, 374, 375, 379, 379e,
381.

m 7. Section 814.3 is amended by adding
paragraph (o) to read as follows:

§814.3 Definitions.

* * * * *

(o) Newly acquired information means
data, analyses, or other information not
previously submitted to the agency,
which may include (but are not limited
to) data derived from new clinical
studies, reports of adverse events, or
new analyses of previously submitted
data (e.g., meta-analyses) if the studies,
events or analyses reveal risks of a
different type or greater severity or
frequency than previously included in
submissions to FDA.

m 8. Section 814.39 is amended by
revising paragraphs (d)(1) introductory
text and (d)(2)(i) to read as follows:

§814.39 PMA supplements.

* * * * *

(d)(1) After FDA approves a PMA, any
change described in paragraph (d)(2) of
this section to reflect newly acquired
information that enhances the safety of
the device or the safety in the use of the
device may be placed into effect by the
applicant prior to the receipt under
§814.17 of a written FDA order
approving the PMA supplement
provided that:

* * * * *

(2) * *x %

(i) Labeling changes that add or
strengthen a contraindication, warning,
precaution, or information about an
adverse reaction for which there is
reasonable evidence of a causal

association.
* * * * *

Dated: August 19, 2008.
Jeffrey Shuren,

Associate Commissioner for Policy and
Planning.

[FR Doc. E8-19572 Filed 8-21-08; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[Docket No. USCG—2008-0424]

Special Local Regulation; U.S.
Nationals Waterski Racing
Championship; Mission Bay, San
Diego, CA

AGENCY: Coast Guard, DHS.
ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the U.S. Nationals Waterski Racing
Championship special local regulation
on Mission Bay from 8 a.m. on October
10, 2008 through 5 p.m. on October 12,
2008. This action is necessary to
provide for the safety of the
participants, crew, spectators,
participating vessels, and other vessels
and users of the waterway. During the
enforcement period, no person or vessel
may enter the special local regulation
without permission of the Captain of the
Port.

DATES: The regulations in 33 CFR
100.1101 will be enforced from 8 a.m.
on October 10, 2008 through 5 p.m. on
October 12, 2008.

FOR FURTHER INFORMATION CONTACT:
Petty Officer Kristen Beer, USCG,
Waterways Management, U.S. Coast
Guard Sector San Diego at (619) 278—
7233.

SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the special local
regulation for the U.S. Nationals
Waterski Racing Championship in 33
CFR 100.1101 on October 10, 2008, from
8 a.m. to 7 p.m., October 11, 2008, from
8 a.m. to 7 p.m., and October 12, 2008,
from 8 a.m. to 7 p.m.

Under the provisions of 33 CFR
100.1101, a vessel may not enter the
regulated area, unless it receives
permission from the COTP. Spectator
vessels may safely transit outside the
regulated area but may not anchor,
block, loiter in, or impede the transit of
participants or official patrol vessels.
The Coast Guard may be assisted by
other Federal, State, or local law
enforcement agencies in enforcing this
regulation.

This notice is issued under authority
of 33 CFR 100.1101(a) and 5 U.S.C.
552(a). In addition to this notice in the
Federal Register, the Coast Guard will
provide the maritime community with
extensive advance notification of this
enforcement period via the Local Notice
to Mariners, marine information
broadcasts, local radio stations and area
newspapers. If the COTP or his
designated representative determines
that the regulated area need not be
enforced for the full duration stated in
this notice, he or she may use a
Broadcast Notice to Mariners to grant
general permission to enter the
regulated area.

Dated: August 8, 2008.
T.H. Farris,

Captain, U.S. Coast Guard, Captain of the
Port Sector San Diego.

[FR Doc. E8-19532 Filed 8-21-08; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket Number USCG-2008-0769]

Oregon Symphony Celebration
Fireworks Display, Portland, OR

AGENCY: Coast Guard, DHS.

ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the “Oregon Symphony Celebration
Fireworks Display safety zone on the
Willamette River”’; from 8:30 p.m.
through 11:30 p.m. on August 28, 2008.
This action is necessary to provide a
safe display for the public and to keep
them clear of the fall out area of the
fireworks. During the enforcement
period, no person or vessel may enter
the safety zone without permission of
the Captain of the Port Portland or his
designated representative.

DATES: The regulations in 33 CFR
165.1315(a)(7) will be enforced from
8:30 p.m. through 11:30 p.m. on August
28, 2008.

FOR FURTHER INFORMATION CONTACT: BM2
Joshua Lehner, Sector Portland
Waterways Management at (503) 247—
4015.

SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the safety zone for
the Oregon Symphony Celebration
Fireworks Display in 33 CFR
165.1315(a)(7) on August 28, 2008 from
8:30 p.m. to 11:30 p.m.
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Executive Summary

The validity of legal reform efforts is a hotly debated topic in
legislatures and courts across the country. All too often, this
discussion overlooks the views of the Framers, which can helpfully
Inform policy views on both sides of the debate. This paper
attempts to return the discussion to first principles by evaluating
how the Framers’ views on separation of powers, constitutional
values, and federalism can help inform the national dialogue on
legal reform.

As explained in the discussion that follows, same time, the Constitution generally, and

the Framers' views on the separation of the first ten amendments in particular,
powers would cause them to view state reflect a dedication to the rule of law that
legislatures as the central actor in legal should inform the debate over legal reform.

reform efforts and would make them highly  Finally, the Framers’ innovative system of
skeptical of state judicial actions invalidating  federalism counsels in favor of, not against,
legislatively-enacted legal reforms. At the legal reform efforts at the state level.

1 Legal Reform, The Framers and First Principles



Leqal Reform and the Separation

of Powers

Any discussion of the Constitution and the Framers’ views should
begin with the structural provisions of the Constitution. While
much modern discussion and litigation focuses on the amendments
to the Constitution, many of which expressly protect individual
rights, the Framers were focused first and foremost on establishing
a workable structure for the new federal government.

Indeed, the Federalist Papers, widely
considered the definitive source for

the views of the Framers, were aimed
exclusively at securing the ratification of
the unamended Constitution. And as the
Supreme Court has emphasized in recent
years, those structural protections exist
not primarily to protect the prerogatives
of any one part of the government, but to
“protect(] individual liberty."!

The separation of powers was the
animating principle for the structure of
the new federal government under the
Constitution. It is no accident that the
Constitution was divided into articles,
and the first three articles addressed the
powers of the Congress, the President, and
the Judiciary respectively. “The structure
of our Government as conceived by the
Framers of our Constitution disperses
the federal power among the three

@ U.S. Chamber Institute for Legal Reform

branches—the Legislative, the Executive,
and the Judicial.”? The Framers “viewed
the principle of separation of powers

as the absolutely central guarantee of a
just Government” and “essential to the
preservation of liberty.”® As James Madison
observed in Federalist No. 47, “[n]o political
truth is certainly of greater intrinsic value,
or is stamped with the authority of more
enlightened patrons of liberty.”* “Without

a secure structure of separated powers,
our Bill of Rights would be worthless, as
are the bills of rights of many nations of the
world that have adopted, or even improved
upon, the mere words of ours.”®

A central tenant of the Framers’ belief

in divided government is what has been
loosely described as a system of “checks
and balances.” Each branch is vested
with core powers—Iegislative, executive,
and judicial respectively—which are to



be exercised exclusively by that branch.
Thus, for example, the Framers allocated
to Congress—and Congress alone—the
ability to make laws. Article |, § 1, cl.1,
states unequivocally that “[a]ll legislative
Powers herein granted shall be vested”

in Congress. But at the same time the
Constitution grants all the legislative power
to Congress and all the executive power
to the executive, it also puts a check on
the tendencies of any one branch toward
self-aggrandizement by giving each branch
a "'partial agency'” in the affairs of the
others.® The Constitution does this not

by dividing powers such that the judiciary
exercises a little of the legislative power,
but by granting each branch the authority
to exercise its own power to check the
authority of the other branches. Thus,

for example, the President wields the
executive power of the veto and the
judiciary reviews the constitutionality of
acts of Congress, both of which place a
check on Congress' ability to exercise “[a]ll
legislative Powers herein granted.”

rn

Another example is Congress’ authority to
pass legislation that shapes the way the
executive and judicial branches discharge
their core functions. Article |, 8 8, cl. 18,
makes plain that the legislative power
includes the power “[t]lo make all Laws
which shall be necessary and proper for
carrying into Execution the foregoing
powers, and all other Powers vested by
this Constitution in the Government of the
United States . . . ." This “necessary and
proper” clause is expressly not limited

to augmenting Congress’ own authority,
but also clearly extends to enacting laws
necessary and proper to carry out the
powers vested in the other branches of the
“Government of the United States.”

Congress’ power to enact laws that impact
the way the Article Il courts discharge their
judicial function is particularly clear in the
Constitution. In addition to the necessary
and proper clause, Article Ill, § 1, provides
that “[t]lhe judicial Power of the United
States, shall be vested in one Supreme
Court, and in such inferior Courts as the
Congress may from time to time ordain and
establish.” As Justice Samuel Chase noted
just before the close of the 18th century,
“the truth is, that the disposal of the judicial
power (except in a few specified instances)
belongs to congress. If congress has given
the power to this court, we possess it, not
otherwise . . .."’ That is because,

“[iln republican government, the legislative
authority necessarily predominates.”®

The Judiciary Act of 1789, adopted

during Congress’ first session, provides

a particularly good window into the
Framers' views on the nature and extent of
legislative powers vis-a-vis the operation of
the judiciary. That Act addressed everything
from the fundamental—such as setting

up the Supreme Court—to the smallest
details—such as where, when, and how
the courts would operate—and everything
in between, including the scope of the
courts’ jurisdiction and powers.® The Act
even addressed the process for selecting
juries.’® And the example set by the first
Congress is still followed today. Congress
regularly passes laws, such as the Class
Action Fairness Act and even the Federal
Rules of Evidence, that govern the details
of how courts resolve legal disputes.

To be sure, the Framers’ views regarding
the critical importance of the separation
of powers and the interaction between
the legislature and the judiciary were
directed at the newly-formed federal
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government, and they do not directly
govern the separation of powers applicable
in state systems. For example, no one
thinks Nebraska violates the federal
Constitution by having a unicameral
legislature. Nonetheless, much of the
Framers’ wisdom about the separation

of powers generally and the division of
authority between the legislative and
judicial branches in particular applies with
equal force to state governments. Thus,
even though the federal Constitution
does not directly regulate the separation
of powers within states, the Framers’
views should still inform the policy debate
about the proper role for state legislatures
in legal reform efforts at the state level.
The Framers who granted Congress

the power to establish inferior courts,

determine their jurisdiction, and enact rules
necessary and proper for the exercise of
that jurisdiction would clearly envision
state legislatures as having the primary
role in legal reform efforts. The members
of the Framing generation who sat in the
first Congress and enacted laws dictating
the details of how federal juries would be
selected would certainly be puzzled by
state court interference with legal reform
efforts, such as the Oklahoma Supreme
Court's invalidation of legislation reforming
the State’s civil justice system.'" That
comprehensive reform package, which
was enacted by an overwhelming majority
of elected lawmakers, is exactly the sort
of thing that the Framers would have
thought should be left to the discretion of
the legislature.

“ The Framers who granted Congress the power to establish
inferior courts, determine their jurisdiction, and enact rules

necessary and proper for the exercise of that jurisdiction would
clearly envision state legislatures as having the primary role in

legal reform efforts. 99
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Legal Reform and the Rule of Law

The Framers likely would have viewed legal reform efforts as well
within the heartland of legislative powers. The Framers likewise
would have assumed that the legislative branches—Dboth state
and federal—would have substantial discretion to adopt rules for
ensuring the fair conduct of litigation in the courts.

In extreme cases, some litigation excesses
and some legislative responses could
implicate the constitutional limits on
legislative power. But even where those
constitutional limits are not actually
violated, the principles they reflect can
inform the policy debate over legal reform.
First and foremost, legal reform efforts
should take account of due process
principles, and legislatures should ensure
their reforms are consistent with the letter
and spirit of those principles. Seventh
Amendment values are also implicated

by state legal reform efforts and should
be respected, although that Amendment
still grants state legislatures considerable
latitude in deciding which questions
should go to the jury. Moreover, other
constitutional constraints against taking of
property, bills of attainder, and denials of
equal protection can influence the debate.

The Due Process Clause

The Due Process Clause prohibits the
deprivation “of life, liberty, or property,
without due process of law.”'? The values

embodied in the Due Process Clause were
of paramount importance to the Framers
and should play an important part in the
debate surrounding legal reform. The

Due Process Clause reflects the Framers’
dedication to the rule of law and aversion
to arbitrary action. “The touchstone of

due process is protection of the individual
against arbitrary action of government.” '3
One critical component of the due process
guarantee is the concept of “fair notice”"—
that litigants have clear expectations

about whether conduct is illegal and the
consequences of any illegality.” Indeed,
“notice and opportunity to be heard” are
the basic building blocks of modern due
process jurisprudence and protect against
arbitrary deprivations of life, liberty, and
property.'® Thus, legal reform proposals that
make state court litigation more predictable
and less arbitrary promote the rule of law
and due process values. Reasonable people
can differ as to which rules are superior in
guaranteeing uniform, predictable, and just
results. But a policy debate that proceeds
on the basis of those values is one the
Framers would clearly understand.
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The modern Supreme Court has developed
and applied these due process principles

in the punitive damages context. The
Supreme Court has repeatedly “recognized
that the Constitution imposes a substantive
limit on the size of punitive damages
awards."'® As the Court stated in BMW

of N. America v. Gore, 517 U.S. 559
(1996), “[tlhe Due Process Clause of

the Fourteenth Amendment prohibits a
State from imposing a ‘grossly excessive'
punishment on a tortfeasor,” and mandates
that punitive damages “bear a ‘reasonable
relationship’ to compensatory damages.”"’
Not surprisingly, the Court has grounded
this jurisprudence in principles of notice.
“Elementary notions of fairness enshrined
in our constitutional jurisprudence dictate
that a person receive fair notice not only

of the conduct that will subject him to
punishment, but also of the severity of the
penalty that a State may impose.”'® But
notice is not an end in itself; it is a critical
means to avoid the arbitrary deprivation

of property. “To the extent an award is
grossly excessive, it furthers no legitimate
purpose and constitutes an arbitrary
deprivation of property” in violation of the
Due Process Clause.’ While the most
extreme punitive damages awards actually
violate the constitutional due process limits
articulated by the Supreme Court, those
same constitutional principles can inform
the debate over legal reform proposals that
can operate prophylactically to prevent due
process violations from happening and to
promote results that are predictable and
fair, rather than arbitrary.?°

The Supreme Court’s punitive damages
jurisprudence also underscores the
importance of appellate review to prevent
arbitrary and unpredictable results. Indeed,
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the first of the Court's modern punitive
damages cases to find a constitutional
violation, Honda v. Oberg, 512 U.S. 415
(1994), focused on the need for judicial
review. In Oberg, the Court observed that
“[jludicial review of the size of punitive
damages awards has been a safeguard
against excessive verdicts for as long as
punitive damages have been awarded."?’
The Court emphasized that such review
provides much-needed “protection against
arbitrary deprivations of property” and
ensures that fundamental notions of
justice and fair play are observed.?? Thus,
the failure of the Oregon courts to provide
meaningful judicial review of punitive
damages awards violated the Due Process
Clause. Notably, even Justices Scalia and
Thomas, who have been skeptical of the
Court’s later punitive damages cases,
agreed that Oregon violated procedural due
process by not providing judicial review.

While the Court has developed these due
process principles with greater clarity in the
punitive damages context, they are by no
means limited to that context. The same
basic principles extend to other departures
from fair adjudication. For example, a
party that “receive[s] neither notice of, nor
sufficient representation in,” litigation is
not bound by the outcome of that litigation
as a matter of federal due process.?®
Finally, it should be underscored that while
the Due Process Clause puts outer limits
on truly arbitrary results (like the award
struck down in Gore) or anomalous state
rules (like the absence of judicial review in
Oberg), the Constitution generally leaves
substantial latitude for state legislative
efforts, especially those that promote due
process values. For that reason, the Due
Process Clause is not an obstacle to legal



Legislatures
should ensure that their
legal reform efforts not only
avoid actual constitutional

violations, but further the rule
of law values that underscore
the Framers' concern
with due process.

reform proposals that promote predictability
and fair notice. The Supreme Court has
noted that “it is not at all clear that the

Due Process Clause in fact requires that

a legislatively enacted compensation
scheme either duplicate the recovery

at common law or provide a reasonable
substitute remedy."”? It is well established
that “[a] person has no property, no vested
interest, in any rule at common law.”?® The
“Constitution does not forbid the creation
of new rights, or the abolition of old ones
recognized by the common law, to attain a
permissible legislative object,” “despite the
fact that ‘otherwise settled expectations’
may be upset thereby.”?® And, in all events,
due process is not offended in this context
so long as a law “provide[s] a reasonably
just substitute for the common-law or state
tort law remedies it replaces.”?’

Legislatures should ensure that their

legal reform efforts not only avoid actual
constitutional violations, but further the rule
of law values that underscore the Framers’
concern with due process. As examples,
rules that promote predictability, limit
arbitrariness, provide notice and ensure
meaningful judicial review—such as expert

evidence reforms and laws that increase
transparency in tort litigation—are consistent
not just with the minimal requirements of
due process, but with the broader values the
constitutional protection promotes.

The Seventh Amendment

The Seventh Amendment provides

that “[iln Suits at common law, where

the value in controversy shall exceed
twenty dollars, the right to trial by jury

shall be preserved . .. ."?¢ The Seventh
Amendment, unlike virtually every other
provision of the Bill of Rights, has not

been treated as incorporated into the
Fourteenth Amendment and thus does

not apply to the states.? Indeed, the
Framers’ decision not to address the
availability of jury trials in state courts was
a deliberate accommodation of the variety
of approaches employed by different
states. As soon-to-be-Justice James Iredell
explained in 1788: “[tlhe States in these
particulars differ very much in their practice
from each other.”3® Thus, a uniform federal
rule applicable to state courts was not
practical; “if they had pleased some States
they must have displeased others.”®
Alexander Hamilton made a similar point in
Federalist No. 83, and elaborated on

“[tlhe great difference between the limits
of the jury trial in different states,” and
thus “no general rule could have been fixed
upon.”32 But, as with other constitutional
provisions not directly applicable to the
states, the values that underlie the Seventh
Amendment should inform the policy
debate about legal reform at the state level.

The Seventh Amendment reflects the
Framers’ “concernl] with preserving the
right of trial by jury in civil cases where it
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existed at common law.”*¥ While some
commenters have contended that legal
reform and Seventh Amendment values
are incompatible, that is simply not the
case. To be sure, a wholesale legislative
effort (as opposed to private agreement)
to take away damages issues from a jury
and give them to a judge when a statutory
or common law cause of action is at

issue may raise questions with Seventh
Amendment principles that would need

to be addressed. As the Supreme Court
recognized in Feltner v. Columbia Pictures
Television, Inc., 523 U.S. 340 (1998), “[ilt
has long been recognized that ‘by the law
the jury are the judges of damages.'”**
“'[TIhe common law rule as it existed at the
time of the adoption of the Constitution’
was that ‘in cases where the amount of
damages was uncertain[,] their assessment
was a matter so peculiarly within the
province of the jury that the Court should
not alter it.""3®

That said, any argument that Seventh
Amendment values reflected in cases like
Feltner conflict with legal reform efforts
cannot survive a careful reading of Feltner
itself. Feltner found only that a plaintiff
bringing an infringement suit under the
Copyright Act was entitled to have a

jury determine the amount of his or her
statutory damages, not that a plaintiff had a
right to have a jury exceed the limits set by
Congress on such damages. The Copyright
Act authorizes damages either “in a sum of
not less than $500 or more than $20,000,”
or “a sum of not more than $100,000,”
depending on the circumstances.®® There
was no hint in Feltner that the statutory
damages cap imposed by the Copyright Act
was in any way constitutionally problematic.
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To the contrary, the Court emphasized the
long historical compatibility of statutory
damage limits, including a specified
liguidated damage amount per page copied,
and the jury’s role in adjudicating the facts
necessary to apply the legislatively-chosen
damages provision.

In short, the legislature retains substantial
discretion to enact laws that determine
what facts are legally relevant. The fact that
a legislative initiative may make a particular
factual inquiry—for example, the amount

of non-economic damages above a cap—
legally irrelevant does not intrude on the
jury's role, as long as the jury determines
the facts that remain legally relevant. This
is underscored by a review of jury practice
during the Framers' time. As Justice James
Iredell observed in 1788: “[iln respect to
the trial by jury in civil cases, it must be
observed that it is a mistake to suppose
that such a trial takes place in all civil cases
now. Even in the common law courts, such
a trial is only had where facts are disputed
between the parties, and there are even
some facts triable by other methods."?

At the Founding, the jury’s role was defined

In short, the legislature
retains substantial discretion to

enact laws that determine what
facts are legally relevant. The fact

that a legislative initiative may make
a particular factual inquiry legally

irrelevant does not intrude on the jury’s
role, as long as the jury determines the
facts that remain legally relevant.



by three procedures: the “case stated,”

the “demurrer to the evidence,” and the
“special verdict.”3® Most relevant for present
purposes, “[tlhe ‘case stated’ procedure
was a trial device employed to bypass the
jury when only undisputed facts remained in
a case. When this occurred, the jury’s role
was reduced to a mere formality.”* The
jury remained on hand to resolve fact issues
in case they arose, but was otherwise
uninvolved in the proceedings.*® “The ‘case
stated’ procedure, therefore, demonstrates
that, at the time the Constitution was
adopted, the jury’s sole function was to
resolve disputed facts.”*!

Accordingly, to the extent that legal reform
Is structured so as to retain the jury’s role
in assessing the facts that remain relevant,
state legislators can determine which
facts remain relevant while fully respecting
Seventh Amendment values. For example,
allowing a jury to determine the amount

of damages suffered by a plaintiff, but
then allowing a court to ascertain the

legal consequences of that assessment,
including the application of any statutory
cap, would not implicate the values
underlying the Seventh Amendment. A
judge who “merely implement[s] a policy
decision of the legislature in applying the
law enacted by the legislature when it

predetermined the extent and amount of
damages that it, the legislature, would
allow in a malpractice action” does not
“reexaminle] a ‘fact tried by a jury”’ within
the meaning of the Seventh Amendment.*?

Other Constitutional Provisions

Beyond the Due Process Clause and the
Seventh Amendment, other provisions

in the Constitution also reflect concerns
of the Framers that remain relevant to
contemporary debates about legal reform.
For example, the Taking Clause reflects
the Framers' concerns about using the
machinery of government to take property
in an arbitrary manner. Likewise, the
prohibitions on bills of attainder in the
unamended Constitution reflect a concern
against singling out unpopular entities

for especially disfavored treatment.

And, the Commerce Clause and the
constitutional grant of diversity jurisdiction
both demonstrate the Framers' concern
that states not discriminate against out-of-
state entities. All of these concerns can
appropriately inform a debate about legal
reform and the optimal rules for adjudicating
disputes with fairness and predictability.
Some commentators have argued that
legal reforms aimed at capping damages
violate the Equal Protection Clause by

“ The Commerce Clause and the constitutional grant

of diversity jurisdiction both demonstrate the Framers’ concern
that states not discriminate against out-of-state entities. All of these
concerns can appropriately inform a debate about legal reform
and the optimal rules for adjudicating disputes with fairness

and predictability. 99
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impermissibly creating two classes of
plaintiffs—a class of “less seriously
injured” plaintiffs “who are entitled to keep
everything which the jury awards,” and a
class of “more seriously injured” plaintiffs
whose damages are capped.” These
arguments are essentially a non-starter
under modern equal protection analysis.
Such “classifications” would—at most—
be subjected to rational basis. Under the
rational basis test, courts will not invalidate
a law “‘unless the varying treatment of
different groups or persons is so unrelated
to the achievement of any combination of
legitimate purposes that [the court] can
only conclude that [the governmental]
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actions were irrational.""** Several courts
have rejected efforts to characterize legal
reforms as irrational, and thus problematic
under the Equal Protection Clause.*®

These courts have concluded that the

Equal Protection Clause does not pose an
obstacle to the legislature’s responsibility to
“strike[] a balance between a tort victim's
right to recover noneconomic damages

and society's interest in preserving the
availability of affordable liability insurance. "8



Legal Reform and Federalism

The Framers thought that the vertical division of authority between
the federal and state governments, much like the horizontal
separation of powers in the new federal government, was a critical

aspect of the Constitution. In fact, “federalism was the unique
contribution of the Framers to political science and political
theory.”#” And, as with the separation of powers, the Framers
viewed this structural aspect of the Constitution as critical to
protecting individual rights and individual liberties.*®

Numerous provisions of the Constitution
reflect the Framers’ view that the new
federal government in no way eliminated
the sovereignty or critical role of the states.
As the Supreme Court has underscored,
under the Constitution the states “‘retain

a residuary and inviolable sovereignty'"—
“[tlhey are not relegated to the role of
mere provinces or political corporations,
but retain the dignity, though not the

full authority, of” sovereigns.*® One way

in which the Constitution reflects the
continuing sovereignty and vitality of states
is by granting the federal Congress only
limited and enumerated powers, while
recognizing that only states exercise
plenary authority, or what is sometimes
referred to as the “general police power.”%°

This division of authority does not mean
that the federal government has no role in

legal reform. As discussed in “Federalism,
The Framers, And Legal Reform” (Sept.
27, 2012), the federal government can
address such issues when exercising
powers granted to it by the Constitution,
whether via the Commerce Clause, the
Bankruptcy Clause or other grants of
power. Indeed, even the Constitution itself
reflects a degree of federal “legal reform”
by establishing the diversity jurisdiction of
federal courts and granting Congress the
power to establish the metes and bounds
of that jurisdiction. “Congress has wide
latitude to address and remove obstacles
to interstate commerce whether they arise
from state positive law, state common
law or even state procedural rules,” and
federal legal reform would be a valid
exercise of Congress’ power under the
Commerce Clause.® Moreover, “Congress
is not limited to its commerce power in
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addressing distortions created by state
law; exercises of narrower federal powers
under such provisions as the spending
power, Necessary and Proper Clause, and
Bankruptcy Clause also provide Congress
with the authority to override state law."%?

At the same time, the ability of the federal
government to take action to effect legal
reform when it implicates one of the
enumerated powers granted to the federal
government in no way detracts from the
ability of states to use their plenary power
to address legal reform issues. Of course, if
Congress exercises one of its enumerated
powers in a manner that preempts state
law, the state laws must give way under
the Supremacy Clause.®® But absent the
relatively rare instance in which Congress
not only addresses a legal reform issue,
but does so with preemptive effect, the
states retain the full authority to address
such issues for themselves. In fact, the
Framers would undoubtedly have viewed
the states as having principle responsibility
for advancing legal reform. Although the
Framers would have recognized a role for
the federal government to address state
laws that create an affirmative obstacle to
the free flow of interstate commerce, they
would have hoped that states would craft
sensible laws that prevent such obstacles
from arising in the first place. That would
clearly have been the case for state courts
and state tort systems, which the Framers
would have recognized as the principal
responsibility of the states, with the federal
government playing a complementary role
only when uniquely federal interests are
implicated, as illustrated by the grant of
diversity jurisdiction.
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“ If Congress exercises

one of its enumerated powers
in a manner that preempts
state law, the state laws

must give way under the
Supremacy Clause. But absent
the relatively rare instance

in which Congress not only
addresses a legal reform issue,
but does so with preemptive
effect, the states retain the

full authority to address such

issues for themselves. 99




bonclusion

In sum, numerous aspects of the Constitution reinforce the critical
role state legislatures play in considering legal reform, and a
number of constitutional values are relevant to the policy debates
over legal reform. The Framers viewed separation of powers as
critical and envisioned a significant role for the legislature in
determining the rules applicable in adjudicating cases.

The first Congress, populated by many of
the signers of the Constitution, enacted
the Judiciary Act of 1789, which reflects a
robust role for the legislature on procedural
matters both big and small. While the
Framers’ views on such matters do not
directly constrain the states, they certainly
can inform a discussion of the proper role
of state legislatures. The Constitution

also includes a number of provisions that
reflect the Framers' dedication to the

rule of law and abhorrence for arbitrary
results. In extreme cases, constitutional
provisions, such as the Due Process
Clause, may render a particular application
of state law unconstitutional, and the

role of such constitutional provisions in
not so limited. Judges applying federal
constitutional rules can serve as the
ultimate backstop to prevent the most

arbitrary results, but states retain the
primary role in designing a system that

is both informed by constitutional values
and avoids unconstitutional results. In a
similar fashion, the federal Congress retains
a role when state rules, including those
created by judges or labeled procedural,
implicate some uniquely federal interest.
But the role of federal actors remains a
backstop for relatively extreme and unusual
circumstances. It is the states and state
legislatures in particular who are on the
front lines of the policy debates over the
best rules to foster predictability and avoid
arbitrary results. The views of the Framers
on everything from separation of powers
to due process to the role of judicial review
and juries retain considerable relevance to
these contemporary debates.
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Cir. 1996).

United States v. Lopez, 514 U.S. 549, 575 (1995)
(Kennedy, J., concurring).

Bond, 131 S. Ct. at 2365 (it is the “structure of our
Government that protects individual liberty”).

Alden v. Maine, 527 U.S. 706, 715 (1999) (quoting
The Federalist No. 39, at 245 (James Madison) (C.
Rossiter ed. 1961)).

See, e.g., United States v. Morrison, 529 U.S. 598,
618 n.6 (2000) (discussing states’ “general police

powers”).
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See, e.g., Gade v. Nat’'l Solid Wastes Mgmt. Ass’n,
505 U.S. 88, 108 (1992).
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