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VoL. 80 FEBRUARY 2006 No.3

“After You, My Dear Alphonse!””:
Should the Courts Defer to the FDA’s New
Interpretation of § 360k(a) of the
Medical Device Amendments?

Richard C. Ausness’

Under the provisions of the Medical Device Amendments (MDA) to the Food Drug, and
Cosmetic Act, certain medical devices are subject to premarket approval of the Food and Drug
Administration (FDA). Section 360k(a) of the MDA provides that states may not establish “any
requirement” which relates fo safety or effectiveness of a medical device and “which is different
from, or in addition to” any requirement imposed by the FDA. Until recently;, the FDA
maintained that § 360k(a) did not preempt most common law tort claims; however, in recent
amici briefs, the FDA has aggressively asserted that most, If not all, common law fort claims
should be preempted for medical devices that had received PMA approval. This Article
discusses the implications of the FDA% new interpretation, and assesses the wisdom of
promulgating such an infterpretation in amici briefS, rather than in the formal notice-and-
comment procedure.

* Ashland Oil Professor of Law, University of Kentucky. LL.M. 1973, Yale
University; J.D. 1968, University of Florida. According to Merriam-Websters Dictionary of
Allusions, the expression, “After You, My Dear Alphonse,” originated with the comic strip
characters, Alphonse and Gaston:

[Two] Frenchmen who did everything with absurd, exaggerated politeness. They
were created by Frederick Burr Opper (who also originated “Happy Hooligan”) in
1905. According to Coulton Waugh, in 7he Comics, they were national figures,
and their elaborate courtesies became catch phrases: “After you, my dear
Alphonse!” and “No, after you, my dear Gaston!”

ELIZABETH WEBBER & MIKE FEINSILBER, MERRIAM-WEBSTER’S DICTIONARY OF ALLUSIONS
12 (1999). I would like to thank my wife, Robin Gwinn, for giving me the idea for this title.
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INTRODUCTION: THE PREMARKET APPROVAL PROCESS

The Food and Drug Administration (FDA) regulates medical

devices under the provisions of the Medical Device Amendments
(MDA) to the Food, Drug, and Cosmetic Act (FDCA).' The MDA has
established three classes of medical devices and requires the most
dangerous, known as Class III devices, to undergo premarket approval

1. Medical Device Amendments of 1976, Pub. L. No. 94-295, 90 Stat. 539 (codified

as amended in 21 U.S.C. §§ 301-360 (2000)).
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(PMA), a rigorous and thorough process.” Section 360k(a) of the
MDA provides that states may not establish “any requirement” which
relates to safety or effectiveness of a medical device and “which is
different from, or in addition to” any requirement imposed by the
FDA.’ For many years, courts have split over whether § 360k(a)
expressly preempts product liability claims against manufacturers
whose medical devices have been approved for marketing by the FDA
pursuant to the PMA process." In Medtronic, Inc. v. Lohr, the United
States Supreme Court held that § 360k(a) did not preempt tort claims
in cases where Class III devices were approved by the FDA under its
less rigorous § 510(k) “substantial equivalence” review.” However, the
Medtronic Court did not indicate whether its reasoning could be
extended to medical devices that had undergone PMA approval.®

Until recently, the FDA maintained that § 360k(a) did not
preempt most common law tort claims; however, in 2002, the FDA’s
Chief Counsel announced that the Agency now believed that most, if
not all, common law tort claims should be preempted for medical
devices that had received PMA approval.” The Agency has espoused
this new interpretation of § 360k(a) aggressively in amici curiae briefs
that it filed in a number of MDA preemption cases.” Recently, in Horn
v. Thoratec Corp., a federal appeals court relied heavily on these
amicus briefs to conclude that state-law tort claims against the
manufacturer of an FDA-approved medical device were preempted by
§ 360k(a).’

The Horn court’s reliance on the FDA’s revised interpretation of
§ 360k(a) raises a number of interesting questions about judicial
deference to agency interpretations in preemption cases and this
Article will address most of them. Part IT discusses the MDA and the
FDA’s regulation of Class Il medical devices. Part III reviews the
doctrine of federal preemption and examines a number of Supreme
Court decisions on preemption and common law tort claims. Part IV

2. See infra Part 1.B.

3. 21US.C. § 360k(a).

4. See infia Part [11.

5. 518 U.S. 470, 503 (1996).

6.  Id at 502-03.

7. Gary Young, FDA Strategy Would Pre-empt Tort Suits: Does It Close Off Vital

Drug Data?, 26 NAT'LL.J. 1, 12 (Mar. 1, 2004).

8. Margaret H. Clune, Stealtb Tort Reform: How the Bush Administration’
Aggressive Use of the Preemption Doctrine Hurts Consumers 1, 11 n2 (Center for
Progressive Regulation, White Paper No. 403, 2004), available at hitp://www.progressive
regulation.org/articles/preemption.pdf.

9. 376 E3d 163, 178, 180 (3d Cir. 2004).
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analyzes the Medtronic case and some of the MDA preemption cases
that have been decided since Medmronic. Part V considers whether
courts should defer to the FDA’s new interpretation of § 360k(a). This
portion of the Article sets forth the FDA’s former and current
- interpretations and also describes the principle of judicial deference. It
then examines the Horn decision in some detail. In addition, Part V
considers a numnber of deference issues. The first issue is whether a
court should show less deference to an agency when it changes a
longstanding interpretation. A second concern is whether a court
should defer to an agency when it interprets its own preemption
statute. A third consideration is whether the Medtronic Court’s
apparent endorsement of 21 C.FR. § 808.1(d) prevents the FDA from
changing its mind on the scope of preemption. A fourth issue is
whether an amicus brief 1s sufficiently formal to justify deference
under the Chevron doctrine.” Part V concludes that the courts
probably should not give Chevion deference to statutory
interpretations in amicus briefs, but should defer to the FDA%
interpretation under a weaker form of deference formulated by the
Court in Skidmore v. Swift & Co." The Article concludes that the
FDA is right on the merts, but that it should promulgate its new
interpretation of § 360k(a) by revising 21 C.FR. § 808.1(d) in a formal
notice-and-comment rulemaking proceeding.

II. FDA REGULATION UNDER THE MEDICAL DEVICE AMENDMENTS;
THE PREMARKET APPROVAL PROCESS

The MDA to the FDCA authorize the FDA to subject medical
devices to PMA approval.” The MDA defines three classes of medical
devices, which receive different levels of regulation, based on the
degree of danger posed by the medical device to the public.” Class I
devices are subject to “general controls,” which are concerned with
“adulteration, misbranding, registration, premarket notification, good

manufacturing practices, and reporting.”” Class I devices include such
things as surgeon’s gloves, eye pads, and ice bags.” Class II devices

10.  Chevron US.A,, Inc. v. Natural Res. Def. Council, Inc., 467 U.S. 837 (1984).

11. 323 US. 134 (1944).

12, Adran S. Allen, Note, Weiland v. Telectronics Pacing Systems, Inc.. Hfinois
Reexamines Medjcal Device Preemption, 76 IND. L J. 443, 445 (2001).

13. 21 US.C. § 360c(a) (2000).

14.  Id § 360c(a)(1)(A).

15.  Robert S. Adler & Richard A. Mann, Preemption and Medical Devices: The
Courts Run Amok, 59 Mo. L. REv. 895, 913 n.88 (1994).

16. 21 CFR. §§ 878.4440, 878.4460, 880.6050 (2005).
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that its views are given fair consideration, but, nevertheless, does not
treat the Agency’s interpretation as binding.*”

C.  Judicial Deference to the FDA inHorn

In Horn v Thoratec Corp., the United States Court of Appeals for
the Third Circuit held that § 360k(a) of the MDA expressly preempted
the plaintiff’s common law design and warning claims.”® The case
involved the HeartMate, a cardiac pump manufactured by the
defendant, TCI, and approved for marketing by the FDA pursuant to its
PMA process.™'

1. The Court’s Opinion in Horn

The first issue the court in Horn addressed was whether any of
the conditions imposed on TCI by the FDA as part of the PMA process
were the sort of federal “requirements” contemplated by the Court in
Medtronic or by the FDA regulations promulgated in 21 CFER.
§ 808.1(d). The Horn court described the HeartMate device’s lengthy
journey through the PMA process.”” During this period, the FDA
approved several design changes intended to reduce the risk of leakage
from the HeartMate’s screw ring’® TCI submitted its PMA
application to the FDA in 1992 and supplemented it during the next
three years with additional amendments and responses to FDA
questions.’ After extensive review, the FDA approved the HeartMate
for commercial sale in 1994°° In the court’s view, the conditions
imposed by the FDA on the design and labeling of the HeartMate
involved more than generic concerns and were specifically applicable
to that particular device.”

The court in Horn also considered whether state tort doctrine
upon which the plaintiff’s claims were based could be “state

309. Robert A. Anthony, Three Settings in Which Nonlegislative Rules Should Not
Bind, 53 AbMIN. L. REV, 1313, 1316 (2001).

310. 376 E3d 163, 180 (3d Cir. 2004).

311. Id at 164, 167.

312, Id at 169-70. According to the court, the market approval process began in 1975,
when the HeartMate underwent ten years of live animal and human cadaver studies. /& In
1985, the FDA granted TCI an Investigational Device Exemption so that it could conduct
clinical trials. /d at 170. During the next seven years, TCI submitted more than ninety
supplements to the FDA and responded to numerous inquiries from the agency about the
progress of the clinical trials. /d

313. Id

314, Id

315, M

316. Id
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requirements with respect to the HeartMate which are different from,
or in addition to, the federal requirements’”” There was no dispute
that the plaintiff’s tort claims were not specific to medical devices, but
based on “general requirements stemming from state common law.”"
The question, therefore, was whether § 360k(a) could preempt claims
based on “nonspecific” common law tort doctrines, and if so, under
what circumstances. As the Third Circuit acknowledged, the
Medtronic Court in its plurality opinion concluded that the plaintiffs’
claims in that case escaped preemption, “not because the source of the
duty i1s a judge-made common law rule, but rather because their
generality leaves them outside the category of requirements that
§ 360k envisioned to be ‘with respect to’ specific devices such as
pacemakers.””” This requirement, if taken at face value, would have
insulated most common law tort claims from the preemptive reach of
§ 360k(a). However, the court in Horm looked to the reasoning of
Justice Breyer’s concurring opinion instead of relying on the plurality’s
analysis.”™ Justice Breyer favored a more flexible approach that invited
the court to “carefully examine the state common law claim in order to
determine whether that claim would impose a substantive requirement
that conflicts with, or adds a greater burden to, a specific federal
requirement.”® Using Justice Breyer’s approach, the court in Homn
concluded that Medtronic did not require common law tort doctrines to
be device specific in order to be preempted.’”

Having determined that § 360k(a) might preempt the plaintiff’s
common law tort claims, the court in Horn then considered whether
any of these claims actually were preempted. The court first looked at

317. Id at 173 (emphasis omitted).

318. I

319. Id at 174 (quoting Medtronic, Inc. v. Lohr, 518 U.S. 470, 502 (1996)).

320. Id at 174-76.

321. Id at 174. The court in Horn invoked the “narrowest grounds” principle to its
reliance on the Breyer opinion. /d at 175. Under the narrowest grounds rule, a lower court is
required to follow the rationale “taken by those Members who concurred in the judgments on
the narrowest grounds.” Gregg v. Georgia, 428 U.S. 153, 169 n.15 (1976); see also Marks v.
United States, 430 U.S. 188, 192-93 (1977); Planned Parenthood of Se. Pa. v. Casey, 947 F.2d
682, 693 (3d Cir. 1991), modified on other grounds, 505 U.S. 833 (1992). Applying this
approach, the Horn court concluded that Justice Breyer’s reasoning on this issue was
narrower than that of Justice Steven’s plurality because “although the Lohrs’ claims were not
preempted by § 360k(a), he was not prepared to join in Justice Stevens’ sweeping
pronouncement that § 360k almost never preempts a state common law claim” Hom, 376
F.3d at 175. The court also noted that the Justices who joined in Justice O’Connor’s opinion
agreed with Breyer that state requirements did not have to be device specific in order to be
preempted. Id. at 176.

322. Hom, 376 F3d at 175.
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the design defect claim.” The plaintiff’s husband received a
HeartMate implant after he suffered a heart attack; about six months
later, the suture on his HeartMate wore off and the screw ring
disconnected.™ This allowed an air embolus to travel to Mr. Horn’s
brain, causing a fatal brain hemorrhage.” Horn’s widow claimed that
the manufacturer failed to design the device so that either the suture
would not wear out or that the screw rings would remain connected.™
According to the court, this claim was preempted because if the
plaintiff prevailed, it would “impose substantive requirements on TCI
that would conflict with, or add to, the requirements imposed by the
FDA” because to avoid future tort liability TCI would either have “to
use an entirely different design than the screw ring to connect the
outlet elbow to the pump, or to use different materials instead of a
suture, or to place the eyelet in a different position.””™ Thus, any
device that complied with the plaintiff’s proposed design would be
quite different from the actual device that was approved by the FDA.
Furthermore, the court suspected, the designs approved by lay juries
were not likely to be better than those approved by the FDA.**

Having disposed of the plaintiff’s design claims, the court
Horn went on to consider whether her failure-to-warn claim was
preempted. The plaintiff argued that TCI should have warned doctors,
either through revisions in the product labeling or by means of “Dear
Doctor” letters, that they should not use the HeartMate if the suture, as
placed in the device, would face the patient’s sternum.” However, the
court observed that the manufacturer was prohibited by the PMA order
from making such changes without first obtaining subsequent FDA

323. The HeartMate pump assisted blood flow between the heart’s ventricle and aorta.
Id at 164. One tube, known as the inlet side tube is surgically attached to the heart and
transports blood from the heart to the pump. Another tube, known as the outlet side tube
transports blood from the pump to the aorta. Another tube is attached to the pump at one end
and a console outside of the patient’s body at the other end. The console contains an air
compressor that provides power to the pump. The connection between the pump and the
outlet side tube, known as the “elbow;” is inserted into an adapter conduit, which is attached
to the pump. A screw ring is secured over the elbow to ensure that it remains connected to
the adapter conduit and the pump. A suture is tied over the screw ring and secured to the
adapter conduit to ensure that it will not rotate. /d

324, Id at 164-65.

325. Id at 165.

326. Id at 166.

327. Id at 176 (quoting Brief of Amicus Curiae Product Liability Council on Behalf of
Defendant-Appellee, Horn v. Thoratec Corp., 376 F3d 163 (3d Cir. 2004) (No. 02-4597),
2003 WL 24131419).

328. M

329. Id at 166 n.5S.
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approval.”  Consequently, the court concluded that § 360k(a)
preempted the plaintiff’s claim insofar as it was based on the alleged
inadequacies of any warnings that were reviewed and approved by the
FDA in its PMA order.”'

2. The Horn Court’s Deference to the FDA

The FDA filed an amicus brief in Horn which contended that the
plaintiff’s design and warning claims were preempted.” The FDA’s
amicus brief declared unequivocally that any conditions imposed upon
TCI through the PMA process qualified as specific federal
requirements.”” The FDA distinguished between the § 510(k) process
involved in Medtronic and the PMA process involved in Horn,
declaring that “[u]nlike a section 510(k) clearance, which only
determines whether two products are substantially equivalent, PMA
process consummates an exhaustive inquiry into the risks and efficacy
of a device.™ According to the FDA, the PMA approval was “a very
lengthy process involving thousands of pages of documentation and
many hours of expert analysis, and often including substantial give-
and-take between the agency and the manufacturer””” Furthermore,
the PMA order for a new device typically contained “detailed
specifications for its design, manufacture, performance, labeling and
use””™ Consequently, the FDA reasoned, Medtronic would not prevent
a lower court from concluding that the PMA process imposed specific
federal requirements even though the § 510(k) process did not.*

Turning to the state requirement issue, the court declared that
“[oJur preemption conclusion is reinforced by the informed analysis
found in the FDA’s amicus curiae brief”* The FDA brief stated that
§ 360k(a) would preempt common law claims if they imposed a
requirement upon the manufacturer that was different from that
imposed by the FDA in the PMA process.”” The FDA further
concluded that the plaintiff in Horm had attempted to impose a
requirement upon TCI that was different from the requirements

330. Id at176-77.

331. Idat177.

332, Idat171.

333. Idat171-72.

334, Id at 172 (quoting FDA Letter Brief, supra note 275, at 23-24).
335. Id

336. Id

337. Id

338. Idat177.

339, Id
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imposed by the FDA with respect to the design, labeling, and
manufacture of the HeartMate.” According to the FDA, “any finding
of liability based upon TCI’s failure to satisfy a standard different from
those approved by FDA in the PMA process would necessarily rest
upon an implicit requirement that this device be designed,
manufactured or marketed in a way that differs from the way approved
by FDA.™

The court in Horn also quoted, with apparent approval, portions
of an amicus brief that the FDA had submitted in another case.*” In its
brief, the FDA stated that it was “inappropriate for a jury to second-
guess FDA's scientific judgment on such a matter that is within FDA’s
particular expertise” because juries lacked sufficient scientific
knowledge and technical expertise to make correct decisions.” In
addition, the FDA complained that such second-guessing was
inconsistent with the regulatory scheme for medical devices that
Congress put in place when it enacted the MDA.* Furthermore, the
FDA declared, if tort claims were not preempted, the resulting
“uncertainty as to the status of medical devices would create chaos for
both the regulated industry and FDA.**

Another issue in Horn was whether the court should give less
weight to the FDA’s opinion because it had previously asserted that
PMA did not require preemption. Responding to the dissent’s claim
that the FDA’s current position was entitled to no deference or nothing
more than “near indifference.” the court relied on Chevron,™ which
held that a court could rely on a revised interpretation of a statute or
regulation by an agency because “[a]n initial agency interpretation is
not instantly carved in stone.”” According to the Chevron Court, an
agency could change its interpretation as long as it could support its
decision with a “reasoned analysis””* The court in Horn concluded
that this standard had been met.*”

340. Id

341. Id at 177-78 (quoting FDA Letter Brief, supra note 275, at 17-18 (emphasis
omitted)).

342. Id at 178 (citing Statement of Interest of the United States of America, Murphree
v. Pacesetter, Inc. (Tenn. Cir. Ct. Dec. 12, 2003) (No. 005429-00-3)).

343, Id

344, Id (quoting Statement of Interest, supra note 342, at 7-9).

345. Id

346. 467 U.S. 837 (1984).

347. Id at 863.

348. Id

349. Hom, 376 F3d at 179.
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D Should Courts Defer to the FDA?

No doubt the FDA would like the Chevron doctrine to apply to its
new interpretation of § 360k(a). However, there are a number of
potential barriers. First, it may be significant that the FDA’s new
interpretation deviates from its previous longstanding and consistent
view of the preemptive scope of § 360k(a). Second, the strong version
of judicial deference may not be applicable to agency interpretations in
preemption cases. Third, under the doctrine of stare decisis, the
Medtronic Court’s interpretation of § 360k(a) may foreclose a different
interpretation by the FDA. Finally, agency interpretations that are
communicated by speeches and amici briefs may not be entitled to
Chevron deference.,

1. Change in Interpretation

Unlike courts, administrative agencies are not bound by stare
decisis and are, therefore, generally free to change their interpretation
of statutes and regulations in response to changing policies and
conditions.” That being the case, must courts give revised agency
interpretations the same sort of strong deference that they would give
original interpretations? Chevron seems to support this position. First
of all, Chevron itself involved a revised interpretation by the EPA of
the term “source” in the Clean Air Act.” Nevertheless, the Court held
that the courts must defer to this revised interpretation. In the
Court’s words: “The fact that the agency has from time to time
changed its interpretation of the term ‘source’ does not . . . lead us to
conclude that no deference should be accorded the agency’
interpretation of the statute, An initial agency interpretation is not

29353

instantly carved in stone.

350. Marianne Koral Smythe, Judicrial Review of Rule Recissions, 84 COLUM. L. REV.
1928, 1934 (1984).

351. Paul E. McGreal, Some Rice wrth Your Chevron?: Presumption and Deférence in
Regulatory Preemption, 45 CASE W. ReS. L. REV. 823, 842 (1995), In 1980, the EPA treated
each device that emitted pollution as a stationary source. See 45 Requirements for
Preparation, Adoption, and Submittal of Implementation Plans; Approval and Promulgation
of Implementation Plans, Fed. Reg. 52,676, 52,697 (Aug. 7, 1980) (to be codified at 40
C.ER. pts. 51-52, 124). Shortly thereafier, however, the EPA adopted the bubble concept at
issue in Chevron. See Requirements for Preparation, Adoption, and Submittal of
Implementation Plans; Approval and Promulgation of Implementation Plans, 46 Fed. Reg.
50,766, 50,766 (Oct. 14, 1981) (to be codified at 40 C.ER. pts. 51-52)).

352. Shuren, supra note 298, at 318.

353. Chevron US.A, Inc. v. Natural Res. Def. Council, Inc., 467 U.S. 837, 863
(1984).
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The Chevron Court went on to declare that it was desirable for
federal agencies to reexamine their regulatory policies and
interpretations on a continuing basis.” This suggests that the Chevron
Court believed that changed interpretations were entitled to the same
deference as original ones.*

The Chevron Court’s position on revised agency interpretations
appears to be correct. The policy rationales behind judicial deference,
implied delegation, political accountability, and agency expertise
arguably apply to revised interpretations as well as they do to original
ones.”™ Moreover, as commentators have pointed out, there are a
number of legitimate reasons why an agency may, or even should,
change its interpretation of a statute. For example, the Agency may
find that its prior interpretation was not consistent with congressional
intent; it may conclude that an alternative interpretation will avoid
unintended side effects; or it may determine that a revised
interpretation would be more consistent with new policy goals.™®

Nevertheless, in recent years, the Supreme Court has retreated
somewhat from its earlier position and now appears to discount revised
interpretations unless the Agency explains why it has changed its
view.”” Many lower federal courts have also required an agency to
provide a “reasoned analysis” to justify its new interpretation.’
Arguably, the FDA’s amicus brief in Horn satisfied this reasoned
analysis requirement. In its brief, the FDA described how lawsuits
against medical device manufacturers would interfere with its
licensing process and discourage patients from using products that the

354. Id at 863-64.

355. SeeRust v. Sullivan, 500 U.S. 173, 186-87 (1991) (declaring that an agency must
be given ample latitude to adapt its rules and policies to changing circumstances).

356. Gossett, supranote 295, at 681.

357. Id at 702-03.

358. M

359. Smiley v. Citibank, 517 U.S. 735, 742 (1996) (stating that a court may refuse to
accept a revised agency interpretation when it constitutes a “[s]udden and unexplained
change, ... or a change that does not take account of legitimate reliance on prior
interpretation” (citations omitted)); Thomas Jefferson Univ. Hosp. v. Shalala, 512 U.S. 504,
515 (1994) (observing that an agency’s interpretation that conflicts with an earlier
interpretation will be given “considerably less deference” than a consistently held one); Good
Samaritan Hosp. v. Shalala, 508 U.S. 402, 417 (1993) (declaring that “the consistency of an
agency’s position is a factor in assessing the weight that position is due”); INS v. Cardoza-
Fonseca, 480 U.S. 421, 446 n.30 (1987) (suggesting that a revised agency interpretation
should not be given as much weight as a longstanding one).

360. E.g., DetroittWayne County Port Auth. v. ICC, 59 E3d 1314, 1317 (D.C. Cir.
1995); Torrington Extend-a-Care Employee Ass’n v. NLRB, 17 E3d 580, 589 (2d Cir. 1994);
Mobil Oil Corp. v. EPA, 871 F2d 149, 152 (D.C. Cir. 1989).
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Agency had found to be safe and effective.’ Finally, the FDA’s new
interpretation was prompted by a change in administration. As the
Chevron Court observed, an agency might “properly rely upon the
incumbent administration’s views of wise policy to inform its
judgments™” The FDA’ former interpretation no doubt reflected the
Clinton Administration’s feeling that tort law complemented the FDA’s
regulatory scheme, while the Agency’s current pro-preemption stance
may be part of the Bush Administration’s broader “tort reform”
agenda. In any event, even if the FDAs new interpretation is
politically motivated, Chevron would seem to require judicial
deference if this new interpretation is reasonable.

2. Judicial Deference in Preemption Cases

A number of legal commentators have argued that Chevror-type
deference should not be applied in preemption cases.” The doctrinal
basis for this argument is that the sort of deference mandated by
Chevron is Inconsistent with the “presumption against preemption”
that the Court directed be applied to preemption claims in Rice v
Santa Fe Elevator Corp.® The purpose of Rice’s presumption against
preemption is to force Congress to consider state interests when it
legislates.” A potential conflict exists between Rice and Chevron
when an agency interprets an ambiguous statute and concludes that it
expressly preempts state law. Rice directs courts to resolve statutory
ambiguity in favor of nonpreemption, while Chevron requires courts to
defer to agency interpretations.”” One solution to this conflict is to
conclude that Chevron deference is not required in preemption cases.
Another proposal is to employ an “asymmetrical deference” approach
where a court will apply Chevron deference only when an agency
interprets its preemptive power narrowly.*

The question of Chevrons applicability to preemption cases
remains unclear. In Medtronic, Justice Stevens acknowledged that his
interpretation of § 360k(a) was “substantially informed” by the FDA

361. Hornv. Thoratec Corp., 376 F.3d 163, 178 (3d Cir. 2004).

362. White, supra note 281, at 729.
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(1984).
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regulations and also declared that the FDA was “uniquely qualified to
determine whether a particular form of state law ‘stands as an obstacle
to the accomplishment and execution of the full purposes and
objectives of Congress,” and, therefore, ... should be preempted.’™
Citing Chevron, Justice Stevens concluded that “[t]he ambiguity in the
statute—and the congressional grant of authority to the agency on the
matter contained within it—provide a ‘sound basis’ for giving
substantial weight to the agency’s view of the statute.”"

However, although the Medfronic Court invoked Chevron, it did
not actually engage in a Chevron two-step analysis. The Court applied
the first step and concluded that statute was ambiguous, but it did
proceed to step two and determine whether the FDA’s interpretation
was reasonable.” Furthermore, nowhere in the Medtronic plurality
opinion did the Court acknowledge that it was required to defer to the
FDA’ interpretation of § 360k(a).”” Instead, it merely declared that the
FDA regulation “substantially informed” its preemption analysis
without ever revealing what this ambiguous phrase meant.” Justice
O’Connor’s dissenting opinion criticized the Court for equivocating on
this issue. According to Justice O’Connor, “[a]pparently recognizing
that Chevron deference is unwarranted here, the Court does not admit
to deferring to these regulations, but merely permits them to ‘infor[m]’
the Court’s interpretation.””” Justice O’Connor, citing Smiley v
Citibank, added that “[i]t is not certain that an agency regulation
determining the pre-emptive effect of any federal statute is entitled to
deference.””

In addition, a majority of the Court (composed of the dissenters
and Justice Breyer) appear to have rejected the “state . . . requirements
applicable to the device” part of § 808.1(d), something they could not

369. Medtronic, Inc. v. Lohr, 518 US. 470, 495-96 (1996) (quoting Hines wv.
Davidowitz, 312 U.S. 52, 67 (1941) (citation omitted)).
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appropriate scope of federal pre-emption under § 360k demonstrate that the language of that
section is not entirely clear” JId. at 495. Justice Breyer described § 360k(a) as “highly
ambiguous”” Id. at 505 (Breyer, J., concurring in part and concurring in the judgment). The
dissent, on the other hand, concluded that Chevrontype deference was improper because
§ 360k(a) was not ambiguous. Jd. at 512 (O’Connor, J,, concurring in part and dissenting in
part).
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have done if Chevron were applicable.”™ Finally, even if one concludes
that the Court actually deferred to the FDA, it is possible to argue that
Medtronic is merely an example of asymmetrical deference and would
not compel Chevrornrtype deference in a case like Horn where the
FDA was interpreting its preemptive power broadly instead of
narrowly.

A few state courts have also have considered whether Chevron is
applicable to MDA preemption cases. For example, in Walker v
Johnson & Johnson Vision Products, Inc., a Michigan intermediate
appellate court turned to Chevron for guidance.”” First, the court
determined that § 360k(a) was ambiguous.”™ Citing Chevron, the
court then declared that it “should defer to a federal agency’
construction of the statute unless the agency’s interpretation is
unreasonable.””” Finally, the court interpreted 21 C.ER. § 808.1(d) to
conclude that the PMA process itself would not preempt common law
tort claims because it was not a “specific requirement applicable to a
particular device,” as required by the FDA regulation.™

The Texas Supreme Court, on the other hand, in Worthy v
Collagen Corp., observed that preemption is determined by Congress,
not the FDA.*' At the same time, the court acknowledged that “the
FDA is in a unique position to determine the scope of preemption
because of its role in the creation of preemptive federal
requirements.”” The court then determined that the details of the
FDA’s approval of the product in question, Zyderm, were sufficiently
specific to have a preemptive effect.’”

Thus it remains unclear whether the Court would apply the strong
version of judicial deference in a case where an administrative agency
interpreted a statute to expand the scope of its preemptive power.
Although the Medtronic Court agreed with the FDA’s interpretation of
§ 360k(a), it did not seem to consider itself bound by what the Agency
said. The deference shown by the Court, if any, was more consistent
with Skidmore-type deference than the more robust style of deference
that was mandated by Chevron.
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3. Stare Decisis

The doctrine of stare decisis obligates a court to follow an earlier
decision when the same issue arises again in litigation.™ It promotes
consistency, coherence, and predictability in the law and also helps to
legitimize the legal process.” Stare decisis also limits the operation of
the Chevron doctrine. Once the Supreme Court has interpreted an
ambiguous statutory term, only Congress can change this
interpretation. When the Supreme Court has made an interpretation,
an agency cannot interpret the statute differently and then invoke
Chevron to obtain the Court’s deference to its new interpretation.”
The rationale for this rule is known as the incorporation theory of
precedent.”™ According to this theory, a judicial interpretation of a
statute is incorporated into the statute and becomes part of the
statutory scheme.”” What, then, is the precedential effect of Medtronic
on the FDA? It might be argued that the Medtronic Court adopted the
FDA’s former interpretation of § 360k(a) as its own, thereby
precluding the FDA from interpreting that statute more broadly. To be
sure, there is a good deal of language in Justice Stevens’ plurality
opinion that may be inconsistent with the FDA’s broad interpretation of
§360. For example, Justice Stevens declared that Congress was
“primarily concerned with the problem of specific conflicting state
statutes and regulations rather than the general duties enforced by
common-law actions)”” Later in the Medtronic opinion, Justice
Stevens stated that “nowhere in the materials relating to the Act’s
history have we discovered a reference to a fear that product liability
actions would hamper the development of medical devices.””" Finally,
Justice Stevens concluded that “§ 360(k) simply was not intended to
pre-empt most, let alone all, general common-law duties enforced by
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However, the argument that Medfronic prevents the FDA from
reinterpreting § 360k(a) will almost certainly fail. First, the Medtronic
Court acknowledged the significant difference between premarket
notification review under § 510(k) and the PMA process™ and based
its finding of “no preemption” on the fact that, unlike the PMA
process, the § 510(k) notification process was concerned with
equivalency, not safety’”® In addition, the plurality opinion’s
endorsement of the “specific counterpart regulations” requirement in
21 C.ER. § 808.1(d) did not receive the support of Justice Breyer and,
therefore, could not be part of the holding of the case.”™ Finally,
Medtronic is such a fractured opinion, so its application as a binding
precedent beyond its immediate facts is problematic. Therefore, the
doctrine of stare decisis should not prevent the FDA from revising its
interpretation of § 360k(a).

4. Amici Briefs

Agencies must interpret the statutes that they administer and
these interpretations can be expressed in a variety of formats,
including “legislative regulations, adjudicatory opinions, manuals,
court briefs, interpretive rules, policy statements, staff instructions,
opinion letters, audits, correspondence, informal advice, guidelines,
press releases, testimony before Congress, internal memoranda,
speeches, explanatory statements in the Federal Register, and others.™
While agency interpretations contained in formal adjudication and
notice-and-comment rulemaking qualify for deference under Chevron,
less formal modes of interpretation may not. This means that courts
may refuse to give Chevrorrtype deference to interpretations of
§ 360k(a) contained in FDA amici briefs.

The Supreme Court addressed this issue a few years ago in
Christensen v. Harris County” and United States v. Mead Corp”” In
Christensen, employees alleged that their employer violated the Fair
Labor Standards Act (FLSA) by forcing them to take time off in order
to reduce accrued compensatory time.” The plaintiffs argued that the
Court should defer to the Department of Labor’s interpretation of the
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statute, expressed in an opinion letter, that an employer could not
compel employees to take time off unless they had agreed to do so in
advance.” The Court, however, observed that the Labor Department’s
interpretation was not the product of formal adjudication or notice-
and-comment rulemaking.*" Consequently, it held that “[interpretations
such as those in opinion letters—like interpretations contained in policy
statements, agency manuals, and enforcement guidelines, all of which
lack the force of law—do not warrant Chevromstyle deference.””
Instead, interpretations contained in these formats were “entitled to
respect” under Skidmore to the extent that they had “the power to
persuade”™” Justice Scalia, in a concurring opinion, claimed that the
Court had accorded Chevron deference “to authoritative agency
positions set forth in a variety of other formats.”* He also pointed out
that the Solicitor General of the United States and the Solicitor of the
Department of Labor had filed an amicus brief which stated that the
position set forth in the opinion letter was the position of the
Department of Labor."” According to Justice Scalia, “[t]hat alone,
even without existence of the opinion letter, would in my view entitle
the position to Chevron deference.”™

One year later, in United States v Mead Corp., the Court
reaffirmed Christensen®™ The plaintiff in that case challenged a tariff
classification by the United States Customs Service.”® In Mead, the
Court considered whether the Custom Service’s action, contained in a
“ruling letter,” was entitled to Chevron-type deference.”” Holding that
informal interpretations did not deserve Chevron deference, the Court
declared:

We hold that administrative implementation of a particular statutory
position qualifies for Chevron deference when it appears that Congress
delegated authority to the agency generally to make rules carrying the
force of law, and that the agency interpretation claiming deference was
promulgated in the exercise of that authonity. Delegation of such
authority may be shown in a variety of ways, as by an agency’s power to
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403. Id
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engage in adjudication or notice-and-comment rulemaking, or by some
other indication of a comparable congressional intent.""

As in Christensen, the Court went on to hold that the less formal
agency interpretations were still entitled to some judicial deference
under the Skidmore approach.™

Later in the opinion, the Court observed that most Chevron
deference cases involved interpretations that arose from notice-and-
comment rulemaking or formal adjudication.”” Although the Court
acknowledged that “as significant as notice-and-comment is in
pointing to Chevron authority, the want of that procedure here does not
decide the case, for we have sometimes found reasons for Chevron
deference even when no such administrative formality was required
and none was afforded”*" This suggests that interpretations contained
in other formats, such as interpretive rules or informal adjudications,
may also be entitled to Chevron deference.”® However, it is difficult to
see how interpretations communicated by public speeches or amici
briefs would satisfy the criteria for Chevron deference set forth by the
Court in Mead.

VI. CONCLUSION

In its amicus brief, the FDA made a strong argument that
uncontrolled tort litigation threatens to undermine its comprehensive
regulatory scheme. For this reason, courts should defer to the
Agency’s interpretation of § 360k(a). However, this interpretation may
not be entitled to Chevron-style deference because the Agency has
announced it without allowing for public comment. Nevertheless, the
FDA’s interpretation is sufficiently persuasive that it should be
accepted by the courts under a Skidmore-type deference standard.
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