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IN THE
SUPREME COURT OF THE UNITED STATES
AT

OCTOBER TERM, 1999

SHALALA, SECRETARY OF HEALTH AND HUMAN
SERVICES, ET AL. v. ILLINOIS COUNCIL ON
LONG TERM CARE, INC.

CERTIORARI TO THE UNITED STATES COURT OF APPEALS FOR
THE SEVENTH CIRCUIT

No. 98-1109. Argued November 8, 1999—Decided February 29, 2000

Under the Medicare Act’s special review provisions, a nursing home that
is “dissatisfied . . . with a determination described in subsection (b)(2)”
is “entitled to a hearing . . . to the same extent as is provided in” the
Social Security Act, 42 U. S. C. §405(b), “and to judicial review of the
Secretary’s final decision after such hearing as is provided in section
405(g) . . ..” 42 U.8.C. §1395ce(h)(1) (emphasis added). The cross-
referenced subsection (b)(2) gives petitioner Secretary of Health and
Human Services (HHS) power to terminate a provider agreement with
a home where, for example, she determines that a home has failed to
comply substantially with the statute and the regulations. The cross-
referenced §405(b) describes the administrative hearing to which a
“dissatisfied” home is entitled, and the cross-referenced §405(g) pro-
vides that the home may obtain federal district court review of the Sec-
retary’s “final decision . . . made after a hearing ....” Section 405(h),
a provision of the Social Security Act incorporated into the Medicare
Act by 42 U. S. C. §1395ii, provides that “[nJo action . . . to recover
on any claim arising under” the Medicare laws shall be “brought under
[28 U.S.C. §]1331.” It channels most, if not all, Medicare claims
through this special review system. Respondent, the Illinois Coun-
cil on Long Term Care, Inc. (Council), an association of nursing homes,
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did not rely on these provisions when it filed suit against, inter alios,
petitioners (hereinafter Secretary), challenging the validity of Medi-
care regulations that impose sanctions or remedies on nursing homes
that violate certain substantive standards. Rather, it invoked federal-
question jurisdiction, 28 U. S. C. §1331. In dismissing for lack of juris-
diction, the Federal District Court found that 42 U.S. C. §405(h), as
interpreted in Weinberger v. Salfi, 422 U. S. 749, and Heckler v. Ringer,
466 U. S. 602, barred a § 1331 suit. The Seventh Circuit reversed, hold-
ing that Bowen v. Michigan Academy of Family Physicians, 476 U. S.
667, had significantly modified such earlier case law.

Held: Section 405(h), as incorporated by §1395ii, bars federal-question
jurisdiction here. Pp. 10-25.

(a) Section 405(h) purports to make exclusive §405(g)’s judicial re-
view method. While its “to recover on any claim arising under” lan-
guage plainly bars §1331 review where an individual challenges on
any legal ground the agency’s denial of a monetary benefit under the
Social Security and Medicare Acts, the question here is whether an
anticipatory challenge to the lawfulness of a policy, regulation, or stat-
ute that might later bar recovery or authorize imposition of a penalty
is also an action “to recover on any claim arising under” those Acts.
P. 10.

(b) Were the Court not to take account of Michigan Academy, § 405(h),
as interpreted in Salfi and Ringer, would clearly bar this § 1331 lawsuit.
The Court found in the latter cases that §405(h) applies where “both
the standing and the substantive basis for the presentation” of a claim
is the Social Security Act, Salfi, supra, at 760-761, or the Medicare Act,
Ringer, 466 U. S., at 615. All aspects of a present or future benefits
claim must be channeled through the administrative process. Id., at
621-622. As so interpreted, §405(h)’s bar reaches beyond ordinary
administrative law principles of “ripeness” and “exhaustion of admin-
istrative remedies”—doctrines that normally require channeling a legal
challenge through the agency—by preventing the application of excep-
tions to those doctrines. This nearly absolute channeling requirement
assures the agency greater opportunity to apply, interpret, or revise
policies, regulations, or statutes without possibly premature inter-
ference by individual courts applying “ripeness” and “exhaustion” ex-
ceptions case by case. The assurance comes at the price of occasional
individual, delay-related hardship, but paying such a price in the con-
text of a massive, complex health and safety program such as Medi-
care was justified in the judgment of Congress as understood in Salfi
and Ringer. Salfi and Ringer cannot be distinguished from the instant
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case. They themselves foreclose distinctions based upon the “poten-
tial future” versus “actual present” nature of the claim, the “general
legal” versus the “fact-specific” nature of the challenge, the “collateral”
versus the “noncollateral” nature of the issues, or the “declaratory”
versus “injunctive” nature of the relief sought. Nor can the Court
accept a distinction that limits §405(h)’s scope to claims for monetary
benefits or that involve “amounts,” as neither the language nor the pur-
poses of §405 support such a distinction. Neither McNary v. Haitian
Refugee Center, Inc., 498 U. S. 479, nor Mathews v. Eldridge, 424 U. S.
319, supports the Council’s effort to distinguish Salfi and Ringer. The
Court’s approval of a §1331 suit against the Immigration and Natu-
ralization Service in McNary rested on the different language of the
immigration statute. And Eldridge was a case in which the respondent
had complied with, not disregarded, the Social Security Act’s special
review procedures—specifically the nonwaivable and nonexcusable re-
quirement that an individual present a claim to the agency before rais-
ing it in court. The upshot is that the Council’s argument must rest
primarily upon Michigan Academy. Pp. 11-15.

() Michigan Academy did not, contrary to the Court of Appeals’
holding, modify the Court’s earlier holdings by limiting §405(h)’s scope,
as incorporated by § 1395ii, to “amount determinations.” That case in-
volved the lawfulness of HHS regulations governing procedures used
to calculate Medicare Part B benefits; and the Medicare statute, as
it then existed, did not provide for §405(g) review of such decisions.
The Court ruled that this silence did not itself foreclose § 1331 review.
In response to the argument that §405(h) barred §1331 review, the
Court declined to pass in the abstract on the meaning of §405(h) be-
cause that section was made applicable to the Medicare Act “to the
same extent as” it is applicable to the Social Security Act by virtue
of 42 U.S. C. §1395ii. The Court interpreted that phrase to foreclose
application of §405(h) where its application would preclude judicial
review rather than channel it through the agency. As limited by the
Court of Appeals, Michigan Academy would have overturned or dra-
matically limited earlier precedents such as Salfi and Ringer, and would
have created a hardly justifiable distinction between “amount determi-
nations” and many similar HHS determinations. This Court does
not normally overturn, or so dramatically limit, earlier authority sub
silentio, and it did not do so here. Pp. 15-20.

(d) The Council’s argument that it falls within the Michigan Acad-
emy exception because it can obtain no review at all unless it can obtain
§1331 review is unconvincing. It argues that review is available only
after the Secretary terminates a home’s provider agreement. But in
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her brief and regulations, the Secretary offers a legally permissible in-
terpretation of the statute: that it permits a dissatisfied nursing home
to have an administrative hearing on a determination that it has failed
to comply substantially with the statute, agreements, or regulations,
whether termination or some other remedy is imposed. See, e. g., Chev-
ron U. S. A. Inc. v. Natural Resources Defense Council, Inc., 467 U. S.
837, 843. The Secretary also denies that she engages in any practice
that forces a home to submit a corrective plan and sacrifice appeal rights
in order to avoid termination, or that penalizes more severely a home
that chooses to appeal. Because the Council offers no convincing rea-
son to doubt her description of the agency’s practice, the Court need
not decide whether a practice that forced homes to abandon legitimate
challenges could amount to the practical equivalent of a total denial of
judicial review. If, as the Council argues, the regulations unlawfully
limit the extent to which the agency will provide the administrative
review channel leading to judicial review, its members remain free, after
following the special review route, to contest in court the lawfulness of
the relevant regulation or statute. That is true even if the agency does
not or cannot resolve the particular contention, because it is the “action”
arising under the Medicare Act that must be channeled through the
agency. The Council finally argues that, as an association speaking on
behalf of its injured members, it has no standing to take advantage of
the special review channel. However, it is the members’ rights to re-
view that are at stake, and the statutes creating the special review
channel adequately protect those rights. Pp. 20-24.

143 F. 3d 1072, reversed.

BREYER, J., delivered the opinion of the Court, in which REHN-
QuisT, C. J.,, and O’CONNOR, SOUTER, and GINSBURG, JJ., joined. STE-
VENS, J., post, p. 30, and SCALIA, J., post, p. 31, filed dissenting opinions.
THOMAS, J., filed a dissenting opinion, in which STEVENS and KENNEDY,
JJ., joined, and in which SCALIA, J., joined except as to Part III, post,
p- 32.

Jeffrey A. Lamken argued the cause for petitioners.
With him on the briefs were Solicitor General Waxman,
Acting Assistant Attorney General Ogden, Deputy Solicitor
General Kneedler, Barbara C. Biddle, Jeffrey Clair, Harriet
S. Rabb, and Jeffrey Golland.
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Kimball R. Anderson argued the cause for respondent.
With him on the brief were Charles P. Sheets, Bruce R.
Braun, and Brian E. Neuffer.*

JUSTICE BREYER delivered the opinion of the Court.

The question before us is one of jurisdiction. An associa-
tion of nursing homes sued, inter alios, the Secretary of
Health and Human Services (HHS) and another federal
party (hereinafter Secretary) in Federal District Court
claiming that certain Medicare-related regulations violated
various statutes and the Constitution. The association in-
voked the court’s federal-question jurisdiction, 28 U. S. C.
§1331. The District Court dismissed the suit on the ground
that it lacked jurisdiction. It believed that a set of special
statutory provisions creates a separate, virtually exclusive,
system of administrative and judicial review for denials of
Medicare claims; and it held that one of those provisions ex-
plicitly barred a §1331 suit. See 42 U. S. C. § 1395ii (incor-
porating into the Medicare Act 42 U.S. C. §405(h), which
provides that “[n]o action . . . to recover on any claim” arising
under the Medicare laws shall be “brought under section
1331 . . . of title 28”). The Court of Appeals, however,
reversed.

We conclude that the statutory provision at issue, §405(h),
as incorporated by § 1395ii, bars federal-question jurisdiction
here. The association or its members must proceed instead
through the special review channel that the Medicare stat-
utes create. See 42 U. S. C. §31395cc(h), (b)(2)(A), 1395ii;
§§405(b), (g), (h).

*Briefs of amici curiae urging affirmance were filed for the American
Association of Homes and Services for the Aging by Mark H. Gallant, for
the American Health Care Association et al. by Thomas C. Fox and Har-
vey M. Tettlebaum, for the American Hospital Association by Charles G.
Curtis, Jr., and Edward J. Green; and for the American Medical Associa-
tion et al. by Paul M. Smith, Robert M. Portman, Michael L. Ile, Leonard
A. Nelson, Richard N. Peterson, Ann E. Allen, Stuart M. Gerson, Saul J.
Morse, and Robert J. Kane.



6 SHALALA w». ILLINOIS COUNCIL ON LONG
TERM CARE, INC.

Opinion of the Court

I
A

We begin by describing the regulations that the associa-
tion’s lawsuit attacks. Medicare Act Part A provides pay-
ment to nursing homes which provide care to Medicare
beneficiaries after a stay in a hospital. To receive payment,
a home must enter into a provider agreement with the Sec-
retary of HHS, and it must comply with numerous statutory
and regulatory requirements. State and federal agencies
enforce those requirements through inspections. Inspectors
report violations, called “deficiencies.” And “deficiencies”
lead to the imposition of sanctions or “remedies.” See gen-
erally §8§1395i-3, 1395cc.

The regulations at issue focus on the imposition of sanc-
tions or remedies. They were promulgated in 1994, 59 Fed.
Reg. 56116, pursuant to a 1987 law that tightened the sub-
stantive standards that Medicare (and Medicaid) imposed
upon nursing homes and that significantly broadened the
Secretary’s authority to impose remedies upon violators.
Omnibus Budget Reconciliation Act of 1987, §§4201-4218,
101 Stat. 1330-160 to 1330-221 (codified as amended at 42
U. S. C. §1395i-3 (1994 ed. and Supp. I11)).

The remedial regulations (and a related manual) in effect
tell Medicare-administering agencies how to impose reme-
dies after inspectors find that a nursing home has violated
substantive standards. They divide a nursing home’s defi-
ciencies into three categories of seriousness depending
upon a deficiency’s severity, its prevalence at the home, its
relation with other deficiencies, and the home’s compliance
history. Within each category they list a set of remedies
that the agency may, or must, impose. Where, for example,
deficiencies “immediately jeopardize the health or safety
of . .. residents,” the Secretary must terminate the home’s
provider agreement or appoint new, temporary manage-
ment. Where deficiencies are less serious, the Secretary
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may impose lesser remedies, such as civil penalties, transfer
of residents, denial of some or all payment, state monitoring,
and the like. Where a nursing home, though deficient in
some respects, is in “[sJubstantial compliance,” i. e., where its
deficiencies do no more than create a “potential for [causing]
minimal harm,” the Secretary will impose no sanction or
remedy at all. See generally 42 U.S.C. §1395i-3(h); 42
CFR §488.301 (1998); §488.400 et seq.; App. 54, 66 (Manual).
The statute and regulations also create various review pro-
cedures. 42 U. S. C. §§1395ce(b)(2)(A), (h); 42 CFR §431.151
et seq. (1998); §488.408(g); 42 CFR pt. 498 (1998).

The association’s complaint filed in Federal District Court
attacked the regulations as unlawful in four basic ways. In
its view: (1) certain terms, e.g., “substantial compliance”
and “minimal harm,” are unconstitutionally vague; (2) the
regulations and manual, particularly as implemented, vio-
late statutory requirements seeking enforcement consist-
ency, 42 U. S. C. §1395i-3(2)(2)(D), and exceed the legislative
mandate of the Medicare Act; (3) the regulations create ad-
ministrative procedures inconsistent with the Federal Con-
stitution’s Due Process Clause; and (4) the manual and other
agency publications create legislative rules that were not
promulgated consistent with the Administrative Procedure
Act’s demands for “notice and comment” and a statement of
“basis and purpose,” 5 U. S. C. §553. See App. 18-19, 27-38,
43-49 (Amended Complaint).

B

We next describe the two competing jurisdictional routes
through which the association arguably might seek to mount
its legal attack. The route it has followed, federal-question
jurisdiction, is set forth in 28 U. S. C. §1331, which simply
states that “district courts shall have original jurisdiction of
all civil actions arising under the Constitution, laws, or treat-
ies of the United States.” The route that it did not follow,
the special Medicare review route, is set forth in a complex



8 SHALALA w». ILLINOIS COUNCIL ON LONG
TERM CARE, INC.

Opinion of the Court

set of statutory provisions, which must be read together.
See Appendix, infra. The Medicare Act says that a home

“dissatisfied . . . with a determination described in sub-
section (b)(2) . .. shall be entitled to a hearing . . . to
the same extent as is provided in [the Social Security
Act, 42 U. S. C. §]405(b) . . . and to judicial review of the
Secretary’s final decision after such hearing as is pro-
vided in section 405(g) . ...” 42 U.S. C. §1395cc(h)(1)
(emphasis added).

The cross-referenced subsection (b)(2) gives the Secretary
power to terminate an agreement where, for example, the
Secretary

“has determined that the provider fails to comply sub-
stantially with the provisions [of the Medicare Act] and
regulations thereunder ....” §1395cc(b)(2)(A) (empha-
sis added).

The cross-referenced §405(b) describes the nature of the
administrative hearing to which the Medicare Act entitles a
home that is “dissatisfied” with the Secretary’s “determina-
tion.” The cross-referenced §405(g) provides that a “dissat-
isfied” home may obtain judicial review in federal district
court of “any final decision of the [Secretary] made after a
hearing . ...” Separate statutes provide for administrative
and judicial review of civil monetary penalty assessments.
§ 13951-3(h)(2)(B)(ii); §8§ 1320a-Ta(c)(2), (e).

A related Social Security Act provision, §405(h), channels
most, if not all, Medicare claims through this special review
system. It says:

“(h) Finality of [Secretary’s] decision.

“The findings and decision of the [Secretary] after a
hearing shall be binding upon all individuals who were
parties to such hearing. No findings of fact or deci-
sion of the [Secretary] shall be reviewed by any person,
tribunal, or governmental agency except as herein pro-
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vided. No action against the United States, the [Sec-
retary], or any officer or employee thereof shall be
brought under section 1331 or 1346 [federal defendant
Jurisdiction] of title 28 to recover on any claim arising
under this subchapter.” (Emphasis added.)

Section 1395ii makes §405(h) applicable to the Medicare Act
“to the same extent as” it applies to the Social Security Act.

C

The case before us began when the Illinois Council on
Long Term Care, Inc. (Council), an association of about 200
[llinois nursing homes participating in the Medicare (or
Medicaid) program, filed the complaint we have described,
supra, at 7, in Federal District Court. (Medicaid is not at
issue in this Court.) The District Court, as we have said,
dismissed the complaint for lack of federal-question juris-
diction. No. 96 C 2953 (ND Ill., Mar. 31, 1997), App. to Pet.
for Cert. 13a, 15a. In doing so, the court relied upon § 405(h)
as interpreted by this Court in Weinberger v. Salfi, 422 U. S.
749 (1975), and Heckler v. Ringer, 466 U. S. 602 (1984). App.
to Pet. for Cert. 15a-19a.

The Court of Appeals reversed the dismissal. 143 F. 3d
1072 (CA7 1998). In its view, a later case, Bowen v. Michi-
gan Academy of Family Physicians, 476 U.S. 667 (1986),
had significantly modified this Court’s earlier case law.
Other Circuits have understood Michigan Academy differ-
ently. See Michigan Assn. of Homes and Servs. for the
Aging v. Shalala, 127 F. 3d 496, 500-501 (CA6 1997); Ameri-
can Academy of Dermatology v. HHS, 118 F. 3d 1495, 1499-
1501 (CA11 1997); St. Francis Medical Center v. Shalala,
32 F. 3d 805, 812-813 (CA3 1994), cert. denied, 514 U. S.
1016 (1995); Farkas v. Blue Cross & Blue Shield, 24 F. 3d
853, 855-860 (CA6 1994); Abbey v. Sullivan, 978 F. 2d 37,
41-44 (CA2 1992); National Kidney Patients Assn. v. Sulli-
van, 958 F. 2d 1127, 1130-1134 (CADC 1992), cert. denied,
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506 U.S. 1049 (1993). We granted certiorari to resolve
those differences.
11

Section 405(h) purports to make exclusive the judicial
review method set forth in §405(g). Its second sentence
says that “[n]o findings of fact or decision of the [Secretary]
shall be reviewed by any person, tribunal, or governmental
agency except as herein provided.” §405(h). Its third sen-
tence, directly at issue here, says that “[nJo action against
the United States, the [Secretary], or any officer or employee
thereof shall be brought under section 1331 or 1346 of title
28 to recover on any claim arising under this subchapter.”
(Emphasis added.)

The scope of the italicized language “to recover on any
claim arising under” the Social Security (or, as incorporated
through §1395ii, the Medicare) Act is, if read alone, uncer-
tain. Those words clearly apply in a typical Social Security
or Medicare benefits case, where an individual seeks a mone-
tary benefit from the agency (say, a disability payment, or
payment for some medical procedure), the agency denies the
benefit, and the individual challenges the lawfulness of that
denial. The statute plainly bars §1331 review in such a
case, irrespective of whether the individual challenges the
agency’s denial on evidentiary, rule-related, statutory, consti-
tutional, or other legal grounds. But does the statute’s bar
apply when one who might later seek money or some other
benefit from (or contest the imposition of a penalty by) the
agency challenges in advance (in a §1331 action) the lawful-
ness of a policy, regulation, or statute that might later bar
recovery of that benefit (or authorize the imposition of the
penalty)? Suppose, as here, a group of such individuals,
needing advance knowledge for planning purposes, together
bring a §1331 action challenging such a rule or regulation
on general legal grounds. Is such an action one “to recover
on any claim arising under” the Social Security or Medicare
Acts? That, in effect, is the question before us.
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In answering the question, we temporarily put the case
on which the Court of Appeals relied, Michigan Academy,
supra, to the side. Were we not to take account of that case,
§405(h) as interpreted by the Court’s earlier cases of Wein-
berger v. Salfi, supra, and Heckler v. Ringer, supra, would
clearly bar this § 1331 lawsuit.

In Salfi, a mother and a daughter, filing on behalf of
themselves and a class of individuals, brought a §1331 ac-
tion challenging the constitutionality of a statutory provi-
sion that, if valid, would deny them Social Security benefits.
See 42 U. S. C. §§416(c)(5), (e)(2) (imposing a duration-of-
relationship Social Security eligibility requirement for sur-
viving wives and stepchildren of deceased wage earners).
The mother and daughter had appeared before the agency
but had not completed its processes. The class presumably
included some who had, and some who had not, appeared
before the agency; the complaint did not say. This Court
held that §405(h) barred § 1331 jurisdiction for all members
of the class because “it is the Social Security Act which
provides both the standing and the substantive basis for
the presentation of thle] constitutional contentions.” Salffi,
supra, at 760-761. The Court added that the bar applies
“irrespective of whether resort to judicial processes is ne-
cessitated by discretionary decisions of the Secretary or by
his nondiscretionary application of allegedly unconstitutional
statutory restrictions.” 422 U.S., at 762. It also pointed
out that the bar did not “preclude constitutional challenges,”
but simply “require[d] that they be brought” under the same
“jurisdictional grants” and “in conformity with the same
standards” applicable “to nonconstitutional claims arising
under the Act.” Ibid.

We concede that the Court also pointed to certain special
features of the case not present here. The plaintiff class had
asked for relief that included a direction to the Secretary to
pay Social Security benefits to those entitled to them but for
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the challenged provision. See id., at 761. And the Court
thought this fact helped make clear that the action arose
“under the Act whose benefits [were] sought.” Ibid. But
in a later case, Ringer, the Court reached a similar result
despite the absence of any request for such relief. See 466
U. S, at 616, 623.

In Ringer, four individuals brought a §1331 action chal-
lenging the lawfulness (under statutes and the Constitution)
of the agency’s determination not to provide Medicare
Part A reimbursement to those who had undergone a partic-
ular medical operation. The Court held that §405(h) barred
§ 1331 jurisdiction over the action, even though the challenge
was in part to the agency’s procedures, the relief requested
amounted simply to a declaration of invalidity (not an order
requiring payment), and one plaintiff had as yet no valid
claim for reimbursement because he had not even undergone
the operation and would likely never do so unless a court set
aside as unlawful the challenged agency “no reimbursement”
determination. See 1id., at 614-616, 621-623. The Court
reiterated that §405(h) applies where “both the standing and
the substantive basis for the presentation” of a claim is the
Medicare Act, id., at 615 (quoting Salfi, 422 U. S., at 760-761)
(internal quotation marks omitted), adding that a “claim for
future benefits” is a §405(h) “claim,” 466 U. S., at 621-622,
and that “all aspects” of any such present or future claim
must be “channeled” through the administrative process, id.,
at 614. See also Your Home Visiting Nurse Services, Inc.
v. Shalala, 525 U. S. 449, 456 (1999); Califano v. Sanders, 430
U.S. 99, 103-104, n. 3 (1977).

As so interpreted, the bar of §405(h) reaches beyond ordi-
nary administrative law principles of “ripeness” and “ex-
haustion of administrative remedies,” see Salfi, supra, at
757T—doctrines that in any event normally require channel-
ing a legal challenge through the agency. See Abbott Labo-
ratories v. Gardner, 387 U. S. 136, 148-149 (1967) (ripeness);
McKart v. United States, 395 U. S. 185, 193-196 (1969) (ex-
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haustion). Indeed, in this very case, the Seventh Circuit
held that several of respondent’s claims were not ripe and
remanded for ripeness review of the remainder. 143 F. 3d,
at 1077-1078. Doctrines of “ripeness” and “exhaustion” con-
tain exceptions, however, which exceptions permit early re-
view when, for example, the legal question is “fit” for resolu-
tion and delay means hardship, see Abbott Laboratories,
supra, at 148-149, or when exhaustion would prove “futile,”
see McCarthy v. Madigan, 503 U.S. 140, 147-148 (1992);
McKart, supra, at 197-201. (And sometimes Congress ex-
pressly authorizes preenforcement review, though not here.
See, e. g., 15 U.S. C. §2618(a)(1)(A) (Toxic Substances Con-
trol Act).)

Insofar as §405(h) prevents application of the “ripeness”
and “exhaustion” exceptions, 1. e., insofar as it demands the
“channeling” of virtually all legal attacks through the
agency, it assures the agency greater opportunity to apply,
interpret, or revise policies, regulations, or statutes with-
out possibly premature interference by different individual
courts applying “ripeness” and “exhaustion” exceptions case
by case. But this assurance comes at a price, namely, oc-
casional individual, delay-related hardship. In the context
of a massive, complex health and safety program such as
Medicare, embodied in hundreds of pages of statutes and
thousands of pages of often interrelated regulations, any of
which may become the subject of a legal challenge in any
of several different courts, paying this price may seem justi-
fied. In any event, such was the judgment of Congress as
understood in Salfi and Ringer. See Ringer, supra, at 627,
Salfi, supra, at 762.

Despite the urging of the Council and supporting amict,
we cannot distinguish Salfi and Ringer from the case before
us. Those cases themselves foreclose distinctions based
upon the “potential future” versus the “actual present” na-
ture of the claim, the “general legal” versus the “fact-
specific” nature of the challenge, the “collateral” versus
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“noncollateral” nature of the issues, or the “declaratory” ver-
sus “injunctive” nature of the relief sought. Nor can we ac-
cept a distinction that limits the scope of §405(h) to claims
for monetary benefits. Claims for money, claims for other
benefits, claims of program eligibility, and claims that contest
a sanction or remedy may all similarly rest upon individual
fact-related circumstances, may all similarly dispute agency
policy determinations, or may all similarly involve the appli-
cation, interpretation, or constitutionality of interrelated
regulations or statutory provisions. There is no reason to
distinguish among them in terms of the language or in terms
of the purposes of §405(h). Section 1395ii’s blanket incorpo-
ration of that provision into the Medicare Act as a whole
certainly contains no such distinction. Nor for similar rea-
sons can we here limit those provisions to claims that in-
volve “amounts.”

The Council cites two other cases in support of its efforts
to distinguish Salfi and Ringer: McNary v. Haitian Refu-
gee Center, Inc., 498 U.S. 479 (1991), and Mathews v. El-
dridge, 424 U.S. 319 (1976). In Haitian Refugee Center,
the Court held permissible a §1331 challenge to “a group
of decisions or a practice or procedure employed in making
decisions” despite an immigration statute that barred § 1331
challenges to any Immigration and Naturalization Service
“‘determination respecting an application for adjustment of
status’” under the Special Agricultural Workers’ program.
498 U. S., at 491-498. Haitian Refugee Center’s outcome,
however, turned on the different language of that different
statute. Indeed, the Court suggested that statutory lan-
guage similar to the language at issue here—any claim “aris-
ing under” the Medicare or Social Security Acts, §405(h)—
would have led it to a different legal conclusion. See id., at
494 (using as an example a statute precluding review of “‘all
causes . . . arising under any of’” the immigration statutes).

In Eldridge, the Court held permissible a District Court
lawsuit challenging the constitutionality of agency proce-
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dures authorizing termination of Social Security disability
payments without a pretermination hearing. See 424 U. S,
at 326-332. Eldridge, however, is a case in which the Court
found that the respondent had followed the special review
procedures set forth in §405(g), thereby complying with,
rather than disregarding, the strictures of §405(h). See
id., at 326-327 (holding jurisdiction available only under
§405(g)). The Court characterized the constitutional issue
the respondent raised as “collateral” to his claim for bene-
fits, but it did so as a basis for requiring the agency to ex-
cuse, where the agency would not do so on its own, see Salfi,
422 U. S., at 766-767, some (but not all) of the procedural
steps set forth in §405(g). 424 U. S., at 329-332 (identifying
collateral nature of the claim and irreparable injury as rea-
sons to excuse §405(g)’s exhaustion requirements); see also
Bowen v. City of New York, 476 U. S. 467, 483-485 (1986)
(noting that Fldridge factors are not to be mechanically ap-
plied). The Court nonetheless held that §405(g) contains
the nonwaivable and nonexcusable requirement that an in-
dividual present a claim to the agency before raising it in
court. See Ringer, supra, at 622; Eldridge, supra, at 329;
Salfi, supra, at 763-764. The Council has not done so here,
and thus cannot establish jurisdiction under §405(g).

The upshot is that without Michigan Academy the Council
cannot win. Its precedent-based argument must rest pri-
marily upon that case.

Iv

The Court of Appeals held that Michigan Academy modi-
fied the Court’s earlier holdings by limiting the scope of
“I§]11395i1 and therefore §405(h)” to “amount determina-
tions.” 143 F. 3d, at 1075-1076. But we do not agree.
Michigan Academy involved a §1331 suit challenging the
lawfulness of HHS regulations that governed procedures
used to calculate benefits under Medicare Part B—which
Part provides voluntary supplementary medical insurance,
e. g., for doctors’ fees. See 476 U.S., at 674-675; United
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States v. Erika, Inc., 456 U.S. 201, 202-203 (1982). The
Medicare statute, as it then existed, provided for only lim-
ited review of Part B decisions. It allowed the equivalent
of §405(g) review for “eligibility” determinations. See 42
U. S. C. §1395ff(b)(1)(B) (1982 ed.). It required private in-
surance carriers (administering the Part B program) to pro-
vide a “fair hearing” for disputes about Part B “amount de-
terminations.” $§1395u(b)(3)(C). But that was all.

Michigan Academy first discussed the statute’s total si-
lence about review of “challenges mounted against the
method by which . . . amounts are to be determined.”
476 U.S., at 675. It held that this silence meant that, al-
though review was not available under §405(g), the silence
did not itself foreclose other forms of review, say, review in
a court action brought under §1331. See id., at 674-678.
Cf. Erika, supra, at 208 (holding that the Medicare Part B
statute’s explicit reference to carrier hearings for amount
disputes does foreclose all further agency or court review
of “amount determinations”).

The Court then asked whether §405(h) barred 28 U. S. C.
§ 1331 review of challenges to methodology. Noting the Sec-
retary’s Salfi/Ringer-based argument that §405(h) barred
§1331 review of all challenges arising under the Medicare
Act and the respondents’ counterargument that §405(h)
barred challenges to “methods” only where §405(g) review
was available, see Michigan Academy, 476 U. S., at 679, the
Court wrote:

“Whichever may be the better reading of Salfi and
Ringer, we need not pass on the meaning of §405(h) in
the abstract to resolve this case. Section 405(h) does
not apply on its own terms to Part B of the Medicare
program, but is instead incorporated mutatis mutandis
by §1395ii. The legislative history of both the statute
establishing the Medicare program and the 1972 amend-
ments thereto provides specific evidence of Congress’
intent to foreclose review only of ‘amount determina-
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tions’—i. e., those [matters] . . . remitted finally and ex-
clusively to adjudication by private insurance carriers
in a ‘fair hearing.” By the same token, matters which
Congress did not delegate to private carriers, such as
challenges to the validity of the Secretary’s instruc-
tions and regulations, are cognizable in courts of law.”
Id., at 680 (footnote omitted).

The Court’s words do not limit the scope of §405(h) itself
to instances where a plaintiff, invoking § 1331, seeks review
of an “amount determination.” Rather, the Court said that
it would “not pass on the meaning of § 405(h) in the abstract.”
Ibid. (emphasis added). Instead it focused upon the Medi-
care Act’s cross-referencing provision, § 1395ii, which makes
§405(h) applicable “to the same extent as” it is “applicable” to
the Social Security Act. (Emphasis added.) It interpreted
that phrase as applying §405(h) “mutatis mutandis,” 1. e.,
“[a]ll necessary changes having been made.” Black’s Law
Dictionary 1039 (7th ed. 1999). And it applied § 1395ii with
one important change of detail—a change produced by not
applying §405(h) where its application to a particular cate-
gory of cases, such as Medicare Part B “methodology” chal-
lenges, would not lead to a channeling of review through the
agency, but would mean no review at all. The Court added
that a “‘serious constitutional question’. .. would arise if we
construed § 1395ii to deny a judicial forum for constitutional
claims arising under Part B.” 476 U. S., at 681, n. 12 (quot-
ing Salfi, 422 U. S., at 762 (citing Johnson v. Robison, 415
U. S. 361, 366-367 (1974))).

More than that: Were the Court of Appeals correct in be-
lieving that Michigan Academy limited the scope of §405(h)
itself to “amount determinations,” that case would have sig-
nificantly affected not only Medicare Part B cases but cases
arising under the Social Security Act and Medicare Part A
as well. It accordingly would have overturned or dramati-
cally limited this Court’s earlier precedents, such as Salfi
and Ringer, which involved, respectively, those programs.
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It would, moreover, have created a hardly justifiable dis-
tinction between “amount determinations” and many other
similar HHS determinations, see supra, at 14. And we do
not understand why Congress, as JUSTICE STEVENS be-
lieves, post, at 30-31 (dissenting opinion), would have wanted
to compel Medicare patients, but not Medicare providers, to
channel their claims through the agency. Cf. Brief for Re-
spondent 7-8, 18-21, 30-31 (apparently conceding the point).
This Court does not normally overturn, or so dramatically
limit, earlier authority sub silentio. And we agree with
those Circuits that have held the Court did not do so in this
instance. See Michigan Assn. of Homes and Servs., 127
F. 3d, at 500-501; American Academy of Dermatology, 118
F. 3d, at 1499-1501; St. Francis Medical Center, 32 F. 3d, at
812; Farkas, 24 F. 3d, at 855-861; Abbey, 978 F. 2d, at 41-44;
National Kidney Patients Assn., 958 F. 2d, at 1130-1134.
JUSTICE THOMAS maintains that Michigan Academy
“must have established,” by way of a new interpretation
of §1395ii, the critical distinction between a dispute about
an agency determination in a particular case and a more
general dispute about, for example, the agency’s authority to
promulgate a set of regulations, 7. e., the very distinction that
this Court’s earlier cases deny. Post, at 38 (dissenting opin-
ion). He says that, in this respect, we have mistaken Michi-
gan Academy’s “reasoning” (the presumption against pre-
clusion of judicial review) for its “holding.” Post, at 39-40.
And, he finds the holding consistent with earlier cases such
as Ringer because, he says, in Ringer everyone simply as-
sumed without argument that § 1395ii’s channeling provision
fully incorporated the whole of §405(h). Post, at 40-42.
For one thing, the language to which JUSTICE THOMAS
points simply says that “Congres[s] inten[ded] to foreclose
review only of ‘amount determinations’” and not “matters
which Congress did not delegate to private carriers, such as
challenges to the validity of the Secretary’s instructions and
regulations,” Michigan Academy, supra, at 680 (emphasis
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added). That language refers to particular features of the
Medicare Part B program—“private carriers” and “amount
determinations”—which are not here before us. And its ref-
erence to “foreclosure” of review quite obviously cannot be
taken to refer to §1395ii because, as we have explained,
§1395ii is a channeling requirement, not a foreclosure pro-
vision—of “amount determinations” or anything else. In
short, it is difficult to reconcile JUSTICE THOMAS character-
ization of Michigan Academy as a holding that §1395i1 is
“trigger[ed]” only by “challenges to . . . particular determi-
nations,” post, at 40, with the Michigan Academy language
to which he points.

Regardless, it is more plausible to read Michigan Acad-
emy as holding that §1395ii does not apply §405(h) where
application of §405(h) would not simply channel review
through the agency, but would mean no review at all. And
contrary to JUSTICE SCALIA’s suggestion, post, at 31-32 (dis-
senting opinion), that single rule applies to Medicare Part A
as much as to Medicare Part B. This latter holding, as we
have said, has the virtues of consistency with Michigan
Academy’s actual language; consistency with the holdings
of earlier cases such as Ringer; and consistency with the dis-
tinction that this Court has often drawn between a total
preclusion of review and postponement of review. See, e. g.,
Salfi, supra, at 762 (distinguishing §405(h)’s channeling re-
quirement from the complete preclusion of judicial review
at issue in Robison, supra, at 373); Thunder Basin Coal Co.
v. Reich, 510 U. S. 200, 207, n. 8 (1994) (strong presumption
against preclusion of review is not implicated by provision
postponing review); Haitian Refugee Center, 498 U.S., at
496-499 (distinguishing between Ringer and Michigan Acad-
emy and finding the case governed by the latter because the
statute precluded all meaningful judicial review). JUSTICE
THOMAS refers to an “antichanneling” presumption (a “pre-
sumption in favor of preenforcement review,” post, at 46-47).
But any such presumption must be far weaker than a pre-
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sumption against preclusion of all review in light of the tra-
ditional ripeness doctrine, which often requires initial pres-
entation of a claim to an agency. As we have said, supra,
at 13, Congress may well have concluded that a universal
obligation to present a legal claim first to HHS, though post-
poning review in some cases, would produce speedier, as well
as better, review overall. And this Court crossed the rele-
vant bridge long ago when it held that Congress, in both
the Social Security Act and the Medicare Act, insisted upon
an initial presentation of the matter to the agency. Ringer,
466 U. S., at 627; Salfi, 422 U.S., at 762. Michigan Acad-
emy does not require that we reconsider that longstanding

interpretation.
v

The Council argues that in any event it falls within the
exception that Michigan Academy creates, for here as there,
it can obtain no review at all unless it can obtain judicial
review in a §1331 action. In other words, the Council con-
tends that application of §1395ii’s channeling provision to
the portion of the Medicare statute and the Medicare regu-
lations at issue in this case will amount to the “practical
equivalent of a total denial of judicial review.” Haitian Ref-
ugee Center, supra, at 497. The Council, however, has not
convinced us that is so.

The Council says that the special review channel that the
Medicare statutes create applies only where the Secretary
terminates a home’s provider agreement; it is not avail-
able in the more usual case involving imposition of a lesser
remedy, say, the transfer of patients, the withholding of pay-
ments, or the imposition of a civil monetary penalty.

We have set forth the relevant provisions, supra, at 8-9;
Appendix, infra. The specific judicial review provision,
§405(g), authorizes judicial review of “any final decision of
the [Secretary] made after a [§405(b)] hearing.” A further
relevant provision, §1395cc(h)(1), authorizes a §405(b) hear-
ing whenever a home is “dissatisfied . . . with a determi-



Cite as: 529 U. S. 1 (2000) 21

Opinion of the Court

nation described in subsection (b)(2).” (Emphasis added.)
And subsection (b)(2) authorizes the Secretary to terminate
an agreement, whenever she “has determined that the pro-
vider fails to comply substantially with” statutes, agree-
ments, or “regulations.” §1395ce(b)(2)(A) (emphasis added).

The Secretary states in her brief that the relevant “de-
termination” that entitles a “dissatisfied” home to review
is any determination that a provider has failed to comply
substantially with the statute, agreements, or regulations,
whether termination or “some other remedy is imposed.”
Reply Brief for Petitioners 14 (emphasis added). The Secre-
tary’s regulations make clear that she so interprets the stat-
ute. See 42 CFR §§498.3(b)(12), 498.1(a)—(b) (1998). The
statute’s language, though not free of ambiguity, bears that
interpretation. And we are aware of no convincing counter-
vailing argument. We conclude that the Secretary’s inter-
pretation is legally permissible. See Chevron U. S. A. Inc.
v. Natural Resources Defense Council, Inc., 467 U. S. 837,
843 (1984); Your Home Visiting Nurse Services, 525 U. S.,
at 453; see also 42 U. S. C. §1395i-3(h)(2)(B)(ii) (providing a
different channel for administrative and judicial review of
decisions imposing civil monetary penalties.)

The Council next argues that the regulations, as imple-
mented by the enforcement agencies, deny review in practice
by (1) insisting that a nursing home with deficiencies present
a corrective plan, (2) imposing no further sanction or remedy
if it does so, but (3) threatening termination if it does not.
See 42 CFR §§488.402(d), 488.456(b)(ii) (1998). Because a
home cannot risk termination, the Council adds, it must al-
ways submit a plan, thereby avoiding imposition of a rem-
edy, but simultaneously losing its opportunity to contest the
lawfulness of any remedy-related rules or regulations. See
§498.3(b)(12). And, the Council’s amici assert, compliance
actually harms the home by subjecting it to increased sanc-
tions later on by virtue of the unreviewed deficiency findings,
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and because the agency makes deficiency findings public on
the Internet, §488.325.

The short, conclusive answer to these contentions is that
the Secretary denies any such practice. She states in her
brief that a nursing home with deficiencies can test the law-
fulness of her regulations simply by refusing to submit a plan
and incurring a minor penalty. Minor penalties, she says,
are the norm, for “terminations from the program are rare
and generally reserved for the most egregious recidivist in-
stitutions.” Reply Brief for Petitioners 18; ibid. (HHS re-
ports that only 25 out of more than 13,000 nursing homes
were terminated in 1995-1996). She adds that the “remedy
imposed on a facility that fails to submit a plan of correction
or to correct a deficiency—and appeals the deficiency—is no
different than the remedy the Secretary ordinarily would im-
pose in the first instance.” Ibid. Nor do the regulations
“cause providers to suffer more severe penalties in later en-
forcement actions based on findings that are unreviewable.”
Ibid. The Secretary concedes that a home’s deficiencies are
posted on the Internet, but she notes that a home can post
a reply. See id., at 20, n. 20.

The Council gives us no convincing reason to doubt the
Secretary’s description of the agency’s general practice. We
therefore need not decide whether a general agency prac-
tice that forced nursing homes to abandon legitimate chal-
lenges to agency regulations could amount to the “practi-
cal equivalent of a total denial of judicial review,” Haitian
Refugee Center, 498 U. S., at 497. Contrary to what JUs-
TICE THOMAS says, post, at 42-43, 51-52, we do not hold that
an individual party could circumvent § 1395ii’s channeling re-
quirement simply because that party shows that postpone-
ment would mean added inconvenience or cost in an isolated,
particular case. Rather, the question is whether, as applied
generally to those covered by a particular statutory pro-
vision, hardship likely found in many cases turns what ap-
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pears to be simply a channeling requirement into complete
preclusion of judicial review. See Haitian Refugee Center,
supra, at 496-497. Of course, individual hardship may be
mitigated in a different way, namely, through excusing a
number of the steps in the agency process, though not the
step of presentment of the matter to the agency. See supra,
at 14-15; infra, at 24. But again, the Council has not shown
anything other than potentially isolated instances of the in-
conveniences sometimes associated with the postponement
of judicial review.

The Council complains that a host of procedural regula-
tions unlawfully limit the extent to which the agency itself
will provide the administrative review channel leading to
judicial review, for example, regulations insulating from
review decisions about a home’s level of noncompliance or
a determination to impose one, rather than another, pen-
alty. See 42 CFR §§431.153(b), 488.408(2)(2), 498.3(d)(10)(ii)
(1998). The Council’s members remain free, however, after
following the special review route that the statutes pre-
scribe, to contest in court the lawfulness of any regulation
or statute upon which an agency determination depends.
The fact that the agency might not provide a hearing for that
particular contention, or may lack the power to provide one,
see Sanders, 430 U. S., at 109 (“Constitutional questions ob-
viously are unsuited to resolution in administrative hearing
procedures . ..”); Salfi, 422 U. S., at 764; Brief for Petitioners
45, is beside the point because it is the “action” arising under
the Medicare Act that must be channeled through the agency.
See Salfi, supra, at 762. After the action has been so chan-
neled, the court will consider the contention when it later
reviews the action. And a court reviewing an agency deter-
mination under §405(g) has adequate authority to resolve
any statutory or constitutional contention that the agency
does not, or cannot, decide, see Thunder Basin Coal, 510
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U.S., at 215, and n. 20; Haitian Refugee Center, supra, at
494; Ringer, 466 U. S., at 617; Salfi, supra, at 762, including,
where necessary, the authority to develop an evidentiary
record.

Proceeding through the agency in this way provides the
agency the opportunity to reconsider its policies, interpreta-
tions, and regulations in light of those challenges. Nor need
it waste time, for the agency can waive many of the proce-
dural steps set forth in §405(g), see Salfi, supra, at 767, and
a court can deem them waived in certain circumstances, see
Eldridge, 424 U. S., at 330-331, even though the agency tech-
nically holds no “hearing” on the claim. See Salfi, supra,
at 763-767 (holding that Secretary’s decision not to chal-
lenge the sufficiency of the appellees’ exhaustion was in ef-
fect a determination that the agency had rendered a “final
decision” within the meaning of §405(g)); Eldridge, supra,
at 331-332, and n. 11 (invoking practical conception of fi-
nality to conclude that collateral nature of claim and poten-
tial irreparable injury from delayed review satisfy the “final
decision” requirement of §405(g)). At a minimum, however,
the matter must be presented to the agency prior to review
in a federal court. This the Council has not done.

Finally, the Council argues that, because it is an associa-
tion, not an individual, it cannot take advantage of the special
review channel, for the statute authorizes review through
that channel only at the request of a “dissatisfied” “insti-
tution or agency.” 42 U.S.C. §1395ce(h)(1). The Council
speaks only on behalf of its member institutions, and thus has
standing only because of the injury those members allegedly
suffer. See Arizonans for Official English v. Arizona, 520
U. S. 43, 65-66 (1997); Hunt v. Washington State Apple Ad-
vertising Comm’n, 432 U. S. 333, 343 (1977). It is essentially
their rights to review that are at stake. And the statutes
that create the special review channel adequately protect
those rights.
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For these reasons, this case cannot fit within Michigan
Academy’s exception. The bar of §405(h) applies. The

judgment of the Court of Appeals is
Reversed.

APPENDIX TO OPINION OF THE COURT
42 U. S. C. §1395¢ce(h)(1) provides:

“(h) Dissatisfaction with determination of Secretary;
appeal by institutions or agencies; single notice and
hearing

“(1) Except as provided in paragraph (2), an institu-
tion or agency dissatisfied with a determination by the
Secretary that it is not a provider of services or with a
determination described in subsection (b)(2) of this sec-
tion shall be entitled to a hearing thereon by the Secre-
tary (after reasonable notice) to the same extent as is
provided in section 405(b) of this title, and to judicial
review of the Secretary’s final decision after such hear-
ing as is provided in section 405(g) of this title, except
that, in so applying such sections and in applying section
405(1) of this title thereto, any reference therein to the
Commissioner of Social Security or the Social Security
Administration shall be considered a reference to the
Secretary or the Department of Health and Human
Services, respectively.”

42 U. S. C. §1395cc(b) provides, in relevant part:

.. -
“(b) Termination or nonrenewal of agreements

“(2) The Secretary may refuse to enter into an agree-
ment under this section or, upon such reasonable notice
to the provider and the public as may be specified in
regulations, may refuse to renew or may terminate such
an agreement after the Secretary—
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“(A) has determined that the provider fails to comply
substantially with the provisions of the agreement, with
the provisions of this subchapter and regulations there-
under, or with a corrective action required under section
1395ww(f)(2)(B) of this title.”

42 U. S. C. §405(b) provides, in relevant part:

“(b) Administrative determination of entitlement to
benefits; findings of fact; hearings; investigations; evi-
dentiary hearings in reconsiderations of disability bene-
fit terminations; subsequent applications

“(1) The Commissioner of Social Security is directed
to make findings of fact, and decisions as to the rights
of any individual applying for a payment under this
subchapter. Any such decision by the Commissioner of
Social Security which involves a determination of dis-
ability and which is in whole or in part unfavorable to
such individual shall contain a statement of the case,
in understandable language, setting forth a discussion
of the evidence, and stating the Commissioner’s de-
termination and the reason or reasons upon which it
is based. Upon request by any such individual or
upon request by a wife, divorced wife, widow, surviv-
ing divorced wife, surviving divorced mother, surviving
divorced father, husband, divorced husband, widower,
surviving divorced husband, child, or parent who makes
a showing in writing that his or her rights may be preju-
diced by any decision the Commissioner of Social Se-
curity has rendered, the Commissioner shall give such
applicant and such other individual reasonable notice
and opportunity for a hearing with respect to such
decision, and, if a hearing is held, shall, on the basis
of evidence adduced at the hearing, affirm, modify, or
reverse the Commissioner’s findings of fact and such
decision. Any such request with respect to such a de-
cision must be filed within sixty days after notice of
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such decision is received by the individual making such
request. The Commissioner of Social Security is fur-
ther authorized, on the Commissioner’s own motion, to
hold such hearings and to conduct such investigations
and other proceedings as the Commissioner may deem
necessary or proper for the administration of this sub-
chapter. In the course of any hearing, investigation,
or other proceeding, the Commissioner may administer
oaths and affirmations, examine witnesses, and receive
evidence. Evidence may be received at any hearing be-
fore the Commissioner of Social Security even though
inadmissible under rules of evidence applicable to court
procedure.

“(B)(A) A failure to timely request review of an initial
adverse determination with respect to an application for
any benefit under this subchapter or an adverse deter-
mination on reconsideration of such an initial determina-
tion shall not serve as a basis for denial of a subsequent
application for any benefit under this subchapter if the
applicant demonstrates that the applicant, or any other
individual referred to in paragraph (1), failed to so re-
quest such a review acting in good faith reliance upon
incorrect, incomplete, or misleading information, relat-
ing to the consequences of reapplying for benefits in lieu
of seeking review of an adverse determination, provided
by any officer or employee of the Social Security Admin-
istration or any State agency acting under section 421
of this title.

“(B) In any notice of an adverse determination with
respect to which a review may be requested under para-
graph (1), the Commissioner of Social Security shall de-
scribe in clear and specific language the effect on pos-
sible entitlement to benefits under this subchapter of
choosing to reapply in lieu of requesting review of the
determination.”
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42 U. S. C. §405(g) provides:

“(g) Judicial review

“Any individual, after any final decision of the Com-
missioner of Social Security made after a hearing to
which he was a party, irrespective of the amount in
controversy, may obtain a review of such decision by a
civil action commenced within sixty days after the mail-
ing to him of notice of such decision or within such fur-
ther time as the Commissioner of Social Security may
allow. Such action shall be brought in the district court
of the United States for the judicial district in which
the plaintiff resides, or has his principal place of busi-
ness, or, if he does not reside or have his principal
place of business within any such judicial district, in
the United States District Court for the District of
Columbia. As part of the Commissioner’s answer the
Commissioner of Social Security shall file a certified
copy of the transcript of the record including the evi-
dence upon which the findings and decision complained
of are based. The court shall have power to enter, upon
the pleadings and transcript of the record, a judgment
affirming, modifying, or reversing the decision of the
Commissioner of Social Security, with or without re-
manding the cause for a rehearing. The findings of the
Commissioner of Social Security as to any fact, if sup-
ported by substantial evidence, shall be conclusive, and
where a claim has been denied by the Commissioner of
Social Security or a decision is rendered under subsec-
tion (b) of this section which is adverse to an individual
who was a party to the hearing before the Commissioner
of Social Security, because of failure of the claimant or
such individual to submit proof in conformity with any
regulation prescribed under subsection (a) of this sec-
tion, the court shall review only the question of conform-
ity with such regulations and the validity of such regula-
tions. The court may, on motion of the Commissioner
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of Social Security made for good cause shown before the
Commissioner files the Commissioner’s answer, remand
the case to the Commissioner of Social Security for fur-
ther action by the Commissioner of Social Security, and
it may at any time order additional evidence to be taken
before the Commissioner of Social Security, but only
upon a showing that there is new evidence which is ma-
terial and that there is good cause for the failure to in-
corporate such evidence into the record in a prior pro-
ceeding; and the Commissioner of Social Security shall,
after the case is remanded, and after hearing such addi-
tional evidence if so ordered, modify or affirm the Com-
missioner’s findings of fact or the Commissioner’s de-
cision, or both, and shall file with the court any such
additional and modified findings of fact and decision, and
a transeript of the additional record and testimony upon
which the Commissioner’s action in modifying or affirm-
ing was based. Such additional or modified findings of
fact and decision shall be reviewable only to the extent
provided for review of the original findings of fact and
decision. The judgment of the court shall be final ex-
cept that it shall be subject to review in the same man-
ner as a judgment in other civil actions. Any action
instituted in accordance with this subsection shall sur-
vive notwithstanding any change in the person occupy-
ing the office of Commissioner of Social Security or any
vacancy in such office.”

42 U. S. C. §405(h) provides:

“(h) Finality of Commissioner’s decision

“The findings and decision of the Commissioner of
Social Security after a hearing shall be binding upon
all individuals who were parties to such hearing. No
findings of fact or decision of the Commissioner of
Social Security shall be reviewed by any person, tribu-
nal, or governmental agency except as herein provided.
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No action against the United States, the Commissioner
of Social Security, or any officer or employee thereof

shall be brought under section 1331 or 1346 of title 28 to
recover on any claim arising under this subchapter.”

42 U. S. C. §1395ii provides:

“The provisions of sections 406 and 416(j) of this title,
and of subsections (a), (d), (e), (h), (i), (j), (k), and ()
of section 405 of this title, shall also apply with respect
to this subchapter to the same extent as they are ap-
plicable with respect to subchapter II of this chapter,
except that, in applying such provisions with respect
to this subchapter, any reference therein to the Commis-
sioner of Social Security or the Social Security Admin-
istration shall be considered a reference to the Secre-
tary or the Department of Health and Human Services,
respectively.”

28 U. S. C. §1331 provides:

“Federal question. The district courts shall have orig-
inal jurisdiction of all civil actions arising under the
Constitution, laws, or treaties of the United States.”

JUSTICE STEVENS, dissenting.

While I join JUSTICE THOMAS’ lucid dissent without quali-
fication, I think it worthwhile to identify a significant dis-
tinction between cases like Weinberger v. Salfi, 422 U. S.
749 (1975), and Heckler v. Ringer, 466 U.S. 602 (1984), on
the one hand, and cases like Bowen v. Michigan Academy
of Family Physicians, 476 U.S. 667 (1986), and this case,
on the other hand. In the former group, the issue con-
cerned the plaintiffs’ entitlement to benefits; in the latter
two, the issue concerns providers’ eligibility for reimburse-
ment. The distinction between those two types of issues
mirrors a critical distinction between the Social Security
Act, 42 U.S.C. §405, and the Medicare Act, 42 U.S.C.
§ 1395ii.
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Disputed claims for Social Security benefits always pre-
sent a simple two-party dispute in which the claimant is
seeking a monetary benefit from the Government. A pro-
ceeding under §405 is correctly described as an action “to
recover on any claim arising under this subchapter.”
§405(h). Disputed claims under the Medicare Act, how-
ever, typically involve three parties—the patient, the pro-
vider, and the Secretary. When the issue involves a dispute
over the patient’s entitlement to benefits, it is fairly charac-
terized as an action “to recover” on a claim that is parallel
to a claim for Social Security benefits. The language in
§1395ii that makes §405(h) applicable to the Medicare Act
“to the same extent as” it applies to the Social Security Act
thus encompasses claims by patients, but does not neces-
sarily encompass providers’ challenges to the Secretary’s
regulations.

In Ringer, the Court, in effect (and, in my view, errone-
ously), treated the patients’ claim as a premature action
“to recover” benefits that was subject to the strictures in
§405(h). See 466 U. S., at 620. But in this case, as in Mich-
1igan Academy, the plaintiffs are providers, not patients.
Their challenges to the Secretary’s regulations simply do not
fall within the “to recover” language of §405(h) that was
obviously drafted to describe pecuniary claims. The incor-
poration of that language into the Medicare Act via § 1395ii
provides no textual support for the Court’s decision today.
Moreover, contrary to the Court’s “Pandora’s box” rhetoric,
ante, at 17-18, adherence to the plain meaning of “to re-
cover” would not make it necessary for the Court to revisit
any of its earlier cases. For this reason, as well as the rea-
sons set forth by JUSTICE THOMAS, I find nothing in the
relevant statutory text that should be construed to bar
this action.

JUSTICE SCALIA, dissenting.

I join the opinion of JUSTICE THOMAS except for Part III,
and think it necessary to add a few words in explanation
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of that vote: I am doubtful whether Bowen v. Michigan
Academy of Family Physicians, 476 U. S. 667 (1986), was
correctly decided, but that case being on the books, and
involving as it does a question of statutory interpretation,
I believe it requires affirmance here. There is in my view
neither any basis for holding that 42 U. S. C. §1395ii has a
different meaning with regard to Part A than with regard
to Part B, nor (since repeals by implication are disfavored)
any basis for holding that the subsequent addition of a
judicial-review provision distantly related to § 1395ii altered
the meaning we had authoritatively pronounced. See post,
at 38, n. 7 (THOMAS, J., dissenting).

I do not join Part III of JUSTICE THOMAS’s opinion be-
cause its reliance upon what it calls the presumption of pre-
enforcement review suggests that Michigan Academy was
(a fortiori) correctly decided. I might have thought, as an
original matter, that the categorical language of §§ 1395ii and
405(h) overcame even what JUSTICE THOMAS acknowledges
is the stronger presumption of some judicial review. See
post, at 45. With regard to the timing of review, I would
not even use the word “presumption” (a term which Abbott
Laboratories v. Gardner, 387 U. S. 136 (1967), applies only to
the preference for judicial review at some point, see id., at
140), since that suggests that some unusually clear statement
is required by way of negation. In my view, preenforcement
review is better described as the background rule, which can
be displaced by any reasonable implication (“persuasive rea-
son to believe,” as Abbott Laboratories put it, ibid.) from
the statute.

JUSTICE THOMAS, with whom JUSTICE STEVENS and
JUSTICE KENNEDY join, and with whom JUSTICE SCALIA
joins except as to Part I1I, dissenting.

Unlike the majority, I take no position on how 42 U. S. C.
§405(h) applies to respondent’s suit. That section is beside
the point in this case because it does not apply of its own
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force to the Medicare Act, but only by virtue of 42 U. S. C.
§1395ii, the Medicare Act’s incorporating reference to
§405(h).! I read Bowen v. Michigan Academy of Family
Physicians, 476 U. S. 667 (1986), to hold that this incorpo-
rating reference is triggered when a particular fact-bound
determination is in dispute, but not in the case, as here, of a
“challengle] to the validity of the Secretary’s instructions
and regulations.” Id., at 680. Though this (or any) inter-
pretation of §1395ii is not entirely free from doubt in light
of the arguable tension between Michigan Academy and our
earlier decision in Heckler v. Ringer, 466 U.S. 602 (1984),
I would resolve such doubt by following our longstanding
presumption in favor of preenforcement judicial review. Ac-
cordingly, I would hold that §405(h) does not apply to re-
spondent’s challenge, and therefore does not preclude re-
spondent from bringing suit under general federal-question
jurisdiction, 28 U. S. C. §1331.

I
A

Michigan Academy was the first time we discussed the
meaning of §1395ii. In earlier Medicare Act cases where
the plaintiffs had sought to proceed under general federal-
question jurisdiction, we either had no need to address
§ 1395ii, or assumed in passing (and without discussion) that
§ 1395ii always incorporates §405(h).

Our decision in United States v. Erika, Inc., 456 U. S. 201
(1982), involved the former situation. We dealt there with
a Part B dispute over the appropriate amount of reimburse-
ment for certain medical supplies.? The statute provided

1Section 1395ii provides in relevant part that the provisions of §405(h)
“shall also apply with respect to [the Medicare Act] to the same extent as
they are applicable with respect to [the Social Security Act].”

2Part B of the Medicare Act provides voluntary supplemental insurance
coverage to eligible individuals for certain physician charges and medical
services that are not covered by Part A. Individuals’ Part B benefits
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for the determination of benefit amounts to be made by a
private insurance carrier designated by the Secretary, and
authorized de nmovo review of the initial determination by
another officer designated by the carrier. Id., at 203 (citing
42 U.S. C. §139%5u (1982 ed.)). But the statutory scheme
did not mention the possibility of judicial review of Part B
benefit amount determinations, much less review by the
Secretary. By contrast, the statute did expressly provide
for administrative review by the Secretary and judicial re-
view in two instances: disputes concerning the claimant’s
eligibility for benefits under Part A or Part B, and disputes
over benefit amount determinations wunder Part A. 456
U. S., at 207 (citing 42 U. S. C. § 1395ff (1982 ed.)). We found
this contrast illuminating: “In the context of the statute’s
precisely drawn provisions, this omission provides per-
suasive evidence that Congress deliberately intended to
foreclose further review of [Part B benefit amount deter-
minations].” 456 U. S., at 208> The inference was strong
enough that we had no need to discuss the Government’s
alternative contention that §405(h) expressly precluded a
claim under general jurisdictional provisions. See id., at
206, n. 6. We therefore had no occasion to decide whether
§1395ii even incorporates §405(h) into the Medicare Act.
(So too in Weinberger v. Salfi, 422 U. S. 749 (1975), we did
not need to interpret §1395ii, but for a different and more
obvious reason: Salfi was a Social Security case, not a Medi-
care case, so §405(h) was directly applicable.)

claims are routinely assigned to providers of services, who then seek
reimbursement.

30ur decision in Erika illustrates the longstanding principle that a
statute whose provisions are finely wrought may support the preclu-
sion of judicial review, even though that preclusion is only by negative
implication. See, e. g., United States v. Fausto, 484 U. S. 439, 452 (1988),
Block v. Community Nutrition Institute, 467 U.S. 340, 351 (1984);
Switchmen v. National Mediation Bd., 320 U. S. 297, 305-306 (1943).
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Our opinion in Ringer was equally silent on the meaning
of §1395ii, this time assuming in passing that it operates
as a garden variety incorporating reference of §405(h),* an
assumption shared by the parties to the case, see Brief
for Petitioners 18, 22, and Brief for Respondents 26-29, in
Heckler v. Ringer, O.T. 1983, No. 82-1772. Ringer involved
a dispute over reimbursement for a surgical procedure under
Part A of the Act, see 466 U. S., at 608-609, n. 4, so, unlike
in Erika (which involved Part B), it was clear that the in-
dividual plaintiffs could seek judicial review under § 1395ff
(via §405(g)) after they had presented a claim for benefits to
the Secretary and suffered an unfavorable final decision.
But the plaintiffs chose not to follow this route to review.
Instead, they attempted to challenge the Secretary’s policy
prohibiting reimbursement for the surgery as violating con-
stitutional due process and several statutory provisions, in-
voking general federal-question jurisdiction.® As noted, we
assumed that §1395ii incorporates §405(h) in the situation
of a preenforcement challenge to the Secretary’s Medicare
Act regulations and policies, and held that §405(h)’s third
sentence—“No action against the United States, the [Secre-
taryl, or any officer or employee thereof shall be brought
under section 1331 or 1346 of title 28 to recover on any claim
arising under this subchapter”—expressly precluded Ring-
er’s suit. Ringer, 466 U. S., at 615-616.

4See Heckler v. Ringer, 466 U. S. 602, 614-615 (1984) (“The third sen-
tence of 42 U. S. C. §405(h), made applicable to the Medicare Act by 42
U. 8. C. §1395ii, provides that §405(g), to the exclusion of 28 U.S.C.
§1331, is the sole avenue for judicial review for all ‘claim[s] arising under’
the Medicare Act” (alteration in original)).

5The plaintiffs also asserted, to no avail, that the District Court had
jurisdiction under 28 U. S. C. §1361 (mandamus) and 42 U. S. C. § 1395ff
(1982 ed. and Supp. IT) (judicial review of Part A benefit amount determi-
nations). See Ringer, supra, at 617-618.
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B

We squarely addressed §1395ii for the first time in our
1986 decision in Bowen v. Michigan Academy of Family
Physicians, 476 U.S. 667. The Secretary had adopted a
regulation that authorized the payment of Part B benefits in
different amounts for similar physicians’ services. An asso-
ciation of family physicians and several individual doctors
filed suit to challenge this regulation. Id., at 668. These
plaintiffs asserted no concrete claim to Part B benefits, for
judicial review of such a claim was clearly foreclosed by the
statute as interpreted in Erika; they instead invoked
federal-question jurisdiction. Our unanimous opinion® in
their favor began by rejecting the Secretary’s contention
that the provisions construed in Erika impliedly precluded
review not only of benefit amount determinations under
Part B, but also of challenges against the Secretary’s meth-
odologies for determining such amounts. 476 U.S., at 673.
The “precisely drawn” provisions on which we had focused
in Erika did not support the Secretary’s proposed inference,
as they “simply d[id] not speak to challenges mounted
against the method by which such amounts are to be deter-
mined.” 476 U. S., at 675.

We then turned to the Secretary’s argument that §405(h),
incorporated by §1395ii into the Medicare Act, expressly
precludes a claimant from resorting to general federal-
question jurisdiction under 28 U.S.C. §1331. The Secre-
tary contended that under Salfi, supra, at 756-762, and
Ringer, supra, at 614-616, “the third sentence of §405(h) by
its terms prevents any resort to the grant of general
federal-question jurisdiction contained in 28 U. S. C. §1331.”
476 U.S., at 679. The plaintiffs responded that §405(h)’s
third sentence precludes use of §1331 only when Congress
has provided specific procedures for judicial review of final

5Then-JUSTICE REHNQUIST did not participate.
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agency action. Ibid. We declined, however, to enter that
debate:

“Whichever may be the better reading of Salfi and
Ringer, we need not pass on the meaning of §405(h) in
the abstract to resolve this case. Section 405(h) does
not apply on its own terms to Part B of the Medicare
program, but is instead incorporated mutatis mutandis
by §1395ii. The legislative history of both the statute
establishing the Medicare program and the 1972 amend-
ments thereto provides specific evidence of Congress’ in-
tent to foreclose review only of ‘amount determina-
tions’—i. e., those ‘quite minor matters,” 118 Cong. Rec.
33992 (1972) (remarks of Sen. Bennett), remitted finally
and exclusively to adjudication by private insurance
carriers in a ‘fair hearing.” By the same token, matters
which Congress did not delegate to private carriers,
such as challenges to the validity of the Secretary’s
instructions and regulations, are cognizable in courts
of law. In the face of this persuasive evidence of leg-
islative intent, we will not indulge the Government’s
assumption that Congress contemplated review by carri-
ers of ‘trivial’ monetary claims, ibid., but intended no
review at all of substantial statutory and constitutional
challenges to the Secretary’s administration of Part B of
the Medicare program.” Id., at 680 (footnotes omitted).

We accordingly held that the physicians’ challenge to the
Secretary’s regulation could proceed under general federal-
question jurisdiction.

C

In light of the quoted passage, it is beyond dispute that
our holding in Michigan Academy rested squarely on the
meaning of §1395ii. Accord, ante, at 17. Under Michi-
gan Academy, a case involving an “amount determinatio[n]”
would trigger §1395ii’s incorporation of §405(h), and thus
bar federal-question jurisdiction; a “challeng[e] to the valid-



38 SHALALA w». ILLINOIS COUNCIL ON LONG
TERM CARE, INC.

THOMAS, J., dissenting

ity of the Secretary’s instructions and regulations” would
not. 476 U. S., at 680.

This dichotomy does not translate exactly to the instant
case, the majority tells us, because the Secretary’s determi-
nation to terminate a nursing home’s provider agreement,
see 42 U.S. C. §1395ce(b) (1994 ed. and Supp. III), in no
sense resembles the determination of an “amount” of an
individual’s benefits under Part A or B, see §1395ff. There-
fore, the majority concludes, Michigan Academy’s interpre-
tation of §1395ii simply does not bear on respondent’s chal-
lenge to the Secretary’s regulations here. See ante, at 20.

But §1395ii applies to more than just §1395ff, the pro-
vision concerning benefit amounts; it applies, rather, to
the entire Medicare Act, including §1395cec, the provision
concerning provider agreements that ¢s directly at issue
here. And we have “stron[g] cause to construe a single
formulation . . . the same way each time it is called into
play.” Ratzlaf v. United States, 510 U. S. 135, 143 (1994).
Accordingly, the interpretation of § 1395ii that we announced
in Michigan Academy must have a more general import
than a distinction between Part B benefits determinations,
on the one hand, and Part B methods guiding such determi-
nations, on the other. Michigan Academy must have es-
tablished a distinction between, on the one hand, a dispute
over any particularized determination and, on the other
hand, a “challeng[e] to the validity of the Secretary’s instruc-
tions and regulations,” 476 U. S., at 680." The former trig-
gers §1395ii’s incorporation of §405(h); the latter does not.

This case obviously falls into the latter category. Re-
spondent in no way disputes any particularized determina-

"For this reason, it is beside the point that Congress amended § 1395ff
after Michigan Academy to make express provision for administrative
and judicial review of Part B benefits claims. See Pub. L. 99-509,
§9341(a)(1)(B), 100 Stat. 2037. Congress has not substantively amended
§1395ii since Michigan Academy, and so Michigan Academy’s gloss on
§1395ii deserves as much stare decisis respect today as it ever has.
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tions, but instead mounts a general challenge to the Secre-
tary’s regulations (and manual) prescribing inspection and
enforcement procedures for the teams that survey participat-
ing nursing homes, 59 Fed. Reg. 56116 (1994), claiming that
these were promulgated without notice and comment, are
unconstitutionally vague, contravene the Medicare Act’s re-
quirement of enforcement consistency, and violate due proc-
ess by affording insufficient administrative review. Like the
Michigan Academy plaintiffs, who challenged the Secre-
tary’s regulation concerning the payment of benefits for phy-
sicians’ services, 476 U. S., at 668, respondent may proceed
in District Court under general federal-question jurisdiction.

Perhaps recognizing that this result follows straight-
forwardly from what our Michigan Academy opinion actu-
ally says, the majority creatively recasts that decision as
having established an exception to § 1395ii’s incorporation of
§405(h): Section 1395ii will not apply “where its application
to a particular category of cases, such as Medicare Part B
‘methodology’ challenges, would not lead to a channeling of
review through the agency, but would mean no review at
all.” Ante, at 17. In doing so, the Court confuses the rea-
soning (more precisely, one half of the reasoning) of Michi-
gan Academy with the holding in that case. In Michigan
Academy, we undoubtedly relied on the reality that, if the
challenge to the Secretary’s regulations were not allowed
to proceed under general federal-question jurisdiction, the
Secretary’s administration of Part B benefit amount deter-
minations would be entirely insulated from judicial review, a
result in tension with the “‘strong presumption that Con-
gress did not mean to prohibit all judicial review’ of execu-
tive action.”® 476 U. S., at 681 (quoting Dunlop v. Bachow-

8 The majority opinion may enjoy the “virtule] of consistency with Mich-
igan Academy’s actual language,” ante, at 19—but only some of the lan-
guage, and not the most important part. As I explain in the text, the
language that the majority opinion purports to track merely sets forth one
of the two rationales for the holding in Michigan Academy. My reading
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ski, 421 U. S. 560, 567 (1975)). But we placed at least equal
reliance on the legislative history of the 1972 amendments
to the Medicare Act, see 476 U. S., at 680, and our holding
was that challenges to particular determinations would trig-
ger §1395ii, whereas challenges to the Secretary’s instruc-
tions and regulations governing particular determinations
would not, ibid.; see supra, at 38. Indeed, in setting aside
the physicians’ argument that §405(h) bars general federal-
question jurisdiction only when Congress has provided
“specific procedures . . . for judicial review of final action
by the Secretary,” Michigan Academy, supra, at 679-680,
we expressly declined to decide the case by announcing the
“exception” suggested by the majority. While we might
have done so, cf. Mathews v. Eldridge, 424 U. S. 319, 328-
330 (1976) (describing limited exception to §405(g)’s require-
ment that Secretary’s decision be “final” before judicial re-
view may be sought), we simply did not phrase our holding
in those terms.
II

To be sure, the reading of Michigan Academy that I would
adopt (and that the Court of Appeals adopted below, 143
F. 3d 1072, 1075-1076 (CA7 1998)), dictates a different result
in the earlier Ringer case. In Ringer, recall, the respond-
ents were individual Medicare claimants who brought a chal-
lenge to the Secretary’s policy regarding payment of Medi-
care benefits for a specific surgical procedure. As noted, we
(and the parties) simply assumed that § 1395ii’s incorporating
reference to §405(h) was triggered by such a challenge, and
proceeded directly to decide the case based on §405(h). And
yvet, under Michigan Academy’s gloss on §1395ii, we would
never have reached §405(h) because § 1395ii would not have

of Michigan Academy, not the majority’s, is consistent with the language
in Michigan Academy setting forth that case’s holding: §1395ii “fore-
close[s] review only of ‘amount determinations,’ . .. [not] challenges to the
validity of the Secretary’s instructions and regulations.” 476 U. S., at 680.
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been activated by such a “challeng[e] to the validity of the
Secretary’s . . . regulatio[n].” 476 U. S., at 680.°

But it is one thing to conclude that the result in Ringer
would have been different had we applied Michigan Acade-
my’s §1395ii analysis to that case; it is quite another to de-
clare that Michigan Academy effected a sub silentio over-
ruling of Ringer. Contrary to the majority’s representation,
ante, at 18, my approach entails only the former, and there-
fore does not offend stare decisis principles as a sub stlentio
overruling would. As noted, supra, at 35, our opinion in
Ringer did not expressly decide the meaning of § 1395ii, as-
suming instead (as the parties had done) that § 1395ii func-
tions as a garden variety incorporating reference, 7. e., that
§1395ii incorporates §405(h) in every case involving the
Medicare Act. Accordingly, “[t]he most that can be said is
that the point was in the cas[e] if anyone had seen fit to
raise it. Questions which merely lurk in the record, neither
brought to the attention of the court nor ruled upon, are
not to be considered as having been so decided as to consti-
tute precedents.” Webster v. Fall, 266 U. S. 507, 511 (1925).
See also, e. g., Lopez v. Monterey County, 525 U. S. 266, 281
(1999) (“['TThis Court is not bound by its prior assumptions”);
United States v. L. A. Tucker Truck Lines, Inc., 344 U. S.
33, 38 (1952). In other words, Michigan Academy could
not have overruled Ringer (sub silentio or otherwise) on a

9While I readily agree with the majority’s observation that my reading
of Michigan Academy implies a different result in Ringer, I fail to com-
prehend the majority’s assertion that my view of Michigan Academy
also implies a different result in Weinberger v. Salfi, 422 U. S. 749 (1975).
See ante, at 18-19. As noted, supra, at 34, Salfi was a Social Security
case, and so §405(h) applied of its own force.

Our post-Michigan Academy cases are entirely consistent with my
reading of Michigan Academy. For example, in Your Home Visiting
Nurse Services, Inc. v. Shalala, 525 U. S. 449 (1999), the challenge was
directed to a particular determination of reimbursement benefits, and
we held that §405(h), as incorporated into the Medicare Act by § 1395ii,
precluded resort to general federal-question jurisdiction.
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point that Ringer did not decide. The majority opinion can
therefore claim no support from its asserted “consistency
with the holdings of earlier cases such as Ringer.” Ante,
at 19. Ringer simply does not constitute a holding on the
meaning of §1395ii; or if it does, the majority has engaged
in the very practice it condemns—a sub silentio overruling
(of Webster v. Fall, supra,).

Moreover, the majority’s criticism of my approach as de-
claring a sub silentio overruling is just as well directed at
itself, for Ringer is no less overruled by the majority’s view
of Michigan Academy than by my own. According to the
majority, the Michigan Academy “exception” to §1395ii ap-
plies where the aggrieved party “can obtain no review at all
unless it can obtain judicial review in a § 1331 action.” Ante,
at 20. Consider how this test would apply to Freeman
Ringer, one of the four plaintiffs in Ringer. Ringer sought
to challenge the Secretary’s policy proscribing reimburse-
ment for a certain type of surgery (a Part A benefits issue),
invoking general federal-question jurisdiction. He had no
concrete reimbursement claim to present, for he did not
possess the financial means to pay for the surgery up front
and await reimbursement. Nor, apparently, could he obtain
private financing for the surgery. See Ringer, 466 U. S., at
620; id., at 637, n. 24 (STEVENS, J., concurring in judgment
in part and dissenting in part) (“Ringer would like nothing
more than to give the Secretary [the] opportunity [to rule
on a concrete claim for reimbursement]”); Brief for Petition-
ers 42-43, n. 23. It seems to me that Ringer is the paradig-
matic example of a party who “can obtain no review at all
unless [he] can obtain judicial review in a §1331 action,”
ante, at 20, such that he plainly would qualify for the Michi-
gan Academy exception to §1395ii as described by the
majority.

The majority purports to reaffirm Ringer in toto, but it
does so only by revising that case to hold that Ringer, not-
withstanding his own inability to obtain judicial review with-
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out an anticipatory challenge, did not qualify for the Michi-
gan Academy exception to §1395ii because others in his
class could afford to pursue review by undergoing the sur-
gery and presenting a concrete claim for reimbursement.
See ante, at 12. Setting aside the peculiarity of interpreting
a statute to deny judicial review to the poor with the promise
that the rich will obtain review in their stead,'® the ma-
jority’s gloss on Ringer ignores the Ringer Court’s own de-
scription of its holding. In rejecting plaintiff Ringer’s at-
tempt to use §1331, the Ringer Court did not rely on some
notion that Ringer or those similarly situated to him could
as a practical matter seek judicial review through some
means other than §1331; the Court instead reasoned that
Ringer’s claim was “essentially one requesting the payment
of benefits for [a particular] surgery, a claim cognizable only
under §405(g).” 466 U. S., at 620.

II1

It would overstate matters to say that the foregoing analy-
sis demonstrates beyond question that respondent may in-
voke general federal-question jurisdiction. Any remaining
doubt is resolved, however, by the longstanding canon that
“judicial review of executive action ‘will not be cut off unless
there is persuasive reason to believe that such was the pur-
pose of Congress.”” Gutierrez de Martinez v. Lamagno,
515 U. S. 417, 424 (1995) (quoting Abbott Laboratories v.
Gardner, 387 U. S. 136, 140 (1967)). See also, e. g., McNary
v. Haitian Refugee Center, Inc., 498 U. S. 479, 496 (1991);

1©The majority attempts to soften the blow by explaining that “indi-
vidual hardship may be mitigated in a different way, namely, through
excusing a number of the steps in the agency process, though not the step
of presentment of the matter to the agency.” Ante, at 23 (emphasis
added). But the italicized words show why the majority’s concession pro-
vides cold comfort to a plaintiff like Ringer—or, arguably, the nursing
homes represented by respondent here, see ante, at 21-22—who cannot
afford to present a concrete claim to the agency, and thus can obtain
neither administrative nor judicial review.
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Traynor v. Turnage, 485 U.S. 535, 542 (1988); Michigan
Academy, 476 U. S., at 670; Johnson v. Robison, 415 U. S.
361, 373-374 (1974); Stark v. Wickard, 321 U.S. 288, 309-
310 (1944).

The rationale for this “presumption,” Abbott Laboratories,
supra, at 140, is straightforward enough: Our constitutional
structure contemplates judicial review as a check on adminis-
trative action that is in disregard of legislative mandates or
constitutional rights. As Chief Justice Marshall explained:

“‘It would excite some surprise if, in a government of
laws and of principle, furnished with a department
whose appropriate duty it is to decide questions of right,
not only between individuals, but between the govern-
ment and individuals; a ministerial officer might, at
his discretion, issue this powerful process . . . leaving to
[the claimant] no remedy, no appeal to the laws of his
country, if he should believe the claim to be unjust. But
this anomaly does not exist; this imputation cannot be
cast on the legislature of the United States.”” United
States v. Nourse, 9 Pet. 8, 28-29 (1835) (as quoted in
Gutierrez de Martinez, supra, at 424).

See also S. Breyer, R. Stewart, C. Sunstein, & M. Spitzer,
Administrative Law and Regulatory Policy 832 (4th ed. 1999)
(suggesting that “the presumption of review owes its source
to considerations of accountability and legislative supremacy,
ideas embodied in article I, and also to rule of law consid-
erations, embodied in the due process clause”); Michigan
Academy, supra, at 681-682, n. 12 (noting that interpreting
statute to allow judicial review would avoid the serious
constitutional issue that would arise if a judicial forum for
constitutional claims were denied).!!

1'We have observed that Congress “reinforced” the presumption by
enacting the Administrative Procedure Act (APA), which “embodies the
basic presumption of judicial review to one ‘suffering legal wrong because
of agency action, or adversely affected or aggrieved by agency action
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Contrary to the Secretary’s representation, Brief for Pe-
titioners 31-32, the presumption favors not merely judicial
review “at some point,” but preenforcement judicial review.
While it is true that the presumption may not be quite as
strong when the question is now-or-later instead of now-or-
never, see Thunder Basin Coal Co. v. Reich, 510 U. S. 200,
207, n. 8, 215, n. 20 (1994), our cases clearly establish that the
presumption applies in the former context. Indeed, Abbott
Laboratories, the “important case . . . which marks the re-
cent era of increased access to judicial review,” Breyer,
supra, at 831, itself involved a preenforcement challenge to
a regulation. Although the Food, Drug, and Cosmetic Act
(FDCA) did not authorize a preenforcement challenge to
the type of regulation the Secretary had issued, and indeed
expressly enumerated certain other kinds of regulations for
which preenforcement review was available, we explained
that these indicia of congressional intent must be viewed
through the lens of the presumption:

“The first question we consider is whether Congress by
the [FDCA] intended to forbid pre-enforcement review
of this sort of regulation promulgated by the Com-
missioner. The question is phrased in terms of ‘pro-
hibition’ rather than ‘authorization’ because a survey of
our cases shows that judicial review of a final agency
action by an aggrieved person will not be cut off unless
there is persuasive reason to believe that such was the
purpose of Congress.” Abbott Laboratories, 387 U. S.,
at 139-140.

We thus held that the suit could proceed. Id., at 148.

More recently, in Haitian Refugee Center, we reaffirmed
the applicability of the presumption in the context of a pre-
enforcement challenge. At issue in that case was the consti-
tutionality of the Immigration and Naturalization Service’s

within the meaning of a relevant statute.”” Abbott Laboratories v. Gard-
ner, 387 U. S. 136, 140 (1967) (quoting 5 U. S. C. § 702 (1964 ed., Supp. I11)).



46 SHALALA w». ILLINOIS COUNCIL ON LONG
TERM CARE, INC.

THOMAS, J., dissenting

(INS) procedures for administering an amnesty program
for illegal aliens. Despite the availability of judicial review
of these procedures in the context of statutorily authorized
review of orders of exclusion or deportation, and notwith-
standing the statute’s express prohibition of judicial re-
view of an INS “determination respecting an application
for adjustment of status [under the amnesty program],” 8
U. S. C. §1160(e)(1), we held that these factors did not suf-
fice to trump the “strong presumption in favor of judicial
review of administrative action.” Haitian Refugee Center,
498 U. S., at 498.

The majority declines to employ the presumption in
favor of preenforcement review to resolve the ambiguity
in §1395ii; instead, it concocts a presumption against pre-
enforcement review, stating that its holding is “consisten]t]
with the distinction that this Court has often drawn between
a total preclusion of review and postponement of review.”
Ante, at 19 (citing Salfi, 422 U. S., at 762; Thunder Basin
Coal, supra, at 207, n. 8; Haitian Refugee Center, supra, at
496-499). But Thunder Basin Coal, as noted, supra, at 45,
teaches only that the presumption is not as strong when the
problem is one of delayed judicial review rather than com-
plete denial of judicial review—it does not establish that the
presumption lacks any force in the former context. And
Haitian Refugee Center directly supports the applicability
of the presumption in favor of preenforcement review; we
there invoked the presumption even though the plaintiffs had
a postenforcement review option—voluntarily surrendering
themselves for deportation and availing themselves of the
statutorily authorized judicial review of an order of exclu-
sion or deportation. 498 U. S.; at 496. Only Salfi provides
the majority with modest support insofar as it acknowledged
(and distinguished) just the presumption against the com-
plete denial of judicial review, 422 U. S., at 762, omitting men-
tion of the presumption against delayed judicial review. But
this omission is readily explained: Presentment of a Social
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Security benefits claim for purposes of 42 U. S. C. §405(g) is
accomplished by the near-costless act of filing an application
for benefits, to be contrasted with the extremely burden-
some presentment requirement facing the aliens in Haitian
Refugee Center or the named plaintiff in Ringer. The only
significant hardship facing the claimants in Salfi arose from
the possibility that a lengthy administrative review proc-
ess would postpone a judicial decision ordering the Secre-
tary to pay the disputed benefits; but the Court took care
of that problem by leniently construing §405(g)’s require-
ment of a “final” agency decision and by allowing the Sec-
retary to waive entirely §405(g)’s requirement that decision
be made “after a hearing.” At bottom, then, the major-
ity cannot demonstrate why the presumption in favor of
preenforcement review, which dates at least from Abbott
Laboratories, should not be invoked to resolve the debate
between our conflicting readings of § 1395ii.

There is a practical reason why we employ the pre-
sumption not only to questions of whether judicial review
is available, but also to questions of when judicial re-
view is available. Delayed review—that is, a requirement
that a regulated entity disobey the regulation, suffer an
enforcement proceeding by the agency, and only then seek
judicial review—may mean no review at all. For when
the costs of “presenting” a claim via the delayed review
route exceed the costs of simply complying with the regu-
lation, the regulated entity will buckle under and comply,
even when the regulation is plainly invalid. See Seidenfeld,
Playing Games with the Timing of Judicial Review, 58 Ohio
St. L. J. 85, 104 (1997). And we can expect that this con-
sequence will often flow from an interpretation of an am-
biguous statute to bar preenforcement review. In Haitian
Refugee Center, for example, the aliens’ “postenforcement”
review option for asserting their challenge to the agency’s
procedures required the aliens to voluntarily surrender
themselves for deportation, suffer an order of deporta-



48 SHALALA w». ILLINOIS COUNCIL ON LONG
TERM CARE, INC.

THOMAS, J., dissenting

tion, and seek judicial review of that order in the court of
appeals. These costs of presentment, we explained, were
“[q]uite obviously . . . tantamount to a complete denial of
judicial review for most undocumented aliens.” 498 U.S.,
at 496-497.

A similar predicament faces the nursing homes repre-
sented by respondent in the instant case, who contend that
the Secretary’s regulations (and manual) governing en-
forcement of substantive standards are unlawful in various
respects. The nursing homes’ “postenforcement” review
route is delineated by 42 U. S. C. §1395cc(h)(1), which pro-
vides that “an institution or agency dissatisfied . . . with
a determination described in subsection (b)(2) of this sec-
tion shall be entitled to a hearing thereon by the Secretary
(after reasonable notice) to the same extent as is provided
in section 405(b) of this title, and to judicial review of the
Secretary’s final decision after such hearing as is provided
in section 405(g) of this title.” While the meaning of “deter-
mination” in the referenced 42 U. S. C. §1395cc(b)(2) (1994
ed., Supp. III) is not entirely free from doubt, the Secretary
has interpreted these provisions to mean that administrative
and judicial review is afforded for “any determination that a
provider has failed to comply substantially with the statute,
agreements, or regulations, whether termination or ‘some
other remedy is imposed.””  Ante, at 21 (quoting Reply Brief
for Petitioners 14 (emphasis in original)). Still, even under
the Secretary’s reading, an inspection team’s assessment of
a deficiency (for noncompliance) against the nursing home
does not suffice to trigger administrative and judicial review
under § 1395cce(h). Presentment of a claim via § 1395ce(h) re-
quires the nursing home not merely to expose itself to an
assessment of a deficiency by an inspection team, but also
to forbear correction of the deficiency until the Secretary
(or her state designees) impose a remedy.

Respondent and its amici advance several plausible rea-
sons why such forbearance will prove costly—indeed, costly
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enough that compliance with the challenged regulations
and manual is the more rational option. For one, nursing
homes face the prospect of termination—the most severe of
remedies—simply by virtue of failing to submit a voluntary
plan of correction and correct the deficiencies. See 42 CFR
§488.456(b)(1) (1998). The Secretary’s only response is that
terminations are rarely imposed in fact, and certainly are
not imposed where the provider has postponed correction
of its deficiencies in order to preserve its appeal rights. But
any such leniency is solely a matter of grace by the Secre-
tary, see Tr. of Oral Arg. 31, and provides little comfort to
a nursing facility pondering the §1395ce(h) route to judicial
review. And exposure to the termination remedy is not the
only consequence faced by a nursing home that forestalls
correction of its deficiencies. The Secretary also may im-
pose civil monetary penalties, which accrue for each day
of noncompliance, 42 CFR §§488.430, 488.440(b) (1998), and
thus quite plainly stand as a calibrated deterrent to the for-
bearance strategy. Cf. Ex parte Young, 209 U. S. 123, 148
(1908) (“[T]o impose upon a party interested the burden of
obtaining a judicial decision . . . only upon the condition that
if unsuccessful he must suffer imprisonment and pay fines. ..
is, in effect, to close up all approaches to the courts”).!?
Other costs of the forbearance strategy are less tangible,
but potentially as significant. For example, a finding of a
deficiency at a nursing facility—which may well rest on un-
balanced or inaccurate data—is posted in a place easily ac-
cessible to residents, 42 CFR §483.10(g)(1) (1998), disclosed

2Tn Thunder Basin Coal Co. v. Reich, 510 U.S. 200 (1994), the ag-
grieved mine operator was similarly subject to civil penalties ($5,000) for
each day of noncompliance with statutory provisions, which would become
final and payable after review by the agency and the appropriate court of
appeals. Id., at 204, n. 4, 218. But, unlike the nursing homes at issue
here, the aggrieved mine operator apparently had the option of complying
and then bringing a judicial challenge. See id., at 221 (SCALIA, J., concur-
ring in part and concurring in judgment).



50 SHALALA w». ILLINOIS COUNCIL ON LONG
TERM CARE, INC.

THOMAS, J., dissenting

to the public, 42 U. S. C. §1395i-3(g)(5)(A), and posted on
the Health Care Finance Authority’s Internet website,
Reply Brief for Petitioners 20, n. 20.1* Such negative pub-
licity, which occurs before the nursing home may avail itself
of administrative or judicial review via §1395cc(h), is likely
to result in substantial reputational harm. See Gardner v.
Toilet Goods Assn., Inc., 387 U. S. 167, 172 (1967) (“Respond-
ents note the importance of public good will in their indus-
try, and not without reason fear the disastrous impact of
an announcement that their cosmetics have been seized as
‘adulterated’”).

I recount these allegations of hardship to respondent’s
members not because they inform any case-by-case applica-
tion of the presumption in favor of preenforcement review,
but rather because such concerns motivate the presumption
in a general sense. A case-by-case inquiry into hardship is
accommodated instead by ripeness doctrine, which “evalu-
ate[s] both the fitness of the issues for judicial decision and
the hardship to the parties of withholding court consid-
eration.” Abbott Laboratories, 387 U. S., at 149 (emphasis
added). I read our cases to establish just this sort of analy-
sis: (1) in light of the presumption, construe an ambiguous
statute in favor of preenforcement review; (2) apply ripe-
ness doctrine to determine whether the suit should be
entertained. Thus, in Abbott Laboratories and its two
companion cases, we construed an ambiguous statute to
permit preenforcement review, see id., at 148; Gardner v.
Toilet Goods Assn., supra, at 168; Toilet Goods Assn., Inc.
v. Gardner, 387 U. S. 158, 160 (1967), but we then proceeded
to hold that only the suits in the first two of these cases were

B'While the Secretary represents, Reply Brief for Petitioners 20, n. 20,
and the Court accepts, ante, at 22, that a deficient nursing home may
post a response on the website, respondent’s amici American Health Care
Association et al. assert that the website does not accommodate provider
comments, but only lists the date a facility has corrected a deficiency, Brief
for American Health Care Association et al. as Amici Curiae 18.
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ripe, Abbott Laboratories, supra, at 156; Gardner v. Totilet
Goods Assn., supra, at 170; Toilet Goods Assn. v. Gardner,
supra, at 160-161. See also Reno v. Catholic Social Serv-
ices, Inc., 509 U. S. 43, 56-66 (1993) (similar). In line with
this mode of analysis, the court below, after concluding
that the Medicare Act does not preclude general federal-
question jurisdiction over a preenforcement challenge to
the Secretary’s regulations, held that respondent’s APA
notice-and-comment challenge was ripe but that its consti-
tutional vagueness claim was not. 143 F. 3d, at 1076-1077.

While I express no view on the proper application of ripe-
ness doctrine to respondent’s claims,'* I am confident that
this method of analysis enjoys substantially more support
in our cases than does the majority’s approach, which pre-
scribes a case-by-case hardship inquiry at the threshold
stage of determining whether preenforcement review has
been precluded by statute. See ante, at 20 (holding that
§1395ii does not incorporate §405(h) where the aggrieved
party “can obtain no review at all unless it can obtain judicial
review in a §1331 action”). While the majority’s variation
would be harmless if its hardship test were no more strin-
gent than the hardship prong of ordinary ripeness doctrine,
I presume its test is more exacting—otherwise the majority
opinion is no more than a well-disguised application of ripe-
ness doctrine to the facts of this case.’® At bottom, then,
the majority superimposes a more burdensome hardship test
on ordinary ripeness doctrine for aggrieved persons who

“4The Secretary did not seek review of the Court of Appeals’ hold-
ing that respondent’s APA notice-and-comment challenge is ripe, Pet. for
Cert. I, and this Court denied respondent’s cross-petition for certiorari
seeking review of the Court of Appeals’ holding that respondent’s vague-
ness challenge is not ripe, 526 U. S. 1067 (1999).

5The majority acknowledges that its hardship test is more burden-
some than the hardship prong of ripeness doctrine in at least one respect.
We are told that the relevant hardship is not that endured by the “individ-
ual plaintiff,” but rather that confronted by the “class” of persons similarly
situated to the individual plaintiff. Ante, at 22-23; see supra, at 42-43.
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seek to bring a preenforcement challenge to the Secretary’s
regulations under the Medicare Act.!

* * *

Instead, I would hold that § 1395ii, as interpreted by Mich-
1igan Academy, does not in this case incorporate §405(h)’s
preclusion of federal-question jurisdiction, especially in
light of the presumption in favor of preenforcement review.
I respectfully dissent.

16The majority betrays its misunderstanding of the relationship be-
tween the presumption in favor of preenforcement review and ripe-
ness doctrine when it says that “any . . . presumption [in favor of pre-
enforcement review] must be far weaker than a presumption against
preclusion of all review in light of the traditional ripeness doctrine, which
often requires initial presentation of a claim to an agency.” Ante, at 19—
20. I do not dispute that respondent must demonstrate that its claims
are ripe before the District Court may entertain respondent’s preenforce-
ment challenge. My point is only that respondent should be permitted
to make its ripeness argument and to have that argument assessed ac-
cording to traditional ripeness doctrine, rather than facing statutory pre-
clusion of review by (inevitably) failing the majority’s “super-hardship”
test. As I explained, supra, at 50, our cases establish a two-step analysis:
(1) in light of the presumption in favor of preenforcement review, construe
an ambiguous statute to allow preenforcement review; (2) apply ripeness
doctrine to determine whether the suit should be entertained.
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No. 98-1696. Argued December 8, 1999—Decided March 1, 2000

Respondent had been serving time in federal prison for multiple drug
and firearms felonies when two of his convictions were declared invalid.
As a result, he had served 2.5 years’ too much prison time and was at
once set free, but a 3-year term of supervised release was yet to be
served on the remaining convictions. He filed a motion to reduce his
supervised release term by the amount of extra prison time he served.
The District Court denied relief, explaining that the supervised release
commenced upon respondent’s actual release from incarceration, not be-
fore. The Sixth Circuit reversed, accepting respondent’s argument that
his supervised release term commenced not on the day he left prison,
but when his lawful term of imprisonment expired.

Held: This Court is bound by the controlling statute, 18 U. S. C. § 3624(e),
which, by its necessary operation, does not reduce the length of a
supervised release term by reason of excess time served in prison.
Under §3624(e), a supervised release term does not commence until an
individual “is released from imprisonment.” The ordinary, common-
sense meaning of “release” is to be freed from confinement. To say
respondent was released while still imprisoned diminishes the concept
the word intends to convey. Section 3624(e) also provides that a super-
vised release term comes “after imprisonment,” once the prisoner is
“released by the Bureau of Prisons to the supervision of a probation
officer.” Thus, supervised release does not run while an individual
remains in the Bureau of Prisons’ custody. The phrase “on the day the
person is released” in §3624(e) suggests a strict temporal interpreta-
tion, not some fictitious or constructive earlier time. Indeed, the sec-
tion admonishes that “supervised release does not run during any period
in which the person is imprisoned.” The statute does provide for con-
current running of supervised release in specific, identified cases, but
the Court infers that Congress limited §3624(e) to the exceptions set
forth. Finally, §3583(e)(3) does not have a substantial bearing on the
interpretive issue, for this directive addresses instances where con-
ditions of supervised release have been violated, and the court orders
a revocation. While the text of §3624(e) resolves the case, the Court’s
conclusion accords with the objectives of supervised release, which in-
clude assisting individuals in their transition to community life. Super-
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vised release fulfills rehabilitative ends, distinct from those served by
incarceration. The Court also observes that the statutory structure
provides a means to address the equitable concerns that exist when an
individual is incarcerated beyond the proper expiration of his prison
term. The trial court, as it sees fit, may modify the individual’s super-
vised release conditions, § 3583(e)(2), or it may terminate his supervised
release obligations after one year of completed service, §3583(e)(1).
Pp. 56-60.
154 F. 3d 569, reversed and remanded.

KENNEDY, J., delivered the opinion for a unanimous Court.

Barbara McDowell argued the cause for the United
States. With her on the briefs were Solicitor General
Waxman, Assistant Attorney General Robinson, Deputy
Solicitor General Dreeben, and Richard A. Friedman.

Kevin M. Schad argued the cause and filed a brief for
respondent.*

JUSTICE KENNEDY delivered the opinion of the Court.

An offender had been serving time in federal prison for
multiple felonies when two of his convictions were de-
clared invalid. As a result, he had served too much prison
time and was at once set free, but a term of supervised re-
lease was yet to be served on the remaining convictions.
The question becomes whether the excess prison time should
be credited to the supervised release term, reducing its
length. Bound by the text of the controlling statute, 18
U.S. C. §3624(e), we hold that the supervised release term
remains unaltered.

Respondent Roy Lee Johnson was convicted in 1990 on
two counts of possession with an intent to distribute con-
trolled substances, 84 Stat. 1260, 21 U.S.C. §841(a), on
two counts of use of a firearm in connection with a drug
trafficking crime, 18 U. S. C. §924(c) (1994 ed. and Supp. IV),

*Edward M. Chikofsky, Barbara E. Bergman, and Henry J. Bemporad
filed a brief for the National Association of Criminal Defense Lawyers
et al. as amici curiae urging affirmance.
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and on one count of possession of a firearm by a convicted
felon, §922(g). He received a sentence of 171 months’ im-
prisonment, consisting of three concurrent 51-month terms
on the §841(a) and §922(g) counts, to be followed by two
consecutive 60-month terms on the §924(c) counts. In addi-
tion, the District Court imposed a mandatory 3-year term
of supervised release for the drug possession offenses. See
21 U. S. C. §841(b)(1)(C) (1994 ed., Supp. III). The Court of
Appeals, though otherwise affirming respondent’s convic-
tions and sentence, concluded the District Court erred in
sentencing him to consecutive terms of imprisonment for
the two § 924(c) firearm offenses. United States v. Johnson,
25 F. 3d 1335, 1337-1338 (CA6 1994) (en banc). On remand
the District Court modified the prisoner’s sentence to a term
of 111 months.

After our decision in Bailey v. United States, 516 U. S. 137
(1995), respondent filed a motion under 28 U. S. C. §2255 to
vacate his §924(c) convictions, and the Government did not
oppose. On May 2, 1996, the District Court vacated those
convictions, modifying respondent’s sentence to 51 months.
He had already served more than that amount of time, so
the District Court ordered his immediate release. His term
of supervised release then went into effect. This dispute
concerns its length.

In June 1996, respondent filed a motion requesting the
Distriect Court to reduce his supervised release term by 2.5
years, the extra time served on the vacated §924(c) con-
victions. The District Court denied relief, explaining that
pursuant to 18 U. S. C. §3624(e) the supervised release com-
menced upon respondent’s actual release from incarcera-
tion, not before. Granting respondent credit, the court ob-
served, would undermine Congress’ aim of using supervised
release to assist convicted felons in their transitions to com-
munity life.

A divided Court of Appeals reversed. 154 F. 3d 569 (CA6
1998). The court accepted respondent’s argument that his
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term of supervised release commenced not on the day he left
prison confines but earlier, when his lawful term of imprison-
ment expired. [Id., at 571. Awarding respondent credit for
the extra time served, the court further concluded, would
provide meaningful relief because supervised release, while
serving rehabilitative purposes, is also “punitive in nature.”
Ibid. Judge Gilman dissented, agreeing with the position
of the District Court. Id., at 572-573.

The Courts of Appeals have reached differing conclusions
on the question presented. Compare United States v.
Blake, 838 F. 3d 824, 825 (CA9 1996) (supervised release
commences on the date defendants “should have been re-
leased, rather than on the dates of their actual release”),
with United States v. Jeanes, 150 F. 3d 483, 485 (CA5 1998)
(supervised release cannot run during any period of impris-
onment); United States v. Joseph, 109 F. 3d 34 (CA1 1997)
(same); United States v. Douglas, 88 F. 3d 533, 534 (CAS8
1996) (same). We granted certiorari to resolve the question,
527 U. S. 1062 (1999), and we now reverse.

Section 3583(a) of Title 18 authorizes, and in some in-
stances mandates, sentencing courts to order supervised
release terms following imprisonment. On the issue pre-
sented for review—whether a term of supervised release
begins on the date of actual release from incarceration or
on an earlier date due to a mistaken interpretation of fed-
eral law—the language of §3624(e) controls. The statute
provides in relevant part:

“A prisoner whose sentence includes a term of super-
vised release after imprisonment shall be released by
the Bureau of Prisons to the supervision of a probation
officer who shall, during the term imposed, supervise
the person released to the degree warranted by the con-
ditions specified by the sentencing court. The term of
supervised release commences on the day the person is
released from imprisonment and runs concurrently with
any Federal, State, or local term of probation or super-
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vised release or parole for another offense to which the
person is subject or becomes subject during the term
of supervised release. A term of supervised release
does not run during any period in which the person is
imprisoned in connection with a conviction for a Federal,
State, or local crime unless the imprisonment is for a
period of less than 30 consecutive days.”

The quoted language directs that a supervised release
term does not commence until an individual “is released
from imprisonment.” There can be little question about
the meaning of the word “release” in the context of im-
prisonment. It means “[t]Jo loosen or destroy the force of;
to remove the obligation or effect of; hence to alleviate
or remove; . . . [tJo let loose again; to set free from re-
straint, confinement, or servitude; to set at liberty; to let go.”
Webster’s New International Dictionary 2103 (2d ed. 1949).
As these definitions illustrate, the ordinary, commonsense
meaning of release is to be freed from confinement. To say
respondent was released while still imprisoned diminishes
the concept the word intends to convey.

The first sentence of §3624(e) supports our construction.
A term of supervised release comes “after imprisonment,”
once the prisoner is “released by the Bureau of Prisons to
the supervision of a probation officer.” Supervised release
does not run while an individual remains in the custody of
the Bureau of Prisons. The phrase “on the day the person
is released,” in the second sentence of §3624(e), suggests a
strict temporal interpretation, not some fictitious or con-
structive earlier time. The statute does not say “on the
day the person is released or on the earlier day when he
should have been released.” Indeed, the third sentence
admonishes that “supervised release does not run during any
period in which the person is imprisoned.”

The statute does provide for concurrent running of super-
vised release in specific cases. After the operative phrase
“released from imprisonment,” §3624(e) requires the con-



58 UNITED STATES ». JOHNSON

Opinion of the Court

current running of a term of supervised release with terms
of probation, parole, or with other, separate terms of super-
vised release. The statute instruects that concurrency is per-
mitted not for prison sentences but only for those other types
of sentences given specific mention. The next sentence in
the statute does address a prison term and does allow con-
current counting, but only for prison terms less than 30 days
in length. When Congress provides exceptions in a statute,
it does not follow that courts have authority to create others.
The proper inference, and the one we adopt here, is that
Congress considered the issue of exceptions and, in the end,
limited the statute to the ones set forth. The 30-day excep-
tion finds no application in this case; each of respondent’s
sentences, to which the term of supervised release attached,
exceeded that amount of time. Finally, § 3583(e)(3) does not
have a substantial bearing on the interpretive issue, for this
directive addresses instances where conditions of supervised
release have been violated, and the court orders a revocation.

Our conclusion finds further support in 18 U. S. C.
§3583(a), which authorizes the imposition of “a term of su-
pervised release after imprisonment.” This provision, too,
is inconsistent with respondent’s contention that confinement
and supervised release can run at the same time. The stat-
ute’s direction is clear and precise. Release takes place on
the day the prisoner in fact is freed from confinement.

The Court of Appeals reasoned that reduction of respond-
ent’s supervised release term was a necessary implementa-
tion of §3624(a), which provides that “[a] prisoner shall be
released by the Bureau of Prisons on the date of the expira-
tion of the prisoner’s term of imprisonment . . ..” All con-
cede respondent’s term of imprisonment should have ended
earlier than it did. It does not follow, however, that the
term of supervised release commenced, as a matter of law,
once he completed serving his lawful sentences. It is true
the prison term and the release term are related, for the
latter cannot begin until the former expires. Though inter-
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related, the terms are not interchangeable. The Court of
Appeals was mistaken in holding otherwise, and the text
of §3624(e) cannot accommodate the rule the Court of Ap-
peals derived. Supervised release has no statutory func-
tion until confinement ends. Cf. United States v. Grand-
erson, 511 U.S. 39, 50 (1994) (observing that “terms of
supervised release . . . follow up prison terms”). The rule
of lenity does not alter the analysis. Absent ambiguity, the
rule of lenity is not applicable to guide statutory interpreta-
tion. Cf. Gozlon-Peretz v. United States, 498 U. S. 395, 410
(1991).

While the text of §3624(e) resolves the case, we observe
that our conclusion accords with the statute’s purpose and
design. The objectives of supervised release would be un-
fulfilled if excess prison time were to offset and reduce
terms of supervised release. Congress intended super-
vised release to assist individuals in their transition to
community life. Supervised release fulfills rehabilitative
ends, distinct from those served by incarceration. See
§3553(a)(2)(D); United States Sentencing Commission,
Guidelines Manual §§5D1.3(c), (d), (e) (Nov. 1998); see also
S. Rep. No. 98-225, p. 124 (1983) (declaring that “the primary
goal [of supervised release] is to ease the defendant’s transi-
tion into the community after the service of a long prison
term for a particularly serious offense, or to provide rehabili-
tation to a defendant who has spent a fairly short period
in prison for punishment or other purposes but still needs
supervision and training programs after release”). Sentenc-
ing courts, in determining the conditions of a defendant’s
supervised release, are required to consider, among other
factors, “the nature and circumstances of the offense and
the history and characteristics of the defendant,” “the
need . . . to afford adequate deterrence to criminal con-
duct; . . . to protect the public from further crimes of the
defendant; and . . . to provide the defendant with needed
educational or vocational training, medical care, or other cor-
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rectional treatment.” 18 U.S.C. §3553(a). In the instant
case, the transition assistance ordered by the trial court re-
quired respondent, among other conditions, to avoid possess-
ing or transporting firearms and to participate in a drug de-
pendency treatment program. These conditions illustrate
that supervised release, unlike incarceration, provides indi-
viduals with postconfinement assistance. Cf. Gozlon-Peretz,
supra, at 407 (describing “[s]lupervised release [a]s a unique
method of posteconfinement supervision invented by the
Congress for a series of sentencing reforms”). The Court
of Appeals erred in treating respondent’s time in prison as
interchangeable with his term of supervised release.

There can be no doubt that equitable considerations of
great weight exist when an individual is incarcerated be-
yond the proper expiration of his prison term. The statu-
tory structure provides a means to address these concerns
in large part. The trial court, as it sees fit, may modify an
individual’s conditions of supervised release. §3583(e)(2).
Furthermore, the court may terminate an individual’s super-
vised release obligations “at any time after the expiration of
one year . . . if it is satisfied that such action is warranted
by the conduct of the defendant released and the interest of
justice.” §3583(e)(1). Respondent may invoke §3583(e)(2)
in pursuit of relief; and, having completed one year of super-
vised release, he may also seek relief under §3583(e)(1).

The statute, by its own necessary operation, does not re-
duce the length of a supervised release term by reason of
excess time served in prison. The judgment of the Court
of Appeals for the Sixth Circuit is reversed, and the case
is remanded for further proceedings consistent with this
opinion.

It is so ordered.
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Respondent was convicted on New York criminal charges after a trial that
required the jury to decide whether it believed the testimony of the
victim and her friend or the conflicting testimony of respondent. The
prosecutor challenged respondent’s credibility during summation, call-
ing the jury’s attention to the fact that respondent had the opportunity
to hear all other witnesses testify and to tailor his own testimony ac-
cordingly. The trial court rejected respondent’s objection that these
comments violated his right to be present at trial. After exhausting
his state appeals, respondent filed a petition for habeas corpus in federal
court claiming, inter alia, that the prosecutor’s comments violated his
Fifth and Sixth Amendment rights to be present at trial and confront
his accusers, and his Fourteenth Amendment right to due process. The
District Court denied his petition, but the Second Circuit reversed.

Held:

1. The prosecutor’s comments did not violate respondent’s Fifth and
Sixth Amendment rights. The Court declines to extend to such com-
ments the rationale of Griffin v. California, 380 U.S. 609, in which it
held that a trial court’s instruction about a defendant’s refusal to testify
unconstitutionally burdened his privilege against self-incrimination.
As a threshold matter, respondent’s claims find no historical support.
Griffin, moreover, is a poor analogue for those claims. Griffin prohib-
ited the prosecution from urging the jury to do something the jury is
not permitted to do, and upon request a court must instruct the jury not
to count a defendant’s silence against him. It is reasonable to expect a
jury to comply with such an instruction because inferring guilt from
silence is not always “natural or irresistible,” id., at 615; but it is natural
and irresistible for a jury, in evaluating the relative credibility of a de-
fendant who testifies last, to have in mind and weigh in the balance the
fact that he has heard the testimony of those who preceded him. In
contrast to the comments in Griffin, which suggested that a defend-
ant’s silence is “evidence of guilt,” ibid., the prosecutor’s comments in
this case concerned respondent’s credibility as a witness. They were
therefore in accord with the Court’s longstanding rule that when a de-
fendant takes the stand, his credibility may be assailed like that of any



62 PORTUONDO v. AGARD

Syllabus

other witness—a rule that serves the trial’s truth-seeking function,
Perry v. Leeke, 488 U. S. 272, 282. That the comments here were ge-
neric rather than based upon a specific indication of tailoring does not
render them infirm. Nor does the fact that they came at summation
rather than at a point earlier in the trial. In Reagan v. United States,
157 U. S. 301, 304, the Court upheld the trial court’s recitation of an
interested-witness instruction that directed the jury to consider the de-
fendant’s deep personal interest in the case when evaluating his credibil-
ity. The instruction in Reagan, like the prosecutor’s comments in this
case, did not rely on any specific evidence of actual fabrication for its
application, nor did it come at a time when the defendant could respond.
Nevertheless, the Court considered the instruction to be perfectly
proper. Pp. 65-73.

2. The prosecutor’s comments also did not violate respondent’s right
to due process. To the extent his due process claim is based upon an
alleged burdening of his Fifth and Sixth Amendment rights, it has been
disposed of by the determination that those Amendments were not di-
rectly infringed. Respondent also argues, however, that it was im-
proper to comment on his presence at trial because New York law re-
quires him to be present. Respondent points to the Court’s decision in
Doyle v. Ohio, 426 U. S. 610, for support. The Court held in Doyle that
the prosecution may not impeach a defendant with his post-Miranda
warnings silence because those warnings carry an implicit “assurance
that silence will carry no penalty.” Id., at 618. No promise of impu-
nity is implicit in a statute requiring a defendant to be present at trial,
and there is no authority whatever for the proposition that the impair-
ment of credibility, if any, caused by mandatory presence at trial violates
due process. Pp. 74-75.

117 F. 3d 696, reversed and remanded.

SCALIA, J., delivered the opinion of the Court, in which REHNQUIST,
C. J,, and O’CONNOR, KENNEDY, and THOMAS, JJ., joined. STEVENS, J.,
filed an opinion concurring in the judgment, in which BREYER, J., joined,
post, p. 76. GINSBURG, J., filed a dissenting opinion, in which SOUTER, J.,
joined, post, p. 76.

Andrew A. Zwerling argued the cause for petitioner.
With him on the briefs were Richard A. Brown, John M.
Castellano, and Ellen C. Abbot.

Jonathan E. Nuechterlein argued the cause for the United
States as amicus curiae urging reversal. With him on the
brief were Solicitor General Waxman, Assistant Attorney



Cite as: 529 U. S. 61 (2000) 63

Opinion of the Court

General Robinson, Deputy Solicitor General Dreeben, and
Deborah Watson.

Beverly Van Ness argued the cause and filed a brief for
respondent.™

JUSTICE SCALIA delivered the opinion of the Court.

In this case we consider whether it was constitutional
for a prosecutor, in her summation, to call the jury’s atten-
tion to the fact that the defendant had the opportunity to
hear all other witnesses testify and to tailor his testimony
accordingly.

I

Respondent’s trial on 19 sodomy and assault counts and
3 weapons counts ultimately came down to a credibility de-
termination. The alleged victim, Nessa Winder, and her
friend, Breda Keegan, testified that respondent physically
assaulted, raped, and orally and anally sodomized Winder,
and that he threatened both women with a handgun. Re-
spondent testified that he and Winder had engaged in con-
sensual vaginal intercourse. He further testified that dur-
ing an argument he had with Winder, he struck her once in
the face. He denied raping her or threatening either woman
with a handgun.

During summation, defense counsel charged Winder and
Keegan with lying. The prosecutor similarly focused on the
credibility of the witnesses. She stressed respondent’s in-
terest in the outcome of the trial, his prior felony conviction,
and his prior bad acts. She argued that respondent was a
“smooth slick character . .. who had an answer for every-

*Briefs of amict curiae urging reversal were filed for the Criminal
Justice Legal Foundation by Kent S. Scheidegger and Charles L. Hobson;
and for the New York State District Attorneys Association by William J.
Fitzpatrick, Steven A. Hovani, and Michael J. Miller.

Deanne E. Maynard and Lisa Kemler filed a brief for the National
Association of Criminal Defense Lawyers as amicus curiae urging
affirmance.



64 PORTUONDO v. AGARD

Opinion of the Court

thing,” App. 45, and that part of his testimony “sound[ed]
rehearsed,” id., at 48. Finally, over defense objection, the
prosecutor remarked:

“You know, ladies and gentlemen, unlike all the other
witnesses in this case the defendant has a benefit and
the benefit that he has, unlike all the other witnesses, is
he gets to sit here and listen to the testimony of all the
other witnesses before he testifies.

“That gives you a big advantage, doesn’t it. You get
to sit here and think what am I going to say and how
am I going to say it? How am I going to fit it into the
evidence?

“He’s a smart man. I never said he was stupid. . . .
He used everything to his advantage.” Id., at 49.

The trial court rejected defense counsel’s claim that these
last comments violated respondent’s right to be present at
trial. The court stated that respondent’s status as the last
witness in the case was simply a matter of fact, and held that
his presence during the entire trial, and the advantage that
this afforded him, “may fairly be commented on.” Id., at 54.

Respondent was convicted of one count of anal sodomy and
two counts of third-degree possession of a weapon. On di-
rect appeal, the New York Supreme Court reversed one of
the convictions for possession of a weapon but affirmed the
remaining convictions. People v. Agard, 199 App. Div. 2d
401, 606 N.Y. S. 2d 239 (2d Dept. 1993). The New York
Court of Appeals denied leave to appeal. People v. Agard,
83 N. Y. 2d 868, 635 N. E. 2d 298 (1994).

Respondent then filed a petition for habeas corpus relief
in federal court, claiming, inter alia, that the prosecutor’s
comments violated his Fifth and Sixth Amendment rights to
be present at trial and confront his accusers. He further
claimed that the comments violated his Fourteenth Amend-



Cite as: 529 U. S. 61 (2000) 65

Opinion of the Court

ment right to due process. The District Court denied the
petition in an unpublished order. A divided panel of the
Second Circuit reversed, holding that the prosecutor’s com-
ments violated respondent’s Fifth, Sixth, and Fourteenth
Amendment rights. 117 F. 3d 696 (1997), rehearing denied,
159 F. 3d 98 (1998). We granted certiorari. 526 U. S. 1016
(1999).
II

Respondent contends that the prosecutor’s comments on
his presence and on the ability to fabricate that it afforded
him unlawfully burdened his Sixth Amendment right to be
present at trial and to be confronted with the witnesses
against him, see Illinois v. Allen, 397 U.S. 337 (1970);
Pointer v. Texas, 380 U. S. 400 (1965), and his Fifth and Sixth
Amendment rights to testify on his own behalf, see Rock v.
Arkansas, 483 U.S. 44 (1987). Attaching the cost of im-
peachment to the exercise of these rights was, he asserts,
unconstitutional.

Respondent’s argument boils down to a request that we
extend to comments of the type the prosecutor made here
the rationale of Griffin v. California, 380 U.S. 609 (1965),
which involved comments upon a defendant’s refusal to tes-
tify. In that case, the trial court instructed the jury that it
was free to take the defendant’s failure to deny or explain
facts within his knowledge as tending to indicate the truth
of the prosecution’s case. This Court held that such a com-
ment, by “solemniz[ing] the silence of the accused into evi-
dence against him,” unconstitutionally “cuts down on the
privilege [against self-incrimination] by making its assertion
costly.” Id., at 614.

We decline to extend Griffin to the present context. As
an initial matter, respondent’s claims have no historical foun-
dation, neither in 1791, when the Bill of Rights was adopted,
nor in 1868 when, according to our jurisprudence, the Four-
teenth Amendment extended the strictures of the Fifth and
Sixth Amendments to the States. The process by which
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criminal defendants were brought to justice in 1791 largely
obviated the need for comments of the type the prosecutor
made here. Defendants routinely were asked (and agreed)
to provide a pretrial statement to a justice of the peace de-
tailing the events in dispute. See Moglen, The Privilege in
British North America: The Colonial Period to the Fifth
Amendment, in The Privilege Against Self-Incrimination
109, 112, 114 (R. Helmholz et al. eds. 1997). If their story
at trial—where they typically spoke and conducted their
defense personally, without counsel, see J. Goebel & T.
Naughton, Law Enforcement in Colonial New York: A Study
in Criminal Procedure (1664-1776), p. 574 (1944); A. Scott,
Criminal Law in Colonial Virginia 79 (1930)—differed from
their pretrial statement, the contradiction could be noted.
See Levy, Origins of the Fifth Amendment and Its Critics,
19 Cardozo L. Rev. 821, 843 (1997). Moreover, what they
said at trial was not considered to be evidence, since they
were disqualified from testifying under oath. See 2 J. Wig-
more, Evidence §579 (3d ed. 1940).

The pretrial statement did not begin to fall into dis-
use until the 1830’s, see Alschuler, A Peculiar Privilege in
Historical Perspective, in The Privilege Against Self-
Incrimination, supra, at 198, and the first State to make
defendants competent witnesses was Maine, in 1864, see 2
Wigmore, supra, §579, at 701. In response to these devel-
opments, some States attempted to limit a defendant’s oppor-
tunity to tailor his sworn testimony by requiring him to tes-
tify prior to his own witnesses. See 3 J. Wigmore, Evidence
§§1841, 1869 (1904); Ky. Stat., ch. 45, §1646 (1899); Tenn.
Code Ann., ch. 4, §5601 (1896). Although the majority of
States did not impose such a restriction, there is no evidence
to suggest they also took the affirmative step of forbidding
comment upon the defendant’s opportunity to tailor his testi-
mony. The dissent faults us for “callling] up no instance of
an 18th- or 19th-century prosecutor’s urging that a defend-
ant’s presence at trial facilitated tailored testimony.” Post,
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at 84 (opinion of GINSBURG, J.). We think the burden is
rather upon respondent and the dissent, who assert the un-
constitutionality of the practice, to come up with a case in
which such urging was held improper. They cannot even
produce one in which the practice was so much as challenged
until after our decision in Griffin. See, e.g., State v. Cas-
sidy, 236 Conn. 112, 126-127, 672 A. 2d 899, 907-908 (1996);
People v. Buckey, 424 Mich. 1, 8-15, 378 N. W. 2d 432, 436—
439 (1985); Jenkins v. United States, 374 A. 2d 581, 583-584
(D. C. 1977). This absence cuts in favor of respondent (as
the dissent asserts) only if it is possible to believe that after
reading Griffin prosecutors suddenly realized that comment-
ing on a testifying defendant’s unique ability to hear prior
testimony was a good idea. Evidently, prosecutors were
making these comments all along without objection; Griffin
simply sparked the notion that such commentary might be
problematic.

Lacking any historical support for the constitutional rights
that he asserts, respondent must rely entirely upon our opin-
ion in Griffin. That case is a poor analogue, however, for
several reasons. What we prohibited the prosecutor from
urging the jury to do in Griffin was something the jury is
not permitted to do. The defendant’s right to hold the
prosecution to proving its case without his assistance is not
to be impaired by the jury’s counting the defendant’s silence
at trial against him—and upon request the court must in-
struct the jury to that effect. See Carter v. Kentucky, 450
U. S. 288 (1981). It is reasonable enough to expect a jury to
comply with that instruction since, as we observed in Griffin,
the inference of guilt from silence is not always “natural or
irresistible.” 380 U.S., at 615. A defendant might refuse
to testify simply out of fear that he will be made to look bad
by clever counsel, or fear “‘that his prior convictions will
prejudice the jury.’” Ibid. (quoting People v. Modesto, 62
Cal. 2d 436, 453, 398 P. 2d 753, 763 (1965) (en banc)). By
contrast, it is natural and irresistible for a jury, in evaluating
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the relative credibility of a defendant who testifies last, to
have in mind and weigh in the balance the fact that he heard
the testimony of all those who preceded him. It is one thing
(as Griffin requires) for the jury to evaluate all the other
evidence in the case without giving any effect to the defend-
ant’s refusal to testify; it is something else (and quite impos-
sible) for the jury to evaluate the credibility of the defend-
ant’s testimony while blotting out from its mind the fact that
before giving the testimony the defendant had been sitting
there listening to the other witnesses. Thus, the principle
respondent asks us to adopt here differs from what we
adopted in Griffin in one or the other of the following re-
spects: It either prohibits inviting the jury to do what the
jury is perfectly entitled to do; or it requires the jury to do
what is practically impossible.!

1The dissent seeks to place us in the position of defending the proposi-
tion that inferences that the jury is free to make are inferences that the
prosecutor must be free to invite. Post, at 86-87. Of course we say no
such thing. We simply say (in the sentence to which this note is ap-
pended) that forbidding invitation of a permissible inference is one of two
alternative respects in which this case is substantially different from re-
spondent’s sole source of support, Griffin. Similarly, the dissent seeks to
place us in the position of defending the proposition that it is more natural
to infer tailoring from presence than to infer guilt from silence. Post, at
84-86. The quite different point we do make is that inferring opportu-
nity to tailor from presence is inevitable, and prohibiting that inference
(while simultaneously asking the jury to evaluate the veracity of the de-
fendant’s testimony) is demanding the impossible—producing the other
alternative respect in which this case differs from Griffin.

The dissent seeks to rebut this point by asserting that in the present
case the prosecutorial comments went beyond pointing out the opportu-
nity to tailor and actually made an accusation of tailoring. It would be
worth inquiring into that subtle distinction if the dissent proposed to per-
mit the former while forbidding the latter. It does not, of course; nor, as
far as we know, does any other authority. Drawing the line between
pointing out the availability of the inference and inviting the inference
would be neither useful nor practicable. Thus, under the second alterna-
tive described above, the jury must be prohibited from taking into account
the opportunity of tailoring.
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Second, Griffin prohibited comments that suggest a de-
fendant’s silence is “evidence of guilt.” 380 U.S., at 615
(emphasis added); see also United States v. Robinson, 485
U.S. 25, 32 (1988) (“‘Griffin prohibits the judge and pros-
ecutor from suggesting to the jury that it may treat the
defendant’s silence as substantive evidence of guilt’” (quot-
ing Baaxter v. Palmigiano, 425 U. S. 308, 319 (1976))). The
prosecutor’s comments in this case, by contrast, concerned
respondent’s credibility as a witness, and were therefore in
accord with our longstanding rule that when a defendant
takes the stand, “his credibility may be impeached and his
testimony assailed like that of any other witness.” Brown
v. United States, 356 U. S. 148, 154 (1958). “[W]hen [a de-
fendant] assumes the role of a witness, the rules that gener-
ally apply to other witnesses—rules that serve the truth-
seeking function of the trial—are generally applicable to him
as well.”  Perry v. Leeke, 488 U. S. 272, 282 (1989). See also
Reagan v. United States, 157 U. S. 301, 305 (1895).

Respondent points to our opinion in Geders v. United
States, 425 U. S. 80, 87-91 (1976), which held that the defend-
ant must be treated differently from other witnesses insofar
as sequestration orders are concerned, since sequestration
for an extended period of time denies the Sixth Amendment
right to counsel. With respect to issues of credibility, how-
ever, no such special treatment has been accorded. Jenkins
v. Anderson, 447 U.S. 231 (1980), illustrates the point.
There the prosecutor in a first-degree murder trial, during
cross-examination and again in closing argument, attempted
to impeach the defendant’s claim of self-defense by suggest-
ing that he would not have waited two weeks to report the
killing if that was what had occurred. In an argument strik-
ingly similar to the one presented here, the defendant in
Jenkins claimed that commenting on his prearrest silence
violated his Fifth Amendment privilege against self-
incrimination because “a person facing arrest will not remain
silent if his failure to speak later can be used to impeach
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him.” Id., at 236. The Court noted that it was not clear
whether the Fifth Amendment protects prearrest silence,
1d., at 236, n. 2, but held that, assuming it does, the prosecu-
tor’s comments were constitutionally permissible. “[T]he
Constitution does not forbid ‘every government-imposed
choice in the criminal process that has the effect of discour-
aging the exercise of constitutional rights.”” Id., at 236
(quoting Chaffin v. Stynchcombe, 412 U. S. 17, 30 (1973)).
Once a defendant takes the stand, he is “‘subject to cross-
examination impeaching his credibility just like any other
witness.”” Jenkins, supra, at 235-236 (quoting Grunewald
v. United States, 353 U. S. 391, 420 (1957)).

Indeed, in Brooks v. Tennessee, 406 U. S. 605 (1972), the
Court suggested that arguing credibility to the jury—which
would include the prosecutor’s comments here—is the pre-
ferred means of counteracting tailoring of the defendant’s
testimony. In that case, the Court found unconstitutional
Tennessee’s attempt to defeat tailoring by requiring defend-
ants to testify at the outset of the defense or not at all. This
requirement, it said, impermissibly burdened the defendant’s
right to testify because it forced him to decide whether to
do so before he could determine that it was in his best inter-
est. Id., at 610. The Court expressed its awareness, how-
ever, of the danger that tailoring presented. The antidote,
it said, was not Tennessee’s heavy-handed rule, but the more
nuanced “adversary system[, which] reposes judgment of the
credibility of all witnesses in the jury.” Id., at 611. The
adversary system surely envisions—indeed, it requires—
that the prosecutor be allowed to bring to the jury’s atten-
tion the danger that the Court was aware of.

Respondent and the dissent also contend that the prose-
cutor’s comments were impermissible because they were
“generic” rather than based upon any specific indication of
tailoring. Such comment, the dissent claims, is unconstitu-
tional because it “does not serve to distinguish guilty defend-
ants from innocent ones.” Post, at 77. But this Court has
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approved of such “generic” comment before. In Reagan, for
example, the trial court instructed the jury that “[t]he deep
personal interest which [the defendant] may have in the re-
sult of the suit should be considered . . . in weighing his
evidence and in determining how far or to what extent, if at
all, it is worthy of credit.” 157 U.S., at 304. The instruc-
tion did not rely on any specific evidence of actual fabrication
for its application; nor did it, directly at least, delineate the
guilty and the innocent. Like the comments in this case, it
simply set forth a consideration the jury was to have in mind
when assessing the defendant’s credibility, which, in turn,
assisted it in determining the guilt of the defendant. We
deemed that instruction perfectly proper. Thus, that the
comments before us here did not, of their own force, demon-
strate the guilt of the defendant, or even distinguish among
defendants, does not render them infirm.?

Finally, the Second Circuit held, and the dissent contends,
that the comments were impermissible here because they
were made, not during cross-examination, but at summation,

2The dissent’s stern disapproval of generic comment (it “tarnishes the
innocent no less than the guilty,” post, at 77-78; it suffers from an “in-
capacity to serve the individualized truth-finding function of trials,” post,
at 80; so that “when a defendant’s exercise of a constitutional fair trial
right is ‘insolubly ambiguous’ as between innocence and guilt, the prose-
cutor may not urge the jury to construe the bare invocation of the right
against the defendant,” post, at 78) hardly comports with its praising the
Court of Appeals for its “carefully restrained and moderate position”
in forbidding this monstrous practice only on summation and allowing
it during the rest of the trial, ibid. The dissent would also allow a prose-
cutor to remark at any time—even at summation—on the convenient “fit”
between specific elements of a defendant’s testimony and the testimony
of others. Ibid. It is only a “general accusation of tailoring” that is
forbidden. Ibid. But if the dissent believes that comments which “invite
the jury to convict on the basis of conduct as consistent with innocence as
with guilt” should be out of bounds, post, at 79—or at least should be out
of bounds in summation—comments focusing on such “fit” must similarly
be forbidden. As the dissent acknowledges, “fit” is as likely to result from
the defendant’s “sheer innocence” as from anything else. Post, at 85.
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leaving the defense no opportunity to reply. 117 F. 3d, at
708, and n. 6. That this is not a constitutionally significant
distinction is demonstrated by our decision in Reagan.
There the challenged instruction came at the end of the case,
after the defense had rested, just as the prosecutor’s com-
ments did here.?

Our trial structure, which requires the defense to close
before the prosecution, regularly forces the defense to pre-
dict what the prosecution will say. Indeed, defense counsel
in this case explained to the jury that it was his job in “clos-
ing argument here to try and anticipate as best [he could]
some of the arguments that the prosecution [would] be
making.” App. 25-27. What Reagan permitted—a generic

3The dissent maintains that Reagan v. United States, 157 U.S. 301
(1895), is inapposite to the question presented in this case because it con-
sidered the effect of an interested-witness instruction on a defendant’s
statutory right to testify, rather than on his constitutional right to testify.
See 1id., at 304 (citing Act of Mar. 16, 1878, ch. 37, 20 Stat. 30, as amended,
18 U.S.C. §3481). That is a curious position for the dissent to take.
Griffin—the case the dissent claims controls the outcome here—relied al-
most exclusively on the very statute at issue in Reagan in defining the
contours of the Fifth Amendment right prohibiting comment on the failure
to testify. After quoting the Court’s description, in an earlier case, of the
reasons for the statutory right, see Wilson v. United States, 149 U. S.
60 (1893), the Griffin Court said: “If the words ‘Fifth Amendment’ are
substituted for ‘act’ and for ‘statute,” the spirit of the Self-Incrimination
Clause is reflected.” 380 U. S., at 613—-614. It is eminently reasonable to
consider that a questionable manner of constitutional exegesis, see Mitch-
ell v. United States, 526 U. S. 314, 336 (1999) (SCALIA, J., dissenting); it is
not reasonable to make Griffin the very centerpiece of one’s case while
simultaneously denying that the statute construed in Reagan (and Griffin)
has anything to do with the meaning of the Constitution. The interpreta-
tion of the statute in Reagan is in fact a much more plausible indication
of constitutional understanding than the application of the statute in Grif-
fin: The Constitution must have allowed what Reagan said the statute
permitted, because otherwise the Court would have been interpreting the
statute in a manner that rendered it void. Griffin, on the other hand,
relied upon the much shakier proposition that a practice which the statute
prohibited must be prohibited by the Constitution as well.
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interested-witness instruction, after the defense has closed—
is in a long tradition that continues to the present day. See,
e. 9., United States v. Jones, 587 F. 2d 802 (CA5 1979); United
States v. Hill, 470 F. 2d 361 (CADC 1972); 2 C. Wright, Fed-
eral Practice and Procedure §501, and n. 1 (1982). Indeed,
the instruction was given in this very case. See Tr. 834 (“A
defendant is of course an interested witness since he is inter-
ested in the outcome of the trial. You may as jurors wish
to keep such interest in mind in determining the credibility
and weight to be given to the defendant’s testimony”).*
There is absolutely nothing to support the dissent’s conten-
tion that for purposes of determining the validity of generic
attacks upon credibility “the distinction between cross-
examination and summation is critical,” post, at 87.

In sum, we see no reason to depart from the practice of
treating testifying defendants the same as other witnesses.
A witness’s ability to hear prior testimony and to tailor his
account accordingly, and the threat that ability presents to
the integrity of the trial, are no different when it is the de-
fendant doing the listening. Allowing comment upon the
fact that a defendant’s presence in the courtroom provides
him a unique opportunity to tailor his testimony is appro-
priate—and indeed, given the inability to sequester the
defendant, sometimes essential—to the central function of
the trial, which is to discover the truth.

4Tt is hard to understand how JUSTICE STEVENS reconciles the unques-
tionable propriety of the standard interested-witness instruction with his
conclusion that comment upon the opportunity to tailor, although it is con-
stitutional, “demean[s] [the adversary] process” and “should be discour-
aged.” Post, at 76 (opinion concurring in judgment). Our decision, in
any event, is addressed to whether the comment is permissible as a con-
stitutional matter, and not to whether it is always desirable as a matter
of sound trial practice. The latter question, as well as the desirability
of putting prosecutorial comment into proper perspective by judicial in-
struction, are best left to trial courts, and to the appellate courts which
routinely review their work.
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III

Finally, we address the Second Circuit’s holding that the
prosecutor’s comments violated respondent’s Fourteenth
Amendment right to due process. Of course to the extent
this claim is based upon alleged burdening of Fifth and Sixth
Amendment rights, it has already been disposed of by our
determination that those Amendments were not infringed.
Cf. Graham v. Connor, 490 U. S. 386, 395 (1989) (where an
Amendment “provides an explicit textual source of constitu-
tional protection . . . that Amendment, not the more general-
ized notion of ‘substantive due process,” must be the guide
for analyzing [the] claims”).

Respondent contends, however, that because New York
law required him to be present at his trial, see N. Y. Crim.
Proc. Law §260.20 (McKinney 1993); N. Y. Crim. Proc. Law
§340.50 (McKinney 1994), the prosecution violated his right
to due process by commenting on that presence. He asserts
that our decision in Doyle v. Ohio, 426 U. S. 610 (1976), re-
quires such a holding. In Doyle, the defendants, after being
arrested for selling marijuana, received their Miranda warn-
ings and chose to remain silent. At their trials, both took
the stand and claimed that they had not sold marijuana, but
had been “framed.” 426 U.S., at 613. To impeach the de-
fendants, the prosecutors asked each why he had not related
this version of events at the time he was arrested. We held
that this violated the defendants’ rights to due process be-
cause the Miranda warnings contained an implicit “assur-
ance that silence will carry no penalty.” 426 U.S., at 618.

Although there might be reason to reconsider Doyle, we
need not do so here. “[W]e have consistently explained
Doyle as a case where the government had induced silence
by implicitly assuring the defendant that his silence would
not be used against him.” Fletcher v. Weir, 455 U. S. 603,
606 (1982) (per curiam). The Miranda warnings had, after
all, specifically given the defendant both the option of speak-
ing and the option of remaining silent—and had then gone
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on to say that if he chose the former option what he said
could be used against him. It is possible to believe that this
contained an implicit promise that his choice of the option of
silence would not be used against him. It is not possible,
we think, to believe that a similar promise of impunity is
implicit in a statute requiring the defendant to be present
at trial.

Respondent contends that this case contains an element of
unfairness even worse than what existed in Doyle: Whereas
the defendant in that case had the ability to avoid impair-
ment of his case by choosing to speak rather than remain
silent, the respondent here (he asserts) had no choice but to
be present at the trial. Though this is far from certain, see,
e. g., People v. Aiken, 45 N. Y. 2d 394, 397, 380 N. E. 2d 272,
274 (1978) (“[A] defendant charged with a felony not punish-
able by death may, by his voluntary and willful absence from
trial, waive his right to be present at every stage of his
trial”), we shall assume for the sake of argument that it is
true. There is, however, no authority whatever for the
proposition that the impairment of credibility, if any, caused
by mandatory presence at trial violates due process. If the
ability to avoid the accusation (or suspicion) of tailoring were
as crucial a factor as respondent contends, one would expect
criminal defendants—in jurisdictions that do not have
compulsory attendance requirements—frequently to absent
themselves from trial when they intend to give testimony.
But to our knowledge, a criminal trial without the defendant
present is a rarity. Many long established elements of crim-
inal procedure deprive a defendant of advantages he would
otherwise possess—for example, the requirement that he
plead to the charge before, rather than after, all the evidence
isin. The consequences of the requirement that he be pres-
ent at trial seem to us no worse.

* * *

For the foregoing reasons, the judgment of the Court
of Appeals for the Second Circuit is reversed, and the case
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is remanded for further proceedings consistent with this
opinion.
It is so ordered.

JUSTICE STEVENS, with whom JUSTICE BREYER joins,
concurring in the judgment.

While I am not persuaded that the prosecutor’s summation
crossed the high threshold that separates trial error—even
serious trial error—from the kind of fundamental unfairness
for which the Constitution requires that a state criminal con-
viction be set aside, cf. Rose v. Lundy, 455 U. S. 509, 543-544
(1982), I must register my disagreement with the Court’s
implicit endorsement of her summation.

The defendant’s Sixth Amendment right “to be confronted
with the witnesses against him” serves the truth-seeking
function of the adversary process. Moreover, it also reflects
respect for the defendant’s individual dignity and reinforces
the presumption of innocence that survives until a guilty ver-
dict is returned. The prosecutor’s argument in this case de-
meaned that process, violated that respect, and ignored that
presumption. Clearly such comment should be discouraged
rather than validated.

The Court’s final conclusion, which I join, that the argu-
ment survives constitutional scrutiny does not, of course, de-
prive States or trial judges of the power either to prevent
such argument entirely or to provide juries with instructions
that explain the necessity, and the justifications, for the de-
fendant’s attendance at trial.

Accordingly, although I agree with much of what JUSTICE
GINSBURG has written, I concur in the Court’s judgment.

JUSTICE GINSBURG, with whom JUSTICE SOUTER joins,
dissenting.

The Court today transforms a defendant’s presence at trial
from a Sixth Amendment right into an automatic burden on
his credibility. I dissent from the Court’s disposition. In
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Griffin v. California, 380 U.S. 609 (1965), we held that a
defendant’s refusal to testify at trial may not be used as evi-
dence of his guilt. In Doyle v. Ohio, 426 U.S. 610 (1976),
we held that a defendant’s silence after receiving Miranda
warnings did not warrant a prosecutor’s attack on his credi-
bility. Both decisions stem from the principle that where
the exercise of constitutional rights is “insolubly ambiguous”
as between innocence and guilt, id., at 617, a prosecutor may
not unfairly encumber those rights by urging the jury to
construe the ambiguity against the defendant.

The same principle should decide this case. Ray Agard
attended his trial, as was his constitutional right and his
statutory duty, and he testified in a manner consistent with
other evidence in the case. One evident explanation for the
coherence of his testimony cannot be ruled out: Agard may
have been telling the truth. It is no more possible to know
whether Agard used his presence at trial to figure out how
to tell potent lies from the witness stand than it is to know
whether an accused who remains silent had no exculpatory
story to tell.

The burden today’s decision imposes on the exercise of
Sixth Amendment rights is justified, the Court maintains,
because “the central function of the trial . . . is to discover
the truth.” See ante, at 73. A trial ideally is a search for
the truth, but I do not agree that the Court’s decision ad-
vances that search. The generic accusation that today’s de-
cision permits the prosecutor to make on summation does not
serve to distinguish guilty defendants from innocent ones.
Every criminal defendant, guilty or not, has the right to at-
tend his trial. U. S. Const., Amdt. 6. Indeed, as the Court
grants, ante, at 74, New York law requires defendants to be
present when tried. It follows that every defendant who
testifies is equally susceptible to a generic accusation about
his opportunity for tailoring. The prosecutorial comment at
issue, tied only to the defendant’s presence in the courtroom
and not to his actual testimony, tarnishes the innocent no
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less than the guilty. Nor can a jury measure a defendant’s
credibility by evaluating the defendant’s response to the ac-
cusation, for the broadside is fired after the defense has sub-
mitted its case. An irrebuttable observation that can be
made about any testifying defendant cannot sort those who
tailor their testimony from those who do not, much less the
guilty from the innocent.
I

The Court of Appeals took a carefully restrained and mod-
erate position in this case. It held that a prosecutor may
not, as part of her summation, use the mere fact of a defend-
ant’s presence at his trial as the basis for impugning his cred-
ibility. A prosecutor who wishes at any stage of a trial to
accuse a defendant of tailoring specific elements of his testi-
mony to fit with particular testimony given by other wit-
nesses would, under the decision of the Court of Appeals,
have leave to do so. See 159 F. 3d 98, 99 (CA2 1998). More-
over, on cross-examination, a prosecutor would be free to
challenge a defendant’s overall credibility by pointing out
that the defendant had the opportunity to tailor his testi-
mony in general, even if the prosecutor could point to no
facts suggesting that the defendant had actually engaged in
tailoring. See 117 F. 3d 696, 708, n. 6 (CA2 1997). The
Court of Appeals held only that the prosecutor may not
launch a general accusation of tailoring on summation. See
id., at 709; see also United States v. Chacko, 169 F. 3d 140,
150 (CA2 1999). Thus, the decision below would rein in a
prosecutor solely in situations where there is no particular
reason to believe that tailoring has occurred and where the
defendant has no opportunity to rebut the accusation.

The Court of Appeals’ judgment was correct in light of
Griffin and Doyle. Those decisions instruct that when a de-
fendant’s exercise of a constitutional fair trial right is “insol-
ubly ambiguous” as between innocence and guilt, the prose-
cutor may not urge the jury to construe the bare invocation
of the right against the defendant. See Doyle, 426 U. S., at
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617. To be sure, defendants are not categorically exempt
from some costs associated with the assertion of their consti-
tutional prerogatives. The Court is correct to say that the
truth-seeking function of trials places demands on defend-
ants. In a proper case, that central function could justify a
particular burden on the exercise of Sixth Amendment
rights. But the interests of truth are not advanced by
allowing a prosecutor, at a time when the defendant can-
not respond, to invite the jury to convict on the basis of con-
duct as consistent with innocence as with guilt. Where bur-
dening a constitutional right will not yield a compensating
benefit, as in the present case, there is no justification for
imposing the burden.

The truth-seeking function of trials may be served by per-
mitting prosecutors to make accusations of tailoring—even
wholly generic accusations of tailoring—as part of cross-
examination. Some defendants no doubt do give false testi-
mony calculated to fit with the testimony they hear from
other witnesses. If accused on cross-examination of having
tailored their testimony, those defendants might display sig-
nals of untrustworthiness that it is the province of the jury
to detect and interpret. But when a generic argument is
offered on summation, it cannot in the slightest degree dis-
tinguish the guilty from the innocent. It undermines all de-
fendants equally and therefore does not help answer the
question that is the essence of a trial’s search for truth: Is
this particular defendant lying to cover his guilt or truthfully
narrating his innocence?!

!The prosecutor made the following comment on summation: “A lot of
what [the defendant] told you corroborates what the complaining wit-
nesses told you. The only thin[g] that doesn’t is the denials of the crimes.
Everything else fits perfectly.” App. 46-47. That, according to the
prosecution, is reason for the jury to be suspicious that the defendant
falsely tailored his testimony. The implication of this argument seems to
be that the more a defendant’s story hangs together, the more likely it is
that he is lying. To claim that such an argument helps find truth at trial
is to step completely through the looking glass.
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In addition to its incapacity to serve the individualized
truth-finding function of trials, a generic tailoring argument
launched on summation entails the simple unfairness of pre-
venting a defendant from answering the charge. This prob-
lem was especially pronounced in the instant case. Under
New York law, defendants generally may not bolster their
own credibility by introducing their prior consistent state-
ments but may introduce such statements to rebut claims of
recent fabrication. See People v. McDanziel, 81 N. Y. 2d 10,
16, 611 N. E. 2d 265, 268 (1993); 117 F. 3d, at 715 (Winter,
C. J., concurring). Had the prosecution made its tailoring
accusations on cross-examination, Agard might have been
able to prove that his story at trial was the same as it had
been before he heard the testimony of other witnesses. A
prosecutor who can withhold a tailoring accusation until
summation can avert such a rebuttal.

The Court’s only support for its choice to ignore the
distinction between summation and cross-examination is
Reagan v. United States, 157 U.S. 301 (1895), a decision
which, by its very terms, does not bear on today’s constitu-
tional controversy. It is true, as the Court says, that
Reagan upheld a trial judge’s instruction that questioned the
credibility of a testifying defendant in a generic manner, and
it is also true that a defendant is no more able to respond
to an instruction than to a prosecutor’s summation. But
Reagan has no force as precedent for this case because, in
the 1895 Court’s view, the instruction there at issue did not
burden any constitutional right of the defendant.

The trial court in Reagan instructed the jury that when it
evaluated the credibility of the defendant’s testimony, it
could consider that defendants have a powerful interest in
being acquitted, powerful enough that it might induce some
people to lie. See id., at 304-305. This instruction bur-
dened the defendant’s right to testify at his own trial. But
the Court that decided Reagan conceived of that right as one
dependent on a statute, not on any constitutional prescrip-
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tion. See ud., at 304 (defendant was qualified to testify
under oath pursuant to an 1878 Act of Congress, ch. 37, 20
Stat. 30, which removed the common-law disability that had
previously prevented defendants from giving sworn testi-
mony). No one in that 19th-century case suggested that the
trial court’s comment exacted a penalty for the exercise of
any constitutional right.? It is thus inaccurate for the Court
to portray Reagan as precedent for the proposition that the
difference between summation and cross-examination “is
not a constitutionally significant distinction.” Amnte, at 72.
Reagan made no determination of constitutional significance
or insignificance, for it addressed no constitutional question.

The Court endeavors to bring Reagan within constitu-
tional territory by yoking it to Griffin. The Court asserts
that Griffin relied on the very statute that defined the rights
of the defendant in Reagan and that Griffin’s holding makes
sense only if the statute in Reagan carries constitutional im-
plications. Amnte, at 72, n. 3. This argument is flawed in its
premise, because Griffin rested solidly on the Fifth Amend-
ment. The Court in Griffin did refer to the 1878 statute
at issue in Reagan, but it did so only in connection with its
discussion of Wilson v. United States, 149 U. S. 60 (1893), a
decision construing a different provision of that statute to
prohibit federal prosecutors from commenting to juries on
defendants’ failure to testify. See Griffin, 380 U. S., at 612—
613. The statute at issue in Reagan and Wilson, now codi-
fied at 18 U. S. C. §3481, provides that defendants in crimi-
nal trials have both the right to testify and the right not

2The offense charged in Reagan was, moreover, a misdemeanor rather
than a felony. See 157 U. S,, at 304. Even today, our cases recognize a
distinction between serious and petty crimes, and we have held that some
provisions of the Sixth Amendment do not apply in petty prosecutions.
See, e. g., Lewis v. United States, 518 U. S. 322 (1996) (right to jury trial
does not attach in trials for petty offenses). The Reagan Court classified
the case before it as belonging to the less serious category of offenses and
explicitly denied the defendant the heightened procedural protections that
attached in trials for more serious crimes. See 157 U. S., at 302-304.
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to testify. Reagan concerned the former right, Wilson the
latter right, and Griffin the constitutional analogue to the lat-
ter right. Ifthe Court in Griffin had regarded the statute as
settling the meaning of the Fifth Amendment—an odd posi-
tion to imagine the Court taking—then it could have rested
on Wilson. It did not. It said that Wilson would govern
were the question presented a statutory one, but that the
question before it was constitutional: “The question remains
whether, statute or not, the comment . . . violates the Fifth
Amendment.” 380 U. S., at 613 (emphasis added). Thus, the
question in Griffin was not controlled by Wilson precisely
because the statute construed in Wilson and Reagan was
just that—a statute—and not a provision of the Constitution.
Accordingly, Griffin provides no support for the Court’s
unorthodox contention that Reagan’s statutory holding was
actually of constitutional dimension.?

II

The Court offers two arguments in support of its conclu-
sion that a prosecutor may make the generic tailoring accu-
sations at issue in this case. First, it suggests that such
comment has historically not been seen as problematic.

31 do not question the constitutionality of an instruction in which a
trial court generally advises the jury that in evaluating the credibility of
witnesses, it may take account of the interest of any witness, including
the defendant, in the outcome of a case. The interested-witness instrue-
tion given in Agard’s case was of this variety. The trial court first told
the jury that it should consider the interest that any interested witness
might have in the outcome. See Tr. 834 (“If you find that any witness
is an interested witness, you should consider such interest in determin-
ing the credibility of that person’s testimony and the weight to be given
to it.”). It then went on to note, as the Court reports, ante, at 73, that
the defendant is an interested witness. See Tr. 834. Any instruction
generally applicable to witnesses will affect defendants who testify, just
as the rules governing the admissibility of testimony at trial will restrict
defendants’ testimony as they do the testimony of other witnesses. It is
a far different matter for an instruction or an argument to impose unique
burdens on defendants.
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Second, it contends that respondent Agard’s case is readily
distinguishable from Griffin. The Court’s historical excur-
sus does not even begin to prove that comments like those
in this case have ever been accepted as constitutional, and
the attempt to distinguish Griffin relies on implausible prem-
ises that this Court has previously rejected.

The Court’s historical narrative proceeds as follows: In the
early days of the Republic, prosecutors had no “need” to
suggest that defendants might use their presence at trial to
tailor their testimony, because defendants’ (unsworn) state-
ments at trial could be compared with pretrial statements
that defendants gave as a matter of course. Later, some
States instituted rules requiring defendants to testify before
the other witnesses did,* thus obviating once again any need
to make arguments about tailoring. There is no evidence,
the Court says, that any State ever prohibited the kind of
generic argument now at issue until recent times.” So it
must be the case that generic tailoring arguments have tra-
ditionally been thought unproblematic. Ante, at 65—66.

4In Brooks v. Tennessee, 406 U. S. 605 (1972), we held this practice un-
constitutional under the Fifth and Fourteenth Amendments.

5In recent years, several state courts have found it improper for prose-
cutors to make accusations of tailoring based on the defendant’s constant
attendance at trial. See, e. g., State v. Cassidy, 236 Conn. 112, 672 A. 2d
899 (1996); State v. Jomes, 580 A. 2d 161, 163 (Me. 1990); Hart v. United
States, 538 A. 2d 1146, 1149 (D. C. 1988); State v. Hemingway, 148 Vt. 90,
91-92, 528 A. 2d 746, T47-748 (1987); Commonwealth v. Person, 400 Mass.
136, 138-142, 508 N. E. 2d 88, 90-92 (1987); State v. Johnson, 80 Wash.
App. 337, 908 P. 2d 900 (1996). In Commonwealth v. Elberry, 38 Mass.
App. 912, 645 N. E. 2d 41 (1995), the trial judge sustained defense counsel’s
objection to a prosecutor’s tailoring argument that burdened the defend-
ant’s right to be present at trial and issued the following curative instruc-
tion: “Of course, the defendant, who was a witness in this case, was here
during the testimony of other witnesses, but he’s got every right to be
here, too. . .. [Y]ou should take everything into consideration in determin-
ing credibility, but there is nothing untoward about the defendant being
present when other witnesses are testifying.” Id., at 913, 645 N. E. 2d,
at 43.
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I do not comprehend why the Court finds in this account
any demonstration that the prosecutorial comment at issue
here has a long history of unchallenged use. If prosecutors
in times past had no need to make generic tailoring argu-
ments, it is likely such arguments simply were not made.
Notably, the Court calls up no instance of an 18th- or 19th-
century prosecutor’s urging that a defendant’s presence at
trial facilitated tailored testimony. And if prosecutors did
not make such arguments, courts had no occasion to rule
them out of order. The absence of old cases prohibiting the
comment that the Court now confronts thus scarcely indi-
cates that generic accusations of tailoring have long been
considered constitutional.

The Court’s discussion of Griffin is equally unconvincing.
The Court posits that a ban on inviting juries to draw ad-
verse inferences from a defendant’s silence differs materially
from a ban on inviting juries to draw adverse inferences from
a defendant’s presence, because the inference from silence “is
not . . . ‘natural or irresistible.”” See ante, at 67 (quoting
Griffin, 380 U.S., at 615) (emphasis added by majority).
This is a startling statement. It fails to convey what the
Court actually said in Griffin, which was that the inference
from silence to guilt is “not always so natural or irresistible.”
See ibid. (emphasis added). The statement that an infer-
ence is not always natural or irresistible implies that the
inference is indeed natural or irresistible in many, perhaps
most, cases. And so it is. See Mitchell v. United States,
526 U. S. 314, 332 (1999) (SCALIA, J., dissenting) (The Griffin
rule “runs exactly counter to normal evidentiary inferences:
If T ask my son whether he saw a movie I had forbidden him
to watch, and he remains silent, the import of his silence is
clear.”); Lakeside v. Oregon, 435 U. S. 333, 340 (1978) (It is
“very doubtful” that jurors, left to their own devices, would
not draw adverse inferences from a defendant’s failure to tes-
tify.). It is precisely because the inference is often natural
(but nonetheless prohibited) that the jury, if a defendant so
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requests, is instructed not to draw it. Carter v. Kentucky,
450 U. S. 288, 301-303 (1981) (An uninstructed jury is likely
to draw adverse inferences from a defendant’s failure to tes-
tify, so defendants are entitled to have trial courts instruct
juries that no such inference may be drawn.).

The inference involved in Griffin is at least as “natural”
or “irresistible” as the inference the prosecutor in Agard’s
case invited the jury to draw. There are, to be sure, reasons
why an innocent defendant might not want to testify. Per-
haps he fears that his convictions for prior crimes will gener-
ate prejudice against him if placed before the jury; perhaps
he has an unappealing countenance that could produce the
same effect; perhaps he worries that cross-examination will
drag into public view prior conduct that, though not unlaw-
ful, is deeply embarrassing. For similar reasons, an inno-
cent person might choose to remain silent after arrest. But
in either the Griffin scenario of silence at trial or the Doyle
scenario of silence after arrest, something beyond the simple
innocence of the defendant must be hypothesized in order to
explain the defendant’s behavior.

Not so in the present case. If a defendant appears at trial
and gives testimony that fits the rest of the evidence, sheer
innocence could explain his behavior completely. The infer-
ence from silence to guilt in Griffin or from silence to un-
trustworthiness in Doyle is thus more direct than the infer-
ence from presence to tailoring. Unless one has prejudged

5The Court describes the inference now at issue as one not from pres-
ence to tailoring but merely from presence to opportunity to tailor.
Ante, at 71, n. 2. The proposition that Agard simply had the opportunity
to tailor, we note, is not what the prosecutor urged upon the jury. She
encouraged the jury to draw, from the fact of Agard’s opportunity, the
mference that he had actually tailored his testimony. See App. 49 (De-
fendant was able “to sit here and listen to the testimony of all the other
witnesses before he testifie[d]. . . . [He got] to sit here and think what am
I going to say and how am I going to say it? How am I going to fit
it into the evidence? . .. He’s a smart man. . . . He used everything to
his advantage.”)
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the defendant as guilty, or unless there are specific reasons
to believe that particular testimony has been altered, the
possibility that the defendant is telling the truth is surely
as good an explanation for the coherence of the defendant’s
testimony as any that involves wrongful tailoring. I there-
fore disagree with the Court’s assertion, ante, at 68, that
the Court of Appeals’ decision in Agard’s case differs from
our decision in Griffin by “requir[ing] the jury to do what
is practically impossible.”” It makes little sense to main-
tain that juries able to avoid drawing adverse inferences
from a defendant’s silence would be unable to avoid thinking
that only a defendant’s opportunity to spin a web of lies could
explain the seamlessness of his testimony.

The Court states in the alternative that if proscribing ge-
neric accusations of tailoring at summation does not require
the jury to do the impossible, then it prohibits prosecutors
from “inviting the jury to do what the jury is perfectly enti-
tled to do.” Ante, at 68. The Court offers no prior au-
thority, however, for the proposition that a jury may con-
stitutionally draw the inference now at issue. The Second
Circuit thought the matter open, and understandably so
in light of Griffin and Carter. But even if juries were per-
mitted to draw the inference in question, it would not follow
that prosecutors could urge juries to draw it. Doyle pro-
hibits prosecutors from urging juries to draw adverse in-
ferences from a defendant’s choice to remain silent after re-

"In fact, the Court of Appeals’ decision in Agard’s case does not tell
juries to do anything; it merely prevents prosecutors from inviting them
to do something. I presume that the Court means to say that the Court
of Appeals’ decision prohibits prosecutors from inviting juries to do some-
thing jurors will inevitably do even without invitation. In either case,
however, the Court’s confidence that all juries will naturally regard the
defendant’s presence at trial as a reason to be suspicious of his testimony
is perplexing in light of the Court’s equal confidence that allowing com-
ment on the same subject is “essential” to the truth-finding function of the
trial. See ante, at 73. If all juries think this anyway, the pursuit of truth
will not suffer if they are not told to think it.
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ceiving Miranda warnings, but the Court today shows no
readiness to say that juries may not draw that inference
themselves. See ante, at 74-75. It therefore seems un-
problematic to hold that a prosecutor’s latitude for argument
is narrower than a jury’s latitude for assessment.

In its final endeavor to distinguish the two inferences, the
Court maintains that the one in Griffin goes to a defendant’s
guilt but the one now at issue goes merely to a defendant’s
credibility as a witness. See ante, at 69. But it is domi-
nantly in cases where the physical evidence is inconclusive
that prosecutors will concentrate all available firepower on
the credibility of a testifying defendant. Argument that
goes to the defendant’s credibility in such a case also goes to
guilt. Indeed, the first sentence of the Court’s account of
the trial in this case acknowledges that the questions of guilt
and credibility were coextensive. See ante, at 63 (Agard’s
trial “ultimately came down to a credibility determination.”).

The Court emphasizes that a prosecutor may make an
issue of a defendant’s credibility, and it points for support to
our decisions in Jenkins v. Anderson, 447 U. S. 231 (1980),
and Brooks v. Tennessee, 406 U. S. 605 (1972). See ante, at
69-70. But again, the distinction between cross-examination
and summation is critical. Cross-examination is the crimi-
nal trial’s primary means of contesting the credibility of any
witness, and a defendant who is also a witness may of course
be cross-examined. Jenkins supports the proposition that
cross-examination is of sufficient value as an aid to finding
truth at trial that prosecutors may sometimes question de-
fendants even about matters that may touch on their consti-
tutional rights, and Brooks suggests that cross-examination
can expose a defendant who tailors his testimony. See Jen-
kins, 447 U. S., at 233, 238; Brooks, 406 U. S., at 609-612.
Thus the prosecutor’s tactics in Jenkins and our own counsel
in Brooks are entirely consistent with the moderate restric-
tion on prosecutorial license that the Court today rejects.
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* * *

In the end, we are left with a prosecutorial practice that
burdens the constitutional rights of defendants, that cannot
be justified by reference to the trial’s aim of sorting guilty
defendants from innocent ones, and that is not supported by
our case law. The restriction that the Court of Appeals
placed on generic accusations of tailoring is both moderate
and warranted. That court declared it permissible for the
prosecutor to comment on “what the defendant testified to
regarding pertinent events”—“the fit between the testimony
of the defendant and other witnesses.” 159 F. 3d, at 99.
What is impermissible, the Second Circuit held, is simply and
only a summation “bolstering . . . the prosecution witnesses’
credibility vis-a-vis the defendant’s based solely on the de-
fendant’s exercise of a constitutional right to be present dur-
ing the trial.” Ibid. I would affirm that sound judgment
and therefore dissent from the Court’s disposition.
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After the supertanker Torrey Canyon spilled crude oil off the coast of
England in 1967, both Congress, in the Ports and Waterways Safety Act
of 1972 (PWSA), and the State of Washington enacted more stringent
regulations for tankers and provided for more comprehensive remedies
in the event of an oil spill. The ensuing question of federal pre-emption
of the State’s laws was addressed in Ray v. Atlantic Richfield Co., 435
U.S. 151. In 1989, the supertanker Exxon Valdez ran aground in
Alaska, causing the largest oil spill in United States history. Again,
both Congress and Washington responded. Congress enacted the Oil
Pollution Act of 1990 (OPA). The State created a new agency and di-
rected it to establish standards to provide the “best achievable protec-
tion” (BAP) from oil spill damages. That agency promulgated tanker
design, equipment, reporting, and operating requirements. Petitioner
International Association of Independent Tanker Owners (Intertanko),
a trade association of tanker operators, brought this suit seeking declar-
atory and injunctive relief against state and local officials responsible for
enforcing the BAP regulations. Upholding the regulations, the District
Court rejected Intertanko’s arguments that the BAP standards invaded
an area long pre-empted by the Federal Government. At the appeal
stage, the United States intervened on Intertanko’s behalf, contending
that the District Court’s ruling failed to give sufficient weight to the
substantial foreign affairs interests of the Federal Government. The
Ninth Circuit held that the State could enforce its laws, save one requir-
ing vessels to install certain navigation and towing equipment, which
was “virtually identical to” requirements declared pre-empted in Ray.

Held: Washington’s regulations regarding general navigation watch pro-
cedures, crew English language skills and training, and maritime cas-
ualty reporting are pre-empted by the comprehensive federal regula-
tory scheme governing oil tankers; these cases are remanded so the

*Together with No. 98-1706, International Association of Independent
Tanker Owners (Intertanko) v. Locke, Governor of Washington, et al.,
also on certiorari to the same court.
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validity of other Washington regulations may be assessed in light of the
considerable federal interest at stake. Pp. 99-117.

(@) The State has enacted legislation in an area where the federal
interest has been manifest since the beginning of the Republic and is
now well established. Congress has, beginning with the Tank Vessel
Act of 1936, enacted a series of statutes pertaining to maritime tanker
transports. These include the PWSA, Title I of which authorizes, but
does not require, the Coast Guard to enact measures for controlling
vessel traffic or for protecting navigation and the marine environment,
33 U.S.C. §1223(a), and Title II of which, as amended, requires the
Coast Guard to issue regulations addressing the design, construction,
alteration, repair, maintenance, operation, equipping, personnel qualifi-
cation, and manning of covered vessels, 46 U. S. C. §3703(a). Congress
later enacted OPA, Title I of which, among other things, imposes liabil-
ity for both removal costs and damages on parties responsible for an oil
spill, 33 U. S. C. §2702, and includes two saving clauses preserving the
States’ authority to impose additional liability, requirements, and penal-
ties, §§2718(a) and (¢). Congress has also ratified international agree-
ments in this area, including the International Convention of Standards
of Training Certification and Watchkeeping for Seafarers (STCW).
Pp. 99-103.

(b) In Ray, the Court held that the PWSA and Coast Guard regula-
tions promulgated under that Act pre-empted Washington’s pilotage re-
quirement, limitation on tanker size, and tanker design and construction
rules. The Ray Court’s interpretation of the PWSA is correct and con-
trolling here. Its basic analytic structure explains why federal pre-
emption analysis applies to the challenged regulations and allows scope
and due recognition for the traditional authority of the States and locali-
ties to regulate some matters of local concern. In narrowing the pre-
emptive effect given the PWSA in Ray, the Ninth Circuit placed more
weight on OPA’s saving clauses than they can bear. Like Title I of
OPA, in which they are found, the saving clauses are limited to regula-
tions governing liability and compensation for oil pollution, and do not
extend to rules regulating vessel operation, design, or manning. Thus,
the pre-emptive effect of the PWSA and its regulations is not affected
by OPA, and Ray’s holding survives OPA’s enactment undiminished.
The Ray Court’s prefatory observation that an “assumption” that the
States’ historic police powers were not to be superseded by federal law
unless that was the clear and manifest congressional purpose does not
mean that a presumption against pre-emption aids the Court’s analysis
here. An assumption of nonpre-emption is not triggered when the
State regulates in an area where there has been a history of significant
federal presence. The Ray Court held, among other things, that Con-
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gress, in PWSA Title I, preserved state authority to regulate the peculi-
arities of local waters, such as depth and narrowness, if there is no
conflict with federal regulatory determinations, see 435 U. S., at 171-
172, 178, but further held that Congress, in PWSA Title II, mandated
uniform federal rules on the subjects or matters there specified, id., at
168. Thus, under Ray’s interpretation of the Title II provision now
found at 46 U. S. C. §3703(a), only the Federal Government may regulate
the design, construction, alteration, repair, maintenance, operation,
equipping, personnel qualification, and manning of tankers. The Court
today reaffirms Ray’s holding on this point. Congress has left no room
for state regulation of these matters. See Fidelity Fed. Sav. & Loan
Assn. v. De la Cuesta, 458 U. S. 141.  Although the Ray Court acknowl-
edged that the existence of some overlapping coverage between the two
PWSA titles may make it difficult to determine whether a pre-emption
question is controlled by conflict pre-emption principles, applicable gen-
erally to Title I, or by field pre-emption rules, applicable generally to
Title 11, the Court declined to resolve every question by the greater
pre-emptive force of Title II. Thus, conflict pre-emption will be appli-
cable in some, although not all, cases. Useful inquiries in determining
which title governs include whether the regulation in question is justi-
fied by conditions unique to a particular port or waterway, see Ray, 435
U. S., at 175, or whether it is of limited extraterritorial effect, not requir-
ing the tanker to modify its primary conduct outside the specific body
of water purported to justify the local rule, see id., at 159-160, 171.
Pp. 103-112.

(c) The field pre-emption rule surrounding PWSA Title IT and 46
U.S. C. §3703(a) and the superseding effect of additional federal stat-
utes are illustrated by the pre-emption of four of Washington’s tanker
regulations, the attempted reach of which is well demonstrated by the
briefs and record. First, the imposition of a series of training require-
ments on a tanker’s crew does not address matters unique to Washing-
ton waters, but imposes requirements that control the staffing, opera-
tion, and manning of a tanker outside of those waters. The training
and drill requirements pertain to “operation” and “personnel qualifi-
cations” and so are pre-empted by §3703(a). That training is a field
reserved to the Federal Government is further confirmed by the cir-
cumstance that the STCW Convention addresses crew “training” and
“qualification” requirements, and that the United States has enacted
crew training regulations. Second, the imposition of English language
proficiency requirements on a tanker’s crew is not limited to governing
local traffic or local peculiarities. It is pre-empted by §3703(a) as a
“personnel qualification” and by 33 U. S. C. §1228(a)(7), which requires
that any vessel operating in United States waters have at least one
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licensed deck officer on the navigation bridge who is capable of clearly
understanding English. Third, Washington’s general requirement that
the navigation watch consist of at least two licensed deck officers, a
helmsman, and a lookout is pre-empted as an attempt to regulate a tank-
er’s “operation” and “manning” under 46 U. S. C. §3703(a). Fourth, the
requirement that vessels in Washington waters report certain marine
casualties regardless of where in the world they occurred cannot stand
in light of Coast Guard regulations on the same subject that Congress
intended be the sole source of a vessel’s reporting obligations, see
§§6101, 3717(a)(4). On remand, Washington may argue that certain of
its regulations, such as its watch requirement in times of restricted visi-
bility, are of limited extraterritorial effect, are necessary to address the
peculiarities of Puget Sound, and therefore are not subject to Title II
field pre-emption, but should instead be evaluated under Title I conflict
pre-emption analysis. Pp. 112-116.

(d) It is preferable that petitioners’ substantial arguments as to pre-
emption of the remaining Washington regulations be considered by the
Ninth Circuit or by the District Court within the framework this Court
has herein discussed. The United States did not participate in these
cases until appeal, and resolution of the litigation would benefit from
the development of a full record by all interested parties. If, pending
adjudication on remand, Washington threatens to begin enforcing its
regulations, the lower courts would weigh any stay application under
the appropriate legal standards in light of the principles discussed
herein and with recognition of the national interests at stake. Ulti-
mately, it is largely for Congress and the Coast Guard to confront
whether their regulatory scheme, which demands a high degree of
uniformity, is adequate. States, as well as environmental groups and
local port authorities, will participate in the process. See §3703(a).
Pp. 116-117.

148 F. 3d 1053, reversed and remanded.

KENNEDY, J., delivered the opinion for a unanimous Court.

David C. Frederick argued the cause for the United States
in No. 98-1701. With him on the briefs were Solicitor Gen-
eral Waxman, Acting Assistant Attorney General Ogden,
Deputy Solicitor General Kneedler, Douglas N. Letter, Mi-
chael Jay Singer, H. Thomas Byron 111, David R. Andrews,
Judith Miller, Nancy E. McFadden, Paul M. Geier, Dale C.
Andrews, James S. Carmichael, Malcolm J. Williams, Jr.,
and Paul M. Wasserman. C. Jonathan Benner argued the
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cause for petitioner in No. 98-1706. With him on the briefs
were Timi E. Nickerson and Sean T. Connaughton.

William Berggren Collins, Senior Assistant Attorney Gen-
eral of Washington, argued the cause for respondents in both
cases. With him on the brief for the state respondents were
Christine O. Gregoire, Attorney General, and Jay D. Geck,
Thomas C. Morrill, and Jerri Lynn Thomas, Assistant At-
torneys General. Jeffrey L. Needle filed a brief for respond-
ent Washington Environmental Council et al. With him on
the brief was John M. MacDonald.T

TBriefs of amici curiae urging reversal were filed for the Government
of Belgium et al. by Alex Blanton and Laurie C. Sahatjian, for the Ameri-
can Waterways Operators by Eldon V. C. Greenberg and Barbara L. Hol-
land; for the Baltic and International Maritime Council et al. by Dennis
L. Bryant, Charles L. Coleman III, Brian D. Starer, and Jovi Tenev; for
the International Chamber of Shipping et al. by William F. Sheehan, John
Townsend Rich, and Heather H. Anderson; for the Maritime Law Asso-
ciation of the United States by Howard M. McCormack, James Patrick
Cooney, and David J. Bederman, for the National Association of Water-
front Employers et al. by F. Edwin Froelich and Charles T. Carroll, Jr.;
for the Product Liability Advisory Council, Inc., et al. by Kenneth S. Gel-
ler, Charles Rothfeld, and Robin S. Conrad; and for the Washington Legal
Foundation by Daniel J. Popeo and R. Shawn Gunnarson.

Briefs of amici curiae urging affirmance were filed for the State of
California et al. by Bill Lockyer, Attorney General of California, Richard
M. Frank, Chief Assistant Attorney General, Mary E. Hackenbracht and
J. Matthew Rodriquez, Assistant Attorneys General, Dennis M. Eagan
and Michael W. Neville, Deputy Attorneys General, Maya B. Kara, Acting
Attorney General of the Northern Mariana Islands, and by the Attorneys
General for their respective States as follows: Bruce M. Botelho of Alaska,
Richard Blumenthal of Connecticut, Robert A. Butterworth of Florida,
Earl I. Anzai of Hawaii, James E. Ryan of Illinois, Richard P. Ieyoub of
Louisiana, Andrew Ketterer of Maine, Thomas F. Reilly of Massachusetts,
Mike Moore of Mississippi, Frankie Sue Del Papa of Nevada, John J.
Farmer, Jr., of New Jersey, Eliot Spitzer of New York, Michael F. Easley
of North Carolina, Betty D. Montgomery of Ohio, W. A. Drew Edmondson
of Oklahoma, Hardy Myers of Oregon, Sheldon Whitehouse of Rhode Is-
land, Charlie Condon of South Carolina, and Jan Graham of Utah; for
San Juan County, Washington, et al. by Randall K. Gaylord and Karen
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JUSTICE KENNEDY delivered the opinion of the Court.

The maritime oil transport industry presents ever-present,
all too real dangers of oil spills from tanker ships, spills
which could be catastrophes for the marine environment.
After the supertanker Torrey Canyon spilled its cargo of
120,000 tons of crude oil off the coast of Cornwall, England,
in 1967, both Congress and the State of Washington enacted
more stringent regulations for these tankers and provided
for more comprehensive remedies in the event of an oil spill.
The ensuing question of federal pre-emption of the State’s
laws was addressed by the Court in Ray v. Atlantic Rich-
field Co., 435 U. S. 151 (1978).

In 1989, the supertanker Exxon Valdez ran aground in
Prince William Sound, Alaska, and its cargo of more than 53
million gallons of crude oil caused the largest oil spill in
United States history. Again, both Congress and the State
of Washington responded. Congress enacted new statutory
provisions, and Washington adopted regulations governing
tanker operations and design. Today we must determine
whether these more recent state laws can stand despite the
comprehensive federal regulatory scheme governing oil
tankers. Relying on the same federal statute that con-
trolled the analysis in Ray, we hold that some of the State’s
regulations are pre-empted; as to the balance of the regula-
tions, we remand the case so their validity may be assessed
in light of the considerable federal interest at stake and in
conformity with the principles we now discuss.

E. Vedder; and for the Steamship Association of Southern California by
David E. R. Woolley and Thomas A. Russell.

Briefs of amici curiae were filed for the Government of Canada by Mar-
garet K. Pfeiffer; for the Pacific Coast Federation of Fishermen’s Associa-
tions et al. by Bryan P. Coluccio; for the Pacific Merchant Shipping Asso-
ciation by Sam D. Delich and James B. Nebel; for the Prince William
Sound Regional Citizens’ Advisory Council by Avrum M. Gross and Susan
A. Burke; and for the Puget Sound Steamship Operators Association et al.
by Richard W. Buchanan and Robert W. Nolting.
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The State of Washington embraces some of the Nation’s
most significant waters and coastal regions. Its Pacific
Ocean seacoast consists, in large part, of wave-exposed rocky
headlands separated by stretches of beach. Washington
borders as well on the Columbia River estuary, dividing
Washington from Oregon. Two other large estuaries, Grays
Harbor and Willapa Bay, are also within Washington’s wa-
ters. Of special significance in these cases is the inland sea
of Puget Sound, a 2,500 square mile body of water consisting
of inlets, bays, and channels. More than 200 islands are lo-
cated within the sound, and it sustains fisheries and plant
and animal life of immense value to the Nation and to the
world.

Passage from the Pacific Ocean to the quieter Puget Sound
is through the Strait of Juan de Fuca, a channel 12 miles
wide and 65 miles long which divides Washington from the
Canadian Province of British Columbia. The international
boundary is located midchannel. Access to Vancouver, Can-
ada’s largest port, is through the strait. Traffic inbound
from the Pacific Ocean, whether destined to ports in the
United States or Canada, is routed through Washington’s
waters; outbound traffic, whether from a port in Washington
or Vancouver, is directed through Canadian waters. The
pattern had its formal adoption in a 1979 agreement entered
into by the United States and Canada. Agreement for a Co-
operative Vessel Traffic Management System for the Juan de
Fuca Region, 32 U. S. T. 377, T. I. A. S. No. 9706.

In addition to holding some of our vital waters, Washing-
ton is the site of major installations for the Nation’s oil indus-
try and the destination or shipping point for huge volumes
of oil and its end products. Refineries and product termi-
nals are located adjacent to Puget Sound in ports including
Cherry Point, Ferndale, Tacoma, and Anacortes. Canadian
refineries are found near Vancouver on Burrard Inlet and
the lower Fraser River. Crude oil is transported by sea to
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Puget Sound. Most is extracted from Alaska’s North Slope
reserve and is shipped to Washington on United States flag
vessels. Foreign-flag vessels arriving from nations such
as Venezuela and Indonesia also call at Washington’s oil
installations.

The bulk of oil transported on water is found in tankers,
vessels which consist of a group of tanks contained in a ship-
shaped hull, propelled by an isolated machinery plant at the
stern. The Court described the increase in size and num-
bers of these ships close to three decades ago in Askew v.
American Waterways Operators, Inc., 411 U.S. 325, 335
(1973), noting that the average vessel size increased from
16,000 tons during World War II to 76,000 tons in 1966.
(The term “tons” refers to “deadweight tons,” a way of mea-
suring the cargo-carrying capacity of the vessels.) Between
1955 and 1968, the world tanker fleet grew from 2,500 vessels
to 4,300. Ibid. By December 1973, 366 tankers in the
world tanker fleet were in excess of 175,000 tons, see 1
M. Tusiani, The Petroleum Shipping Industry 79 (1996), and
by 1998 the number of vessels considered “tankers” in the
merchant fleets of the world numbered 6,739, see U. S. Dept.
of Transp., Maritime Administration, Merchant Fleets of the
World 1 (Oct. 1998).

The size of these vessels, the frequency of tanker opera-
tions, and the vast amount of oil transported by vessels with
but one or two layers of metal between the cargo and the
water present serious risks. Washington’s waters have
been subjected to oil spills and further threatened by near
misses. In December 1984, for example, the tanker ARCO
Anchorage grounded in Port Angeles Harbor and spilled
239,000 gallons of Alaskan crude oil. The most notorious oil
spill in recent times was in Prince William Sound, Alaska,
where the grounding of the Exxon Valdez released more
than 11 million gallons of crude oil and, like the Torrey Can-
yon spill before it, caused public officials intense concern
over the threat of a spill.
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Washington responded by enacting the state regulations
now in issue. The legislature created the Office of Marine
Safety, which it directed to establish standards for spill pre-
vention plans to provide “the best achievable protection
[BAP] from damages caused by the discharge of oil.” Wash.
Rev. Code §88.46.040(3) (1994). The Office of Marine Safety
then promulgated the tanker design, equipment, reporting,
and operating requirements now subject to attack by pe-
titioners. Wash. Admin. Code (WAC) §317-21-130 et seq.
(1999). A summary of the relevant regulations, as described
by the Court of Appeals, is set out in the Appendix, infra.

If a vessel fails to comply with the Washington rules,
possible sanctions include statutory penalties, restrictions of
the vessel’s operations in state waters, and a denial of entry
into state waters. Wash. Rev. Code §§88.46.070, 88.46.080,
88.46.090 (1994).

Petitioner International Association of Independent
Tanker Owners (Intertanko) is a trade association whose 305
members own or operate more than 2,000 tankers of both
United States and foreign registry. The organization repre-
sents approximately 80% of the world’s independently owned
tanker fleet; and an estimated 60% of the oil imported into
the United States is carried on Intertanko vessels. The
association brought this suit seeking declaratory and injunc-
tive relief against state and local officials responsible for
enforcing the BAP regulations. Groups interested in envi-
ronmental preservation intervened in defense of the laws.
Intertanko argued that Washington’s BAP standards in-
vaded areas long occupied by the Federal Government and
imposed unique requirements in an area where national uni-
formity was mandated. Intertanko further contended that
if local political subdivisions of every maritime nation were
to impose differing regulatory regimes on tanker operations,
the goal of national governments to develop effective in-
ternational environmental and safety standards would be
defeated.
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Although the United States declined to intervene when
the case was in the District Court, the governments of 13
ocean-going nations expressed concerns through a diplomatic
note directed to the United States. Intertanko lodged a
copy of the note with the District Court. The concerned
governments represented that “legislation by the State of
Washington on tanker personnel, equipment and operations
would cause inconsistency between the regulatory regime of
the US Government and that of an individual State of the
US. Differing regimes in different parts of the US would
create uncertainty and confusion. This would also set an
unwelcome precedent for other Federally administered coun-
tries.” Note Verbale from the Royal Danish Embassy to
the U. S. Dept. of State 1 (June 14, 1996).

The District Court rejected all of Intertanko’s arguments
and upheld the state regulations. International Assn. of
Independent Tanker Owmers (Intertanko) v. Lowry, 947
F. Supp. 1484 (WD Wash. 1996). The appeal followed, and
at that stage the United States intervened on Intertanko’s
behalf, contending that the District Court’s ruling failed to
give sufficient weight to the substantial foreign affairs inter-
ests of the Federal Government. The United States Court
of Appeals for the Ninth Circuit held that the State could
enforce its laws, save the one requiring the vessels to install
certain navigation and towing equipment. 148 F. 3d 1053
(1998). The Court of Appeals reasoned that this require-
ment, found in WAC §317-21-265, was “virtually identical
to” requirements declared pre-empted in Ray v. Atlantic
Richfield Co., 435 U. S. 151 (1978). 148 F. 3d, at 1066. Over
Judge Graber’s dissent, the Court of Appeals denied peti-
tions for rehearing en banc. 159 F. 3d 1220 (1998). Judge
Graber, although unwilling, without further analysis, to con-
clude that the panel reached the wrong result, argued that
the opinion was “incorrect in two exceptionally important
respects: (1) The opinion places too much weight on two
clauses in Title I of OPA 90 [The Oil Pollution Act of 1990]
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that limit OPA 90’s preemptive effect. (2) Portions of the
opinion that discuss the Coast Guard regulations are incon-
sistent with Ninth Circuit and Supreme Court precedent.”
Id., at 1221. We granted certiorari and now reverse. 527
U. S. 1063 (1999).

II

The State of Washington has enacted legislation in an area
where the federal interest has been manifest since the begin-
ning of our Republic and is now well established. The au-
thority of Congress to regulate interstate navigation, with-
out embarrassment from intervention of the separate States
and resulting difficulties with foreign nations, was cited in
the Federalist Papers as one of the reasons for adopting the
Constitution. E. g., The Federalist Nos. 44, 12, 64. In 1789,
the First Congress enacted a law by which vessels with a
federal certificate were entitled to “the benefits granted by
any law of the United States.” Act of Sept. 1, 1789, ch. 11,
§1, 1 Stat. 55. The importance of maritime trade and the
emergence of maritime transport by steamship resulted in
further federal licensing requirements enacted to promote
trade and to enhance the safety of crew members and passen-
gers. See Act of July 7, 1838, ch. 191, 5 Stat. 304; Act of
Mar. 3, 1843, ch. 94, 5 Stat. 626. In 1871, Congress enacted
a comprehensive scheme of regulation for steam powered
vessels, including provisions for licensing captains, chief
mates, engineers, and pilots. Act of Feb. 28, 1871, ch. 100,
16 Stat. 440.

The Court in Cooley v. Board of Wardens of Port of Phila-
delphia ex rel. Soc. for Relief of Distressed Pilots, 12 How.
299 (1852), stated that there would be instances in which
state regulation of maritime commerce is inappropriate even
absent the exercise of federal authority, although in the case
before it the Court found the challenged state regulations
were permitted in light of local needs and conditions.
Where Congress had acted, however, the Court had little
difficulty in finding state vessel requirements were pre-



100 UNITED STATES ». LOCKE

Opinion of the Court

empted by federal laws which governed the certification of
vessels and standards of operation. Gibbons v. Ogden, 9
Wheat. 1 (1824), invalidated a New York law that attempted
to grant a monopoly to operate steamboats on the ground it
was inconsistent with the coasting license held by the vessel
owner challenging the exclusive franchise. And in Sinnot v.
Davenport, 22 How. 227 (1859), the Court decided that the
federal license held by the vessel contained “the only guards
and restraints, which Congress has seen fit to annex to the
privileges of ships and vessels engaged in the coasting
trade.” Id., at 241. The Court went on to explain that in
such a circumstance, state laws on the subject must yield:
“In every such case, the act of Congress or treaty is supreme;
and the law of the State, though enacted in the exercise of
powers not controverted, must yield to it.” Id., at 243.

Against this background, Congress has enacted a series of
statutes pertaining to maritime tanker transports and has
ratified international agreements on the subject. We begin
by referring to the principal statutes and international in-
struments discussed by the parties.

1. The Tank Vessel Act.

The Tank Vessel Act of 1936, 49 Stat. 1889, enacted specific
requirements for operation of covered vessels. The Act pro-
vided that “[iln order to secure effective provisions against
the hazards of life and property,” additional federal rules
could be adopted with respect to the “design and construc-
tion, alteration, or repair of such vessels,” “the operation of
such vessels,” and “the requirements of the manning of such
vessels and the duties and qualifications of the officers and
crews thereof.” The purpose of the Act was to establish “a
reasonable and uniform set of rules and regulations concern-
ing . . . vessels carrying the type of cargo deemed danger-
ous.” H. R. Rep. No. 2962, 74th Cong., 2d Sess., 2 (1936).
The Tank Vessel Act was the primary source for regulating
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tank vessels for the next 30 years, until the Torrey Canyon
grounding led Congress to take new action.

2. The Ports and Waterways Safety Act of 1972.

Responding to the Torrey Canyon spill, Congress enacted
the Ports and Waterways Safety Act of 1972 (PWSA). The
Act, as amended by the Port and Tanker Safety Act of 197§,
92 Stat. 1471, contains two somewhat overlapping titles, both
of which may, as the Ray Court explained, preclude enforce-
ment of state laws, though not by the same pre-emption anal-
ysis. Title I concerns vessel traffic “in any port or place
under the jurisdiction of the United States.” 110 Stat. 3934,
33 U. S. C. §1223(a)(1) (1994 ed., Supp. III). Under Title I,
the Coast Guard may enact measures for controlling vessel
traffic or for protecting navigation and the marine environ-
ment, but it is not required to do so. Ibid.

Title IT does require the Coast Guard to issue regulations,
regulations addressing the “design, construction, alteration,
repair, maintenance, operation, equipping, personnel qualifi-
cation, and manning of vessels . .. that may be necessary for
increased protection against hazards to life and property, for
navigation and vessel safety, and for enhanced protection of
the marine environment.” 46 U. S. C. §3703(a).

The critical provisions of the PWSA described above re-
main operative, but the Act has been amended, most signifi-
cantly by the Oil Pollution Act of 1990 (OPA), 104 Stat. 484.
OPA, enacted in response to the Exxon Valdez spill, requires
separate discussion.

3. The O1l Pollution Act of 1990.

The OPA contains nine titles, two having the most signifi-
cance for these cases. Title I is captioned “Oil Pollution Lia-
bility, and Compensation” and adds extensive new provisions
to the United States Code. See 104 Stat. 2375, 33 U. S. C.
§2701 et seq. (1994 ed. and Supp. III). Title I imposes lia-
bility (for both removal costs and damages) on parties re-
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sponsible for an oil spill. §2702. Other provisions provide
defenses to, and limitations on, this liability. 33 U.S.C.
§§2703, 2704. Of considerable importance to these cases are
OPA’s saving clauses, found in Title I of the Act, §2718, and
to be discussed below.

Title IV of OPA is entitled “Prevention and Removal.”
For the most part, it amends existing statutory provisions
or instructs the Secretary of Transportation (whose depart-
ments include the Coast Guard) to take action under previ-
ous grants of rulemaking authority. For example, Title IV
instructs the Coast Guard to require reporting of marine cas-
ualties resulting in a “significant harm to the environment.”
46 U. S. C. §6101(a)(5) (1994 ed. and Supp. V). Title IV fur-
ther requires the Secretary to issue regulations to define
those areas, including Puget Sound, on which single hulled
tankers shall be escorted by other vessels. 104 Stat. 523.
By incremental dates specified in the Act, all covered tanker
vessels must have a double hull. 46 U. S. C. §3703a.

4. Treaties and International Agreements.

The scheme of regulation includes a significant and intri-
cate complex of international treaties and maritime agree-
ments bearing upon the licensing and operation of vessels.
We are advised by the United States that the international
regime depends upon the principle of reciprocity. That is to
say, the certification of a vessel by the government of its
own flag nation warrants that the ship has complied with
international standards, and vessels with those certificates
may enter ports of the signatory nations. Brief for United
States 3.

Ilustrative of treaties and agreements to which the
United States is a party are the International Convention
for the Safety of Life at Sea, 1974, 32 U.S. T. 47, T. 1. A. S.
No. 9700, the International Convention for Prevention of Pol-
lution from Ships, 1973, S. Exec. Doc. C, 93-1, 12 1. L. M.
1319, as amended by 1978 Protocol, S. Exec. Doc. C, 96-1, 17
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I. L. M. 546, and the International Convention of Standards
of Training, Certification and Watchkeeping for Seafarers,
With Annex, 1978 (STCW), S. Exec. Doc. EE, 96-1, C. T. I. A.
No. 7624.

The United States argues that these treaties, as the su-
preme law of the land, have pre-emptive force over the state
regulations in question here. We need not reach that issue
at this stage of the case because the state regulations we
address in detail below are pre-empted by federal statute
and regulations. The existence of the treaties and agree-
ments on standards of shipping is of relevance, of course, for
these agreements give force to the longstanding rule that
the enactment of a uniform federal scheme displaces state
law, and the treaties indicate Congress will have demanded
national uniformity regarding maritime commerce. See
Ray, 435 U. S., at 166 (recognizing Congress anticipated “ar-
riving at international standards for building tank vessels”
and understanding “the Nation was to speak with one voice”
on these matters). In later proceedings, if it is deemed nec-
essary for full disposition of the case, it should be open to
the parties to argue whether the specific international agree-
ments and treaties are of binding, pre-emptive force. We do
not reach those questions, for it may be that pre-emption
principles applicable to the basic federal statutory structure
will suffice, upon remand, for a complete determination.

II1

In Ray v. Atlantic Richfield, supra, the Court was asked
to review, in light of an established federal and international
regulatory scheme, comprehensive tanker regulations im-
posed by the State of Washington. The Court held that the
PWSA and Coast Guard regulations promulgated under that
Act pre-empted a state pilotage requirement, Washington’s
limitation on tanker size, and tanker design and construc-
tion rules.
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In these cases, petitioners relied on Ray to argue that
Washington’s more recent state regulations were pre-
empted as well. The Court of Appeals, however, concluded
that Ray retained little validity in light of subsequent action
by Congress. We disagree. The Ray Court’s interpreta-
tion of the PWSA is correct and controlling. Its basic ana-
lytic structure explains why federal pre-emption analysis ap-
plies to the challenged regulations and allows scope and due
recognition for the traditional authority of the States and
localities to regulate some matters of local concern.

At the outset, it is necessary to explain that the essential
framework of Ray, and of the PWSA which it interpreted,
are of continuing force, neither having been superseded by
subsequent authority relevant to these cases. In narrowing
the pre-emptive effect given the PWSA in Ray, the Court of
Appeals relied upon OPA’s saving clauses, finding in their
language a return of authority to the States. Title I of OPA
contains two saving clauses, stating:

“(a) Preservation of State authorities . . .

“Nothing in this Act or the Act of March 3, 1851
shall—

“(1) affect, or be construed or interpreted as pre-
empting, the authority of any State or political sub-
division thereof from imposing any additional liability
or requirements with respect to—

“(A) the discharge of oil or other pollution by oil
within such State . . ..

“(c) Additional requirements and liabilities; penalties

“Nothing in this Act, the Act of March 3, 1851 (46
U. S. C. 183 et seq.), or section 9509 of [the Internal Rev-
enue Code of 1986 (26 U. S. C. 9509)], shall in any way
affect, or be construed to affect, the authority of the
United States or any State or political subdivision
thereof—
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“(1) to impose additional liability or additional
requirements

“relating to the discharge, or substantial threat of a
discharge, of oil.” 33 U. S. C. §2718.

The Court of Appeals placed more weight on the saving
clauses than those provisions can bear, either from a textual
standpoint or from a consideration of the whole federal regu-
latory scheme of which OPA is but a part.

The saving clauses are found in Title I of OPA, captioned
Oil Pollution Liability and Compensation and creating a lia-
bility scheme for oil pollution. In contrast to the Washing-
ton rules at issue here, Title I does not regulate vessel opera-
tion, design, or manning. Placement of the saving clauses
in Title I of OPA suggests that Congress intended to pre-
serve state laws of a scope similar to the matters contained
in Title I of OPA, not all state laws similar to the matters
covered by the whole of OPA or to the whole subject of mari-
time oil transport. The evident purpose of the saving
clauses is to preserve state laws which, rather than imposing
substantive regulation of a vessel’s primary conduct, estab-
lish liability rules and financial requirements relating to oil
spills. See Gutierrez v. Ada, 528 U. S. 250, 255 (2000) (words
of a statute should be interpreted consistent with their
neighbors to avoid giving unintended breadth to an Act of
Congress).

Our conclusion is fortified by Congress’ decision to limit
the saving clauses by the same key words it used in declaring
the scope of Title I of OPA. Title I of OPA permits recovery
of damages involving vessels “from which oil is discharged,
or which pos[e] the substantial threat of a discharge of oil.”
33 U.S. C. §2702(a). The saving clauses, in parallel manner,
permit States to impose liability or requirements “relating
to the discharge, or substantial threat of a discharge, of oil.”
§2718(c). In its titles following Title I, OPA addresses mat-
ters including licensing and certificates of registry, 104 Stat.
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509; duties of senior licensed officers to relieve the master,
1d., at 511; manning standards for foreign vessels, id., at 513;
reporting of marine casualties, 1bid.; minimum standards for
plating thickness, id., at 515; tank vessel manning require-
ments, id., at 517; and tank vessel construction standards,
1d., at 517-518, among other extensive regulations. If Con-
gress had intended to disrupt national uniformity in all of
these matters, it would not have done so by placement of the
saving clauses in Title L.

The saving clauses are further limited in effect to “this
Act, the Act of March 3, 1851 . . ., or section 9509 of [the
Internal Revenue Codel.” §§2718(a) and (c). These ex-
plicit qualifiers are inconsistent with interpreting the saving
clauses to alter the pre-emptive effect of the PWSA or regu-
lations promulgated thereunder. The text of the statute in-
dicates no intent to allow States to impose wide-ranging reg-
ulation of the at-sea operation of tankers. The clauses may
preserve a State’s ability to enact laws of a scope similar to
Title I, but do not extend to subjects addressed in the other
titles of the Act or other acts.

Limiting the saving clauses as we have determined re-
spects the established federal-state balance in matters of
maritime commerce between the subjects as to which the
States retain concurrent powers and those over which the
federal authority displaces state control. We have upheld
state laws imposing liability for pollution caused by oil spills.
See Askew v. American Waterways Operators, Inc., 411
U.S., at 325. Our view of OPA’s saving clauses preserves
this important role for the States, which is unchallenged
here. We think it quite unlikely that Congress would use a
means so indirect as the saving clauses in Title I of OPA to
upset the settled division of authority by allowing States to
impose additional unique substantive regulation on the at-
sea conduct of vessels. We decline to give broad effect to
saving clauses where doing so would upset the careful regu-
latory scheme established by federal law. See, e. g., Morales
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v. Trans World Airlines, Inc., 504 U.S. 374, 385 (1992);
American Telephone & Telegraph Co. v. Central Office Tele-
phone, Inc., 524 U. S. 214, 227-228 (1998).

From the text of OPA and the long-established under-
standing of the appropriate balance between federal and
state regulation of maritime commerce, we hold that the
pre-emptive effect of the PWSA and regulations promul-
gated under it are not affected by OPA. We doubt Congress
will be surprised by our conclusion, for the Conference
Report on OPA shared our view that the statute “does not
disturb the Supreme Court’s decision in Ray v. Atlantic
Richfield Co., 435 U.S. 151 (1978).” H. R. Conf. Rep.
No. 101-653, p. 122 (1990). The holding in Ray also survives
the enactment of OPA undiminished, and we turn to a de-
tailed discussion of that case.

As we mentioned above, the Ray Court confronted a claim
by the operator of a Puget Sound refinery that federal law
precluded Washington from enforcing laws imposing certain
substantive requirements on tankers. The Ray Court pref-
aced its analysis of the state regulations with the following
observation:

“The Court’s prior cases indicate that when a State’s
exercise of its police power is challenged under the Su-
premacy Clause, ‘we start with the assumption that the
historic police powers of the States were not to be su-
perseded by the Federal Act unless that was the clear
and manifest purpose of Congress.” Rice v. Santa Fe
Elevator Corp., 331 U.S. 218, 230 (1947).” 435 U.S,,
at 157.

The fragmentary quote from Rice v. Santa Fe Elevator
Corp., 331 U. S. 218 (1947), does not support the scope given
to it by the Court of Appeals or by respondents.

Ray quoted but a fragment of a much longer paragraph
found in Rice. The quoted fragment is followed by exten-
sive and careful qualifications to show the different ap-
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proaches taken by the Court in various contexts. We need
not discuss that careful explanation in detail, however. To
explain the full intent of the Rice quotation, it suffices to
quote in full the sentence in question and two sentences pre-
ceding it. The Rice opinion stated: “The question in each
case is what the purpose of Congress was. Congress legis-
lated here in a field which the States have traditionally occu-
pied. So we start with the assumption that the historic po-
lice powers of the States were not to be superseded by the
Federal Act unless that was the clear and manifest purpose
of Congress.” 331 U.S., at 230 (citations omitted).

The qualification given by the word “so” and by the pre-
ceding sentences in Rice are of considerable consequence.
As Rice indicates, an “assumption” of nonpre-emption is not
triggered when the State regulates in an area where there
has been a history of significant federal presence. See also
Jones v. Rath Packing Co., 430 U.S. 519, 525 (1977) (“as-
sumption” is triggered where “the field which Congress is
said to have pre-empted has been traditionally occupied by
the States”); Medtronic, Inc. v. Lohr, 518 U. S. 470, 485 (1996)
(citing Rice in case involving medical negligence, a subject
historically regulated by the States). In Ray, and in the
case before us, Congress has legislated in the field from the
earliest days of the Republic, creating an extensive federal
statutory and regulatory scheme.

The state laws now in question bear upon national and
international maritime commerce, and in this area there is
no beginning assumption that concurrent regulation by the
State is a valid exercise of its police powers. Rather, we
must ask whether the local laws in question are consistent
with the federal statutory structure, which has as one of its
objectives a uniformity of regulation for maritime commerce.
No artificial presumption aids us in determining the scope of
appropriate local regulation under the PWSA, which, as we
discuss below, does preserve, in Title I of that Act, the his-
toric role of the States to regulate local ports and waters
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under appropriate circumstances. At the same time, as we
also discuss below, uniform, national rules regarding general
tanker design, operation, and seaworthiness have been man-
dated by Title IT of the PWSA.

The Ray Court confirmed the important proposition that
the subject and scope of Title I of the PWSA allows a State
to regulate its ports and waterways, so long as the regula-
tion is based on “the peculiarities of local waters that call for
special precautionary measures.” 435 U.S,, at 171. Title I
allows state rules directed to local circumstances and prob-
lems, such as water depth and narrowness, idiosynecratic to
a particular port or waterway. Ibid. There is no pre-
emption by operation of Title I itself if the state regulation
is so directed and if the Coast Guard has not adopted regula-
tions on the subject or determined that regulation is unnec-
essary or inappropriate. This principle is consistent with
recognition of an important role for States and localities in
the regulation of the Nation’s waterways and ports. FE.g.,
Cooley, 12 How., at 319 (recognizing state authority to adopt
plans “applicable to the local peculiarities of the ports within
their limits”). It is fundamental in our federal structure
that States have vast residual powers. Those powers, un-
less constrained or displaced by the existence of federal au-
thority or by proper federal enactments, are often exercised
in concurrence with those of the National Government. Mc-
Culloch v. Maryland, 4 Wheat. 316 (1819).

As Ray itself made apparent, the States may enforce rules
governed by Title I of the PWSA unless they run counter to
an exercise of federal authority. The analysis under Title I
of the PWSA, then, is one of conflict pre-emption, which
occurs “when compliance with both state and federal law
is impossible, or when the state law ‘stands as an obstacle
to the accomplishment and execution of the full purposes
and objective of Congress.”” California v. ARC America
Corp., 490 U.S. 93, 100-101 (1989) (citations omitted). In
this context, Coast Guard regulations are to be given pre-
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emptive effect over conflicting state laws. City of New York
v. FCC, 486 U. S. 57, 63-64 (1988) (“ ‘[A] federal agency acting
within the scope of its congressionally delegated authority
may pre-empt state regulation’ and hence render unenforce-
able state or local laws that are otherwise not inconsistent
with federal law”). Ray defined the relevant inquiry for
Title I pre-emption as whether the Coast Guard has promul-
gated its own requirement on the subject or has decided that
no such requirement should be imposed at all. 435 U. S., at
171-172; see also id., at 178 (“‘[W]here failure of . . . federal
officials affirmatively to exercise their full authority takes on
the character of a ruling that no such regulation is appro-
priate or approved pursuant to the policy of the statute,’
States are not permitted to use their police power to enact
such a regulation. Bethlehem Steel Co. v. New York State
Labor Relations Board, 330 U.S. 767, 774 (1947)”). Ray
also recognized that, even in the context of a regulation re-
lated to local waters, a federal official with an overview of
all possible ramifications of a particular requirement might
be in the best position to balance all the competing interests.
Id., at 177.

While Ray explained that Congress, in Title I of the
PWSA, preserved state authority to regulate the peculiari-
ties of local waters if there was no conflict with federal regu-
latory determinations, the Court further held that Congress,
in Title IT of the PWSA, mandated federal rules on the sub-
jects or matters there specified, demanding uniformity. Id.,
at 168 (“Title II leaves no room for the States to impose
different or stricter design requirements than those which
Congress has enacted with the hope of having them interna-
tionally adopted or has accepted as the result of international
accord. A state law in this area . .. would frustrate the
congressional desire of achieving uniform, international
standards”). Title II requires the Coast Guard to impose
national regulations governing the general seaworthiness of
tankers and their crews. Id., at 160. Under Ray’s inter-
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pretation of the Title II PWSA provision now found at 46
U. S. C. §3703(a), only the Federal Government may regulate
the “design, construction, alteration, repair, maintenance, op-
eration, equipping, personnel qualification, and manning” of
tanker vessels.

In Ray, this principle was applied to hold that Washing-
ton’s tanker design and construction rules were pre-empted.
Those requirements failed because they were within a field
reserved for federal regulation under 46 U. S. C. §391a (1982
ed.), the predecessor to §3703(a). We reaffirm Ray’s holding
on this point. Contrary to the suggestion of the Court of
Appeals, the field of pre-emption established by §3703(a)
cannot be limited to tanker “design” and “construction,”
terms which cannot be read in isolation from the other sub-
jects found in that section. Title IT of the PWSA covers
“design, construction, alteration, repair, maintenance, opera-
tion, equipping, personnel qualification, and manning” of
tanker vessels. Ibid. Congress has left no room for state
regulation of these matters. See Fidelity Fed. Sav. & Loan
Assn. v. De la Cuesta, 4568 U. S. 141 (1982) (explaining field
pre-emption). As the Ray Court stated: “[T]he Supremacy
Clause dictates that the federal judgment that a vessel is
safe to navigate United States waters prevail over the con-
trary state judgment. Enforcement of the state require-
ments would at least frustrate what seems to us to be the
evident congressional intention to establish a uniform federal
regime controlling the design of oil tankers.” 435 U. S, at
165.

The existence of some overlapping coverage between the
two titles of the PWSA may make it difficult to determine
whether a pre-emption question is controlled by conflict pre-
emption principles, applicable generally to Title I, or by field
pre-emption rules, applicable generally to Title II. The Ray
Court acknowledged the difficulty, but declined to resolve
every question by the greater pre-emptive force of Title II.
We follow the same approach, and conflict pre-emption under
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Title I will be applicable in some, although not all, cases.
We recognize that the terms used in §3703(a) are quite
broad. In defining their scope, and the scope of the result-
ing field pre-emption, it will be useful to consider the type
of regulations the Secretary has actually promulgated under
the section, as well as the section’s list of specific types of
regulation that must be included. Useful inquiries include
whether the rule is justified by conditions unique to a partic-
ular port or waterway. See id., at 175 (a Title I regulation
is one “based on water depth in Puget Sound or on other
local peculiarities”). Furthermore, a regulation within the
State’s residual powers will often be of limited extraterrito-
rial effect, not requiring the tanker to modify its primary
conduct outside the specific body of water purported to jus-
tify the local rule. Limited extraterritorial effect explains
why Ray upheld a state rule requiring a tug escort for cer-
tain vessels, id., at 171, and why state rules requiring a reg-
istered vessel (i. e., one involved in foreign trade) to take on
a local pilot have historically been allowed, id., at 159-160.
Local rules not pre-empted under Title II of the PWSA pose
a minimal risk of innocent noncompliance, do not affect ves-
sel operations outside the jurisdiction, do not require adjust-
ment of systemic aspects of the vessel, and do not impose a
substantial burden on the vessel’s operation within the local
jurisdiction itself.
Iv

The field pre-emption rule surrounding Title II and
§3703(a) and the superseding effect of additional federal
statutes are illustrated by the pre-emption of four of Wash-
ington’s tanker regulations. We address these because the
attempted reach of the state rules is well demonstrated by
the briefs and record before us; other parts of the state regu-
latory scheme can be addressed on remand.

First, Washington imposes a series of training require-
ments on a tanker’s crew. WAC §317-21-230; see also Ap-
pendix, infra, at 118. A covered vessel is required to certify
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that its crew has “complete[d] a comprehensive training pro-
gram approved by the [State].” The State requires the ves-
sel’'s master to “be trained in shipboard management” and
licensed deck officers to be trained in bridge resource man-
agement, automated radar plotting aids, shiphandling, crude
oil washing, inert gas systems, cargo handling, oil spill pre-
vention and response, and shipboard fire fighting. The state
law mandates a series of “weekly,” “monthly,” and “quar-
terly” drills.

This state requirement under WAC §317-21-230 does not
address matters unique to the waters of Puget Sound. On
the contrary, it imposes requirements that control the
staffing, operation, and manning of a tanker outside of Wash-
ington’s waters. The training and drill requirements per-
tain to “operation” and “personnel qualifications” and so are
pre-empted by 46 U.S.C. §3703(a). Our conclusion that
training is a field reserved to the Federal Government re-
ceives further confirmation from the circumstance that the
STCW Convention addresses “training” and “qualification”
requirements of the crew, Art. VI, and that the United
States has enacted crew training requirements. FE.g., 46
CFR pts. 10, 12, 13, 15 (1999).

The second Washington rule we find pre-empted is WAC
§317-21-250; see also Appendix, infra, at 119. Washington
imposes English language proficiency requirements on a
tanker’s crew. This requirement will dictate how a tanker
operator staffs the vessel even from the outset of the voyage,
when the vessel may be thousands of miles from Puget
Sound. It is not limited to governing local traffic or local
peculiarities. The State’s attempted rule is a “personnel
qualification” pre-empted by §3703(a) of Title II. In
addition, there is another federal statute, 33 U.S.C.
§1228(a)(7), on the subject. It provides: “[N]o vessel . . .
shall operate in the navigable waters of the United
States . . ., if such vessel . . . while underway, does not have
at least one licensed deck officer on the navigation bridge
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who is capable of clearly understanding English.” The stat-
ute may not be supplemented by laws enacted by the States
without compromising the uniformity the federal rule itself
achieves.

The third Washington rule we find invalid under field pre-
emption is a navigation watch requirement in WAC § 317-21-
200; see also Appendix, infra, at 118. Washington has dif-
ferent rules for navigation watch, depending on whether
the tanker is operating in restricted visibility or not. We
mention the restricted visibility rule below, but now evaluate
the requirement which applies in general terms and reads:
“[TThe navigation watch shall consist of at least two licensed
deck officers, a helmsman, and a lookout.” The general
watch requirement is not tied to the peculiarities of Puget
Sound; it applies throughout Washington’s waters and at all
times. It is a general operating requirement and is pre-
empted as an attempt to regulate a tanker’s “operation” and
“manning” under 46 U. S. C. §3703(a).

We have illustrated field pre-emption under §3703(a) by
discussing three of Washington’s rules which, under the cur-
rent state of the record, we can determine cannot be en-
forced due to the assertion of federal authority found in that
section. The parties discuss other federal statutory pro-
visions and international agreements which also govern
specific aspects of international maritime commerce. In ap-
propriate circumstances, these also may have pre-emptive
effect.

For example, the record before us reveals that a fourth
state rule cannot stand in light of other sources of federal
regulation of the same subject. Washington requires ves-
sels that ultimately reach its waters to report certain marine
casualties. WAC §317-21-130; see also Appendix, i fra, at
117-118. The requirement applies to incidents (defined as
a “collision,” “allision,” “near-miss incident,” “marine cas-
ualty” of listed kinds, “accidental or intentional grounding,”
“failure of the propulsion or primary steering systems,”
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“failure of a component or control system,” “fire, flood, or
other incident that affects the vessel’s seaworthiness,” and
“spills of 0il”), regardless of where in the world they might
have occurred. A vessel operator is required by the state
regulation to make a detailed report to the State on each
incident, listing the date, location, and weather conditions.
The report must also list the government agencies to whom
the event was reported and must contain a “brief analysis of
any known causes” and a “description of measures taken to
prevent a reoccurrence.” WAC §317-21-130.

The State contends that its requirement is not pre-empted
because it is similar to federal requirements. This is an in-
correct statement of the law. It is not always a sufficient
answer to a claim of pre-emption to say that state rules sup-
plement, or even mirror, federal requirements. The Court
observed this principle when Commerce Clause doctrine was
beginning to take shape, holding in Sinnot v. Davenport, 22
How. 227 (1859), that Alabama could not require vessel own-
ers to provide certain information as a condition of operating
in state waters even though federal law also required the
owner of the vessel “to furnish, under oath, . . . all the infor-
mation required by this State law.” Id., at 242. The appro-
priate inquiry still remains whether the purposes and objec-
tives of the federal statutes, including the intent to establish
a workable, uniform system, are consistent with concurrent
state regulation. On this point, Justice Holmes’ later obser-
vation is relevant: “When Congress has taken the particular
subject-matter in hand coincidence is as ineffective as opposi-
tion, and a state law is not to be declared a help because it
attempts to go farther than Congress has seen fit to go.”
Charleston & Western Carolina R. Co. v. Varnville Furni-
ture Co., 237 U. S. 597, 604 (1915).

We hold that Congress intended that the Coast Guard reg-
ulations be the sole source of a vessel’s reporting obligations
with respect to the matters covered by the challenged state
statute. Under 46 U.S.C. §6101, the Coast Guard “shall
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prescribe regulations on the marine casualties to be reported
and the manner of reporting,” and the statute lists the kinds
of casualties that the regulations must cover. See also
§3717(a)(4) (requiring the Secretary of Transportation to
“establish a marine safety information system”). Congress
did not intend its reporting obligations to be cumulative to
those enacted by each political subdivision whose jurisdiction
a vessel enters. The State’s reporting requirement is a sig-
nificant burden in terms of cost and the risk of innocent non-
compliance. The Roanoke, 189 U.S. 185, 195 (1903) (the
master of a vessel is in a position “such that it is almost
impossible for him to acquaint himself with the laws of each
individual State he may visit”). Furthermore, it affects a
vessel operator’s out-of-state obligations and conduct, where
a State’s jurisdiction and authority are most in doubt. The
state reporting requirement under WAC §317-21-130 is
pre-empted.
v

As to conflict pre-emption under Title I, Washington ar-
gues that certain of its regulations, such as its watch require-
ment in times of restricted visibility, are of limited extrater-
ritorial effect and necessary to address the peculiarities of
Puget Sound. On remand, the Court of Appeals or District
Court should consider whether the remaining regulations
are pre-empted under Title I conflict pre-emption or Title II
field pre-emption, or are otherwise pre-empted by these
titles or under any other federal law or international agree-
ment raised as possible sources of pre-emption.

We have determined that Washington’s regulations re-
garding general navigation watch procedures, English lan-
guage skills, training, and casualty reporting are pre-
empted. Petitioners make substantial arguments that the
remaining regulations are pre-empted as well. It is prefera-
ble that the remaining claims be considered by the Court of
Appeals or by the District Court within the framework we
have discussed. The United States did not participate in
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these cases until appeal. Resolution of these cases would
benefit from the development of a full record by all inter-
ested parties.

We infer from the record that Washington is not now en-
forcing its regulations. If, pending adjudication of these
cases on remand, a threat of enforcement emerges, the Court
of Appeals or the District Court would weigh any application
for stay under the appropriate legal standards in light of
the principles we have discussed and with recognition of the
national interests at stake.

When one contemplates the weight and immense mass of
oil ever in transit by tankers, the oil’s proximity to coastal
life, and its destructive power even if a spill occurs far upon
the open sea, international, federal, and state regulation may
be insufficient protection. Sufficiency, however, is not the
question before us. The issue is not adequate regulation but
political responsibility; and it is, in large measure, for Con-
gress and the Coast Guard to confront whether their regula-
tory scheme, which demands a high degree of uniformity, is
adequate. States, as well as environmental groups and local
port authorities, will participate in the process. See 46
U. S. C. §3703(a) (requiring the Coast Guard to consider the
views of “officials of State and local governments,” “rep-
resentative of port and harbor authorities,” and “repre-
sentatives of environmental groups” in arriving at national
standards).

The judgment of the Court of Appeals is reversed, and
these cases are remanded for further proceedings consistent
with this opinion.

It is so ordered.

APPENDIX TO OPINION OF THE COURT

“l. Event Reporting—WAC 317-21-130. Requires opera-
tors to report all events such as collisions, allisions and
near-miss incidents for the five years preceding filing of a
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prevention plan, and all events that occur thereafter for
tankers that operate in Puget Sound.

“2. Operating Procedures—Watch Practices—[WAC 317-
21-200]. Requires tankers to employ specific watch and
lookout practices while navigating and when at anchor, and
requires a bridge resource management system that is the
‘standard practice throughout the owner’s or operator’s
fleet,” and which organizes responsibilities and coordinates
communication between members of the bridge.

“3. Operating Procedures—Navigation—WAC 317-21-
205. Requires tankers in navigation in state waters to re-
cord positions every fifteen minutes, to write a comprehen-
sive voyage plan before entering state waters, and to make
frequent compass checks while under way.

“4. Operating Procedures—Engineering—WAC 317-21-
210. Requires tankers in state waters to follow specified
engineering and monitoring practices.

“5. Operating Procedures—Prearrival Tests and Inspec-
tions—WAC 317-21-215. Requires tankers to undergo a
number of tests and inspections of engineering, navigation
and propulsion systems twelve hours or less before entering
or getting underway in state waters.

“6. Operating Procedures—Emergency Procedures—
WAC 317-21-220. Requires tanker masters to post written
crew assignments and procedures for a number of ship-
board emergencies.

“7. Operating Procedures—Events—WAC 317-21-225.
Requires that when an event transpires in state waters, such
as a collision, allision or near-miss incident, the operator is
prohibited from erasing, discarding or altering the position
plotting records and the comprehensive written voyage plan.

“8. Personnel Policies—Training—WAC 317-21-230. Re-
quires operators to provide a comprehensive training pro-
gram for personnel that goes beyond that necessary to obtain
a license or merchant marine document, and which includes
instructions on a number of specific procedures.
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“9. Personnel Policies—Illicit Drugs and Alcohol Use—
WAC 317-21-235. Requires drug and alcohol testing and
reporting.

“10. Personnel Policies—Personnel Evaluation—WAC
317-21-240. Requires operators to monitor the fitness for
duty of crew members, and requires operators to at least
annually provide a job performance and safety evaluation for
all ecrew members on vessels covered by a prevention plan
who serve for more than six months in a year.

“11. Personnel Policies—Work Hours—WAC 317-21-245.
Sets limitations on the number of hours crew members may
work.

“12. Personnel Policies—Language—WAC 317-21-250.
Requires all licensed deck officers and the vessel master to
be proficient in English and to speak a language understood
by subordinate officers and unlicensed crew. Also requires
all written instruction to be printed in a language under-
stood by the licensed officers and unlicensed crew.

“13. Personnel Policies—Record Keeping—WAC 317-21-
255. Requires operators to maintain training records for
crew members assigned to vessels covered by a prevention
plan.

“14. Management—WAC 317-21-260. Requires opera-
tors to implement management practices that demonstrate
active monitoring of vessel operations and maintenance, per-
sonnel training, development, and fitness, and technological
improvements in navigation.

“15. Technology—WAC 317-21-265. Requires tankers to
be equipped with global positioning system receivers, two
separate radar systems, and an emergency towing system.

“16. Advance Notice of Entry and Safety Reports—WAC
317-21-540. Requires at least twenty-four hours notice
prior to entry of a tanker into state waters, and requires
that the notice report any conditions that pose a hazard to
the vessel or the marine environment.” 148 F. 3d, at 1057-
1058 (footnote omitted).
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FOOD AND DRUG ADMINISTRATION ET AL. v. BROWN
& WILLIAMSON TOBACCO CORP. ET AL.

CERTIORARI TO THE UNITED STATES COURT OF APPEALS FOR
THE FOURTH CIRCUIT

No. 98-1152. Argued December 1, 1999—Decided March 21, 2000

The Food, Drug, and Cosmetic Act (FDCA or Act), 21 U. S. C. §301 et seq.,
grants the Food and Drug Administration (FDA), as the designee of the
Secretary of Health and Human Services (HHS), the authority to regu-
late, among other items, “drugs” and “devices,” §§321(g)-(h), 393. In
1996, the FDA asserted jurisdiction to regulate tobacco products, con-
cluding that, under the FDCA, nicotine is a “drug” and cigarettes and
smokeless tobacco are “devices” that deliver nicotine to the body. Pur-
suant to this authority, the FDA promulgated regulations governing
tobacco products’ promotion, labeling, and accessibility to children and
adolescents. The FDA found that tobacco use is the Nation’s leading
cause of premature death, resulting in more than 400,000 deaths annu-
ally, and that most adult smokers begin when they are minors. The
regulations therefore aim to reduce tobacco use by minors so as to sub-
stantially reduce the prevalence of addiction in future generations, and
thus the incidence of tobacco-related death and disease. Respondents,
a group of tobacco manufacturers, retailers, and advertisers, filed this
suit challenging the FDA’s regulations. They moved for summary
judgment on the ground, inter alia, that the FDA lacked jurisdiction
to regulate tobacco products as customarily marketed, that is, without
manufacturer claims of therapeutic benefit. The District Court upheld
the FDA’s authority, but the Fourth Circuit reversed, holding that Con-
gress has not granted the FDA jurisdiction to regulate tobacco prod-
ucts. The court concluded that construing the FDCA to include to-
bacco products would lead to several internal inconsistencies in the Act.
It also found that evidence external to the FDCA—that the FDA con-
sistently stated before 1995 that it lacked jurisdiction over tobacco, that
Congress has enacted several tobacco-specific statutes fully cognizant of
the FDA’s position, and that Congress has considered and rejected many
bills that would have given the agency such authority—confirms this
conclusion.

Held: Reading the FDCA as a whole, as well as in conjunction with Con-
gress’ subsequent tobacco-specific legislation, it is plain that Congress
has not given the FDA the authority to regulate tobacco products as
customarily marketed. Pp. 131-161.



Cite as: 529 U. S. 120 (2000) 121

Syllabus

(a) Because this case involves an agency’s construction of a statute it
administers, the Court’s analysis is governed by Chevron U. S. A. Inc.
v. Natural Resources Defense Council, Inc., 467 U. S. 837, under which
a reviewing court must first ask whether Congress has directly spoken
to the precise question at issue, id., at 842. If so, the court must give
effect to Congress’ unambiguously expressed intent. FE.g., id., at 843.
If not, the court must defer to the agency’s construction of the statute
so long as it is permissible. See, e. g., INS v. Aguirre-Aguirre, 526 U. S.
415, 424. In determining whether Congress has specifically addressed
the question at issue, the court should not confine itself to examining a
particular statutory provision in isolation. Rather, it must place the
provision in context, interpreting the statute to create a symmetrical
and coherent regulatory scheme. Gustafson v. Alloyd Co., 513 U. S.
561, 569. In addition, the meaning of one statute may be affected by
other Acts, particularly where Congress has spoken subsequently and
more specifically to the topic at hand. See, e. g., United States v. Estate
of Romani, 523 U. S. 517, 530-531. Finally, the court must be guided
to a degree by common sense as to the manner in which Congress
is likely to delegate a policy decision of such economic and political
magnitude to an administrative agency. Cf. MCI Telecommunica-
tions Corp. v. American Telephone & Telegraph Co., 512 U. S. 218, 231.
Pp. 131-133.

(b) Considering the FDCA as a whole, it is clear that Congress in-
tended to exclude tobacco products from the FDA’s jurisdiction. A fun-
damental precept of the FDCA is that any product regulated by the
FDA that remains on the market must be safe and effective for its in-
tended use. See, e.g., $§393(b)(2). That is, the potential for inflicting
death or physical injury must be offset by the possibility of therapeutic
benefit. United States v. Rutherford, 442 U. S. 544, 556. In its rule-
making proceeding, the FDA quite exhaustively documented that to-
bacco products are unsafe, dangerous, and cause great pain and suffer-
ing from illness. These findings logically imply that, if tobacco products
were “devices” under the FDCA, the FDA would be required to remove
them from the market under the FDCA’s misbranding, see, e. g., §331(a),
and device classification, see, e. g., §360e(d)(2)(A), provisions. In fact,
based on such provisions, the FDA itself has previously asserted that if
tobacco products were within its jurisdiction, they would have to be
removed from the market because it would be impossible to prove they
were safe for their intended use. Congress, however, has foreclosed a
ban of such products, choosing instead to create a distinct regulatory
scheme focusing on the labeling and advertising of cigarettes and smoke-
less tobacco. Its express policy is to protect commerce and the national
economy while informing consumers about any adverse health effects.
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See 15 U. S. C. §1331. Thus, an FDA ban would plainly contradict con-
gressional intent. Apparently recognizing this dilemma, the FDA has
concluded that tobacco products are actually “safe” under the FDCA
because banning them would cause a greater harm to public health than
leaving them on the market. But this safety determination—focusing
on the relative harms caused by alternative remedial measures—is not
a substitute for those required by the FDCA. Various provisions in
the Act require the agency to determine that, at least for some consum-
ers, the product’s therapeutic benefits outweigh the risks of illness or
serious injury. This the FDA cannot do, because tobacco products are
unsafe for obtaining any therapeutic benefit. The inescapable conclu-
sion is that there is no room for tobacco products within the FDCA’s
regulatory scheme. If they cannot be used safely for any therapeu-
tic purpose, and yet they cannot be banned, they simply do not fit.
Pp. 133-143.

(c) The history of tobacco-specific legislation also demonstrates that
Congress has spoken directly to the FDA’s authority to regulate tobacco
products. Since 1965, Congress has enacted six separate statutes ad-
dressing the problem of tobacco use and human health. Those statutes,
among other things, require that health warnings appear on all packag-
ing and in all print and outdoor advertisements, see 15 U. S. C. §§ 1331,
1333, 4402; prohibit the advertisement of tobacco products through any
electronic communication medium regulated by the Federal Communica-
tions Commission, see §§1335, 4402(f); require the Secretary of HHS
to report every three years to Congress on research findings concern-
ing tobacco’s addictive property, 42 U.S. C. §290aa—2(b)(2); and make
States’ receipt of certain federal block grants contingent on their prohib-
iting any tobacco product manufacturer, retailer, or distributor from
selling or distributing any such product to individuals under age 18,
§300x-26(a)(1). This tobacco-specific legislation has created a specific
regulatory scheme for addressing the problem of tobacco and health.
And it was adopted against the backdrop of the FDA consistently and
resolutely stating that it was without authority under the FDCA to
regulate tobacco products as customarily marketed. In fact, Congress
several times considered and rejected bills that would have given the
FDA such authority. Indeed, Congress’ actions in this area have evi-
denced a clear intent to preclude a meaningful policymaking role for any
administrative agency. Further, Congress’ tobacco legislation prohibits
any additional regulation of tobacco product labeling with respect to
tobacco’s health consequences, a central aspect of regulation under the
FDCA. Under these circumstances, it is evident that Congress has rat-
ified the FDA’s previous, long-held position that it lacks jurisdiction to
regulate tobacco products as customarily marketed. Congress has
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created a distinct scheme for addressing the subject, and that scheme
excludes any role for FDA regulation. Pp. 143-159.

(d) Finally, the Court’s inquiry is shaped, at least in some measure,
by the nature of the question presented. Chevron deference is prem-
ised on the theory that a statute’s ambiguity constitutes an implicit dele-
gation from Congress to the agency to fill in the statutory gaps. See
467 U. S., at 844. 1In extraordinary cases, however, there may be reason
to hesitate before concluding that Congress has intended such an im-
plicit delegation. This is hardly an ordinary case. Contrary to the
agency’s position from its inception until 1995, the FDA has now as-
serted jurisdiction to regulate an industry constituting a significant por-
tion of the American economy. In fact, the FDA contends that, were it
to determine that tobacco products provide no “reasonable assurance of
safety,” it would have the authority to ban cigarettes and smokeless
tobacco entirely. It is highly unlikely that Congress would leave the
determination as to whether the sale of tobacco products would be regu-
lated, or even banned, to the FDA’s discretion in so cryptic a fashion.
See MCI Telecommumnications, supra, at 231. Given tobacco’s unique
political history, as well as the breadth of the authority that the FDA
has asserted, the Court is obliged to defer not to the agency’s expansive
construction of the statute, but to Congress’ consistent judgment to
deny the FDA this power. Pp. 159-161.

(e) No matter how important, conspicuous, and controversial the
issue, and regardless of how likely the public is to hold the Executive
Branch politically accountable, an administrative agency’s power to reg-
ulate in the public interest must always be grounded in a valid grant of
authority from Congress. Courts must take care not to extend a stat-
ute’s scope beyond the point where Congress indicated it would stop.
E. g., United States v. Article of Drug . . . Bacto-Unidisk, 394 U. S. 784,
800. P.161.

153 F. 3d 155, affirmed.

(O’CONNOR, J., delivered the opinion of the Court, in which REENQUIST,
C. J., and ScALIA, KENNEDY, and THOMAS, JJ., joined. BREYER, J., filed
a dissenting opinion, in which STEVENS, SOUTER, and GINSBURG, JJ.,
joined, post, p. 161.

Solicitor General Waxman argued the cause for petition-
ers. With him on the briefs were Acting Assistant Attor-
ney General Ogden, Deputy Solicitor General Kneedler,
Deputy Assistant Attorney General Schultz, Irving L. Gorn-
stein, Eugene Thirolf, Douglas Letter, Gerald C. Kell, Chris-
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tine N. Kohl, Margaret Jane Porter, Karen E. Schifter, and
Patricia J. Kaeding.

Richard M. Cooper argued the cause for respondents.
With him on the brief for respondent R. J. Reynolds Tobacco
Co. was Steven M. Umin. Andrew S. Krulwich, Bert W.
Rein, Thomas W. Kirby, and Michael L. Robinson filed a
brief for respondent Brown & Williamson Tobacco Corp.
Larry B. Sitton filed a brief for respondents United States
Tobacco Co. et al. William C. MacLeod filed a brief for re-
spondents National Association of Convenience Stores et al.
Peter T. Grosst, Jr., Arthur N. Levine, Jeff Richman, Rich-
ard A. Merrill, and Herbert Dym filed a brief for respond-
ents Philip Morris Inc. et al.*

*Briefs of amict curiae urging reversal were filed for the State of Min-
nesota et al. by Mike Hatch, Attorney General of Minnesota, James S.
Alexander, Assistant Attorney General, Louise H. Renne, and by the At-
torneys General for their respective States as follows: Bruce M. Botelho
of Alaska, Janet Napolitano of Arizona, Mark Pryor of Arkansas, Bill
Lockyer of California, Ken Salazar of Colorado, Richard Blumenthal of
Connecticut, Robert A. Butterworth of Florida, Farl I. Anzai of Hawaii,
Alan G. Lance of Idaho, James E. Ryan of Illinois, Jeffrey A. Modisett of
Indiana, Thomas J. Miller of Iowa, Carla J. Stovall of Kansas, Andrew
Ketterer of Maine, J. Joseph Curran, Jr., of Maryland, Thomas F. Reilly
of Massachusetts, Jennifer M. Granholm of Michigan, Mike Moore of Mis-
sissippi, Jeremiah W. Nixon of Missouri, Joseph P. Mazurek of Montana,
Frankie Sue Del Papa of Nevada, Philip T. McLaughlin of New Hamp-
shire, John J. Farmer, Jr., of New Jersey, Patricia A. Madrid of New
Mexico, Eliot Spitzer of New York, Heidi Heitkamp of North Dakota,
Betty D. Montgomery of Ohio, W. A. Drew Edmondson of Oklahoma,
Hardy Myers of Oregon, D. Michael Fisher of Pennsylvania, Sheldon
Whitehouse of Rhode Island, Mark Barnett of South Dakota, John Cornyn
of Texas, Jan Graham of Utah, William H. Sorrell of Vermont, Christine
O. Gregoire of Washington, Darrell V. McGraw, Jr., of West Virginia,
James E. Doyle of Wisconsin, and Gay Woodhouse of Wyoming; for Action
on Smoking and Health by John F. Banzhaf 111 and Kathleen E. Scheg;
for the American Cancer Society, Inc., by Russell E. Brooks, David R.
Gelfand, Charles W. Westland, and William J. Dalton; for the American
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JUSTICE O’CONNOR delivered the opinion of the Court.

This case involves one of the most troubling public health
problems facing our Nation today: the thousands of prema-
ture deaths that occur each year because of tobacco use. In
1996, the Food and Drug Administration (FDA), after having
expressly disavowed any such authority since its inception,
asserted jurisdiction to regulate tobacco products. See 61
Fed. Reg. 44619-45318. The FDA concluded that nicotine is
a “drug” within the meaning of the Food, Drug, and Cos-
metic Act (FDCA or Act), 52 Stat. 1040, as amended, 21
U.S. C. §301 et seq., and that cigarettes and smokeless to-
bacco are “combination products” that deliver nicotine to the
body. 61 Fed. Reg. 44397 (1996). Pursuant to this author-
ity, it promulgated regulations intended to reduce tobacco
consumption among children and adolescents. Id., at 44615—
44618. The agency believed that, because most tobacco
consumers begin their use before reaching the age of 18,
curbing tobacco use by minors could substantially reduce
the prevalence of addiction in future generations and thus
the incidence of tobacco-related death and disease. Id., at
44398-44399.

Regardless of how serious the problem an administrative
agency seeks to address, however, it may not exercise its
authority “in a manner that is inconsistent with the adminis-
trative structure that Congress enacted into law.” KETSI
Pipeline Project v. Missouri, 484 U. S. 495, 517 (1988). And
although agencies are generally entitled to deference in the
interpretation of statutes that they administer, a reviewing
“court, as well as the agency, must give effect to the unam-
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biguously expressed intent of Congress.” Chevron U. S. A.
Inc. v. Natural Resources Defense Council, Inc., 467 U. S.
837, 842-843 (1984). In this case, we believe that Congress
has clearly precluded the FDA from asserting jurisdiction
to regulate tobacco products. Such authority is inconsistent
with the intent that Congress has expressed in the FDCA’s
overall regulatory scheme and in the tobacco-specific legisla-
tion that it has enacted subsequent to the FDCA. In light
of this clear intent, the FDA’s assertion of jurisdiction is
impermissible.
I

The FDCA grants the FDA, as the designee of the Secre-
tary of Health and Human Services (HHS), the authority to
regulate, among other items, “drugs” and “devices.” See 21
U. S. C. §§321(g)—(h), 393 (1994 ed. and Supp. III). The Act
defines “drug” to include “articles (other than food) intended
to affect the structure or any function of the body.” 21
U.S. C. §321(g)(1)(C). It defines “device,” in part, as “an
instrument, apparatus, implement, machine, contrivance, . . .
or other similar or related article, including any component,
part, or accessory, which is . . . intended to affect the struc-
ture or any function of the body.” §321(h). The Act also
grants the FDA the authority to regulate so-called “combi-
nation products,” which “constitute a combination of a drug,
device, or biological product.” §353(g)(1). The FDA has
construed this provision as giving it the discretion to regu-
late combination products as drugs, as devices, or as both.
See 61 Fed. Reg. 44400 (1996).

On August 11, 1995, the FDA published a proposed rule
concerning the sale of cigarettes and smokeless tobacco to
children and adolescents. 60 Fed. Reg. 41314-41787. The
rule, which included several restrictions on the sale, distribu-
tion, and advertisement of tobacco products, was designed to
reduce the availability and attractiveness of tobacco products
to young people. Id., at 41314. A public comment period
followed, during which the FDA received over 700,000 sub-
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missions, more than “at any other time in its history on any
other subject.” 61 Fed. Reg. 44418 (1996).

On August 28, 1996, the FDA issued a final rule entitled
“Regulations Restricting the Sale and Distribution of Ciga-
rettes and Smokeless Tobacco to Protect Children and Ado-
lescents.” Id., at 44396. The FDA determined that nico-
tine is a “drug” and that cigarettes and smokeless tobacco
are “drug delivery devices,” and therefore it had jurisdiction
under the FDCA to regulate tobacco products as customarily
marketed—that is, without manufacturer claims of therapeu-
tic benefit. Id., at 44397, 44402. First, the FDA found that
tobacco products “‘affect the structure or any function of
the body’” because nicotine “has significant pharmacological
effects.” Id., at 44631. Specifically, nicotine “exerts psy-
choactive, or mood-altering, effects on the brain” that cause
and sustain addiction, have both tranquilizing and stimulat-
ing effects, and control weight. Id., at 44631-44632. Sec-
ond, the FDA determined that these effects were “intended”
under the FDCA because they “are so widely known and
foreseeable that [they] may be deemed to have been intended
by the manufacturers,” id., at 44687; consumers use tobacco
products “predominantly or nearly exclusively” to obtain
these effects, id., at 44807; and the statements, research, and
actions of manufacturers revealed that they “have ‘designed’
cigarettes to provide pharmacologically active doses of nico-
tine to consumers,” id., at 44849. Finally, the agency con-
cluded that cigarettes and smokeless tobacco are “combina-
tion products” because, in addition to containing nicotine,
they include device components that deliver a controlled
amount of nicotine to the body, id., at 456208-45216.

Having resolved the jurisdictional question, the FDA next
explained the policy justifications for its regulations, detail-
ing the deleterious health effects associated with tobacco
use. It found that tobacco consumption was “the single
leading cause of preventable death in the United States.”
Id., at 44398. According to the FDA, “[m]ore than 400,000
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people die each year from tobacco-related illnesses, such
as cancer, respiratory illnesses, and heart disease.” Ibid.
The agency also determined that the only way to reduce the
amount of tobacco-related illness and mortality was to re-
duce the level of addiction, a goal that could be accomplished
only by preventing children and adolescents from starting to
use tobacco. Id., at 44398-44399. The FDA found that 82%
of adult smokers had their first cigarette before the age of
18, and more than half had already become regular smokers
by that age. Id., at 44398. It also found that children were
beginning to smoke at a younger age, that the prevalence
of youth smoking had recently increased, and that similar
problems existed with respect to smokeless tobacco. Id., at
44398-44399. The FDA accordingly concluded that if “the
number of children and adolescents who begin tobacco use
can be substantially diminished, tobacco-related illness can
be correspondingly reduced because data suggest that any-
one who does not begin smoking in childhood or adolescence
is unlikely ever to begin.” Id., at 44399.

Based on these findings, the FDA promulgated regulations
concerning tobacco products’ promotion, labeling, and acces-
sibility to children and adolescents. See id., at 44615-44618.
The access regulations prohibit the sale of cigarettes or
smokeless tobacco to persons younger than 18; require retail-
ers to verify through photo identification the age of all pur-
chasers younger than 27; prohibit the sale of cigarettes in
quantities smaller than 20; prohibit the distribution of free
samples; and prohibit sales through self-service displays and
vending machines except in adult-only locations. Id., at
44616-44617. The promotion regulations require that any
print advertising appear in a black-and-white, text-only for-
mat unless the publication in which it appears is read almost
exclusively by adults; prohibit outdoor advertising within
1,000 feet of any public playground or school; prohibit the
distribution of any promotional items, such as T-shirts or
hats, bearing the manufacturer’s brand name; and prohibit a
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manufacturer from sponsoring any athletic, musical, artistic,
or other social or cultural event using its brand name. Id.,
at 44617-44618. The labeling regulation requires that the
statement, “A Nicotine-Delivery Device for Persons 18 or
Older,” appear on all tobacco product packages. Id., at
44617.

The FDA promulgated these regulations pursuant to its
authority to regulate “restricted devices.” See 21 U.S. C.
§360je). The FDA construed §353(g)(1) as giving it the
discretion to regulate “combination products” using the Act’s
drug authorities, device authorities, or both, depending on
“how the public health goals of the act can be best accom-
plished.” 61 Fed. Reg. 44403 (1996). Given the greater
flexibility in the FDCA for the regulation of devices, the
FDA determined that “the device authorities provide the
most appropriate basis for regulating cigarettes and smoke-
less tobacco.” Id., at 44404. Under 21 U. S. C. §360j(e), the
agency may “require that a device be restricted to sale, dis-
tribution, or use . . . upon such other conditions as [the FDA]
may prescribe in such regulation, if, because of its potential-
ity for harmful effect or the collateral measures necessary to
its use, [the FDA] determines that there cannot otherwise
be reasonable assurance of its safety and effectiveness.”
The FDA reasoned that its regulations fell within the au-
thority granted by §360j(e) because they related to the sale
or distribution of tobacco products and were necessary for
providing a reasonable assurance of safety. 61 Fed. Reg.
44405-44407 (1996).

Respondents, a group of tobacco manufacturers, retailers,
and advertisers, filed suit in United States District Court for
the Middle District of North Carolina challenging the regula-
tions. See Coyne Beahm, Inc. v. FDA, 966 F. Supp. 1374
(1997). They moved for summary judgment on the grounds
that the FDA lacked jurisdiction to regulate tobacco prod-
ucts as customarily marketed, the regulations exceeded the
FDA'’s authority under 21 U. S. C. §360j(e), and the advertis-
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ing restrictions violated the First Amendment. Second
Brief in Support of Plaintiffs’ Motion for Summary Judgment
in No. 2:95CV00591 (MDNC), in 3 Rec. in No. 97-1604 (CA4),
Tab No. 40; Third Brief in Support of Plaintiffs’ Motion
for Summary Judgment in No. 2:95CV00591 (MDNC), in 3
Rec. in No. 97-1604 (CA4), Tab No. 42. The District Court
granted respondents’ motion in part and denied it in part.
966 F. Supp., at 1400. The court held that the FDCA au-
thorizes the FDA to regulate tobacco products as custom-
arily marketed and that the FDA’s access and labeling regu-
lations are permissible, but it also found that the agency’s
advertising and promotion restrictions exceed its author-
ity under §360j(e). Id., at 1380-1400. The court stayed im-
plementation of the regulations it found valid (except the
prohibition on the sale of tobacco products to minors) and
certified its order for immediate interlocutory appeal. Id.,
at 1400-1401.

The Court of Appeals for the Fourth Circuit reversed,
holding that Congress has not granted the FDA jurisdiction
to regulate tobacco products. See 153 F. 3d 155 (1998). Ex-
amining the FDCA as a whole, the court concluded that the
FDA’s regulation of tobacco products would create a number
of internal inconsistencies. Id., at 162-167. Various provi-
sions of the Act require the agency to determine that any
regulated product is “safe” before it can be sold or allowed to
remain on the market, yet the FDA found in its rulemaking
proceeding that tobacco products are “dangerous” and “un-
safe.” Id., at 164-167. Thus, the FDA would apparently
have to ban tobacco products, a result the court found clearly
contrary to congressional intent. [Ibid. This apparent
anomaly, the Court of Appeals concluded, demonstrates that
Congress did not intend to give the FDA authority to regu-
late tobacco. Id., at 167. The court also found that evi-
dence external to the FDCA confirms this conclusion. Im-
portantly, the FDA consistently stated before 1995 that it
lacked jurisdiction over tobacco, and Congress has enacted
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several tobacco-specific statutes fully cognizant of the FDA’s
position. See id., at 168-176. In fact, the court reasoned,
Congress has considered and rejected many bills that would
have given the agency such authority. See id., at 170-171.
This, along with the absence of any intent by the enacting
Congress in 1938 to subject tobacco products to regulation
under the FDCA, demonstrates that Congress intended to
withhold such authority from the FDA. Id., at 167-176.
Having resolved the jurisdictional question against the
agency, the Court of Appeals did not address whether the
regulations exceed the FDA’s authority under 21 U.S. C.
§360j(e) or violate the First Amendment. See 153 F. 3d, at
176, n. 29.

We granted the federal parties’ petition for certiorari, 526
U. S. 1086 (1999), to determine whether the FDA has author-
ity under the FDCA to regulate tobacco products as custom-
arily marketed.

II

The FDA’s assertion of jurisdiction to regulate tobacco
products is founded on its conclusions that nicotine is a
“drug” and that cigarettes and smokeless tobacco are “drug
delivery devices.” Again, the FDA found that tobacco prod-
ucts are “intended” to deliver the pharmacological effects
of satisfying addiction, stimulation and tranquilization, and
weight control because those effects are foreseeable to any
reasonable manufacturer, consumers use tobacco products
to obtain those effects, and tobacco manufacturers have de-
signed their products to produce those effects. 61 Fed. Reg.
44632-44633 (1996). As an initial matter, respondents take
issue with the FDA’s reading of “intended,” arguing that it
is a term of art that refers exclusively to claims made by the
manufacturer or vendor about the product. See Brief for
Respondent Brown & Williamson Tobacco Corp. 6. That is,
a product is not a drug or device under the FDCA unless the
manufacturer or vendor makes some express claim concern-
ing the product’s therapeutic benefits. See id., at 6-7. We
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need not resolve this question, however, because assuming,
arguendo, that a product can be “intended to affect the struec-
ture or any function of the body” absent claims of therapeutic
or medical benefit, the FDA’s claim to jurisdiction contra-
venes the clear intent of Congress.

A threshold issue is the appropriate framework for ana-
lyzing the FDA’s assertion of authority to regulate tobacco
products. Because this case involves an administrative
agency’s construction of a statute that it administers, our
analysis is governed by Chevron U. S. A. Inc. v. Natural Re-
sources Defense Council, Inc., 467 U. S. 837 (1984). Under
Chevron, a reviewing court must first ask “whether Con-
gress has directly spoken to the precise question at issue.”
Id., at 842. If Congress has done so, the inquiry is at an
end; the court “must give effect to the unambiguously ex-
pressed intent of Congress.” Id., at 843; see also United
States v. Haggar Apparel Co., 526 U. S. 380, 392 (1999); Holly
Farms Corp. v. NLRB, 517 U. S. 392, 398 (1996). But if Con-
gress has not specifically addressed the question, a reviewing
court must respect the agency’s construction of the statute
so long as it is permissible. See INS v. Aguirre-Aguirre,
526 U. S. 415, 424 (1999); Auer v. Robbins, 519 U. S. 452, 457
(1997). Such deference is justified because “[t]he responsi-
bilities for assessing the wisdom of such policy choices and
resolving the struggle between competing views of the pub-
lic interest are not judicial ones,” Chevron, supra, at 866, and
because of the agency’s greater familiarity with the ever-
changing facts and circumstances surrounding the subjects
regulated, see Rust v. Sullivan, 500 U. S. 173, 187 (1991).

In determining whether Congress has specifically ad-
dressed the question at issue, a reviewing court should not
confine itself to examining a particular statutory provision
in isolation. The meaning—or ambiguity—of certain words
or phrases may only become evident when placed in context.
See Brown v. Gardner, 513 U. S. 115, 118 (1994) (“Ambiguity
is a creature not of definitional possibilities but of statutory
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context”). It is a “fundamental canon of statutory construc-
tion that the words of a statute must be read in their context
and with a view to their place in the overall statutory
scheme.” Davis v. Michigan Dept. of Treasury, 489 U. S.
803, 809 (1989). A court must therefore interpret the stat-
ute “as a symmetrical and coherent regulatory scheme,”
Gustafson v. Alloyd Co., 513 U. S. 561, 569 (1995), and “fit, if
possible, all parts into an harmonious whole,” F'TC v. Mandel
Brothers, Inc., 359 U.S. 385, 389 (1959). Similarly, the
meaning of one statute may be affected by other Acts, partic-
ularly where Congress has spoken subsequently and more
specifically to the topic at hand. See United States v. Estate
of Romani, 523 U. S. 517, 530-531 (1998); United States v.
Fausto, 484 U. S. 439, 453 (1988). In addition, we must be
guided to a degree by common sense as to the manner in
which Congress is likely to delegate a policy decision of such
economic and political magnitude to an administrative
agency. Cf. MCI Telecommunications Corp. v. American
Telephone & Telegraph Co., 512 U. S. 218, 231 (1994).

With these principles in mind, we find that Congress has
directly spoken to the issue here and precluded the FDA’s
jurisdiction to regulate tobacco products.

A

Viewing the FDCA as a whole, it is evident that one of the
Act’s core objectives is to ensure that any product regulated
by the FDA is “safe” and “effective” for its intended use.
See 21 U. S. C. §393(b)(2) (1994 ed., Supp. III) (defining the
FDA’s mission); More Information for Better Patient Care:
Hearing before the Senate Committee on Labor and Human
Resources, 104th Cong., 2d Sess., 83 (1996) (statement of
FDA Deputy Comm’r Schultz) (“A fundamental precept of
drug and device regulation in this country is that these prod-
ucts must be proven safe and effective before they can be
sold”). This essential purpose pervades the FDCA. For
instance, 21 U. S. C. §393(b)(2) (1994 ed., Supp. I1I) defines
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the FDA’s “[m]ission” to include “protect[ing] the public
health by ensuring that . . . drugs are safe and effective”
and that “there is reasonable assurance of the safety and
effectiveness of devices intended for human use.” The
FDCA requires premarket approval of any new drug, with
some limited exceptions, and states that the FDA “shall
issue an order refusing to approve the application” of a new
drug if it is not safe and effective for its intended purpose.
§§355(d)(1)-(2), (4)-(5). Ifthe FDA discovers after approval
that a drug is unsafe or ineffective, it “shall, after due notice
and opportunity for hearing to the applicant, withdraw ap-
proval” of the drug. 21 U.S.C. §§355()(1)-(3). The Act
also requires the FDA to classify all devices into one of three
categories. §360c(b)(1). Regardless of which category the
FDA chooses, there must be a “reasonable assurance of
the safety and effectiveness of the device.” 21 U.S.C.
§§360c(a)(1)(A)(1), (B), (C) (1994 ed. and Supp. III); 61 Fed.
Reg. 44412 (1996). Even the “restricted device” provision
pursuant to which the FDA promulgated the regulations at
issue here authorizes the agency to place conditions on the
sale or distribution of a device specifically when “there can-
not otherwise be reasonable assurance of its safety and effec-
tiveness.” 21 U.S. C. §360je). Thus, the Act generally re-
quires the FDA to prevent the marketing of any drug or
device where the “potential for inflicting death or physical
injury is not offset by the possibility of therapeutic benefit.”
United States v. Rutherford, 442 U. S. 544, 556 (1979).

In its rulemaking proceeding, the FDA quite exhaustively
documented that “tobacco products are unsafe,” “danger-
ous,” and “cause great pain and suffering from illness.” 61
Fed. Reg. 44412 (1996). It found that the consumption of
tobacco products presents “extraordinary health risks,” and
that “tobacco use is the single leading cause of preventable
death in the United States.” Id., at 44398. It stated that
“ImJore than 400,000 people die each year from tobacco-
related illnesses, such as cancer, respiratory illnesses, and
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heart disease, often suffering long and painful deaths,” and
that “[tJobacco alone kills more people each year in the
United States than acquired immunodeficiency syndrome
(AIDS), car accidents, alcohol, homicides, illegal drugs, sui-
cides, and fires, combined.” Ibid. Indeed,the FDA charac-
terized smoking as “a pediatric disease,” id., at 44421, be-
cause “one out of every three young people who become
regular smokers . . . will die prematurely as a result,” id.,
at 44399.

These findings logically imply that, if tobacco products
were “devices” under the FDCA, the FDA would be required
to remove them from the market. Consider, first, the
FDCA’s provisions concerning the misbranding of drugs or
devices. The Act prohibits “[t]he introduction or delivery
for introduction into interstate commerce of any food, drug,
device, or cosmetic that is adulterated or misbranded.” 21
U.S.C. §331(a). In light of the FDA’s findings, two distinct
FDCA provisions would render cigarettes and smokeless to-
bacco misbranded devices. First, §352(j) deems a drug or
device misbranded “[ilf it is dangerous to health when used
in the dosage or manner, or with the frequency or duration
prescribed, recommended, or suggested in the labeling
thereof.” The FDA’s findings make clear that tobacco prod-
ucts are “dangerous to health” when used in the manner pre-
seribed. Second, a drug or device is misbranded under the
Act “[u]nless its labeling bears . . . adequate directions for
use . . . in such manner and form, as are necessary for
the protection of users,” except where such directions are
“not necessary for the protection of the public health.”
§352(f)(1). Given the FDA’s conclusions concerning the
health consequences of tobacco use, there are no directions
that could adequately protect consumers. That is, there are
no directions that could make tobacco products safe for ob-
taining their intended effects. Thus, were tobacco products
within the FDA’s jurisdiction, the Act would deem them mis-
branded devices that could not be introduced into interstate
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commerce. Contrary to the dissent’s contention, the Act ad-
mits no remedial discretion once it is evident that the device
is misbranded.

Second, the FDCA requires the FDA to place all devices
that it regulates into one of three classifications. See
§360c(b)(1). The agency relies on a device’s classification in
determining the degree of control and regulation necessary
to ensure that there is “a reasonable assurance of safety and
effectiveness.” 61 Fed. Reg. 44412 (1996). The FDA has
yet to classify tobacco products. Instead, the regulations at
issue here represent so-called “general controls,” which the
Act entitles the agency to impose in advance of classification.
See id., at 44404-44405. Although the FDCA prescribes no
deadline for device classification, the FDA has stated that it
will classify tobacco products “in a future rulemaking” as
required by the Act. Id., at 44412. Given the FDA’s find-
ings regarding the health consequences of tobacco use, the
agency would have to place cigarettes and smokeless tobacco
in Class III because, even after the application of the Act’s
available controls, they would “presen[t] a potential unrea-
sonable risk of illness or injury.” 21 U.S. C. §360c(a)(1)(C).
As Class III devices, tobacco products would be subject to
the FDCA’s premarket approval process. See 21 U.S. C.
§360c(@)(1)(C) (1994 ed., Supp. III); 21 U.S.C. §360e; 61
Fed. Reg. 44412 (1996). Under these provisions, the FDA
would be prohibited from approving an application for pre-
market approval without “a showing of reasonable assurance
that such device is safe under the conditions of use pre-
scribed, recommended, or suggested in the proposed labeling
thereof.” 21 U.S. C. §360e(d)(2)(A). In view of the FDA’s
conclusions regarding the health effects of tobacco use, the
agency would have no basis for finding any such reasonable
assurance of safety. Thus, once the FDA fulfilled its statu-
tory obligation to classify tobacco produects, it could not allow
them to be marketed.
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The FDCA’s misbranding and device classification provi-
sions therefore make evident that were the FDA to regulate
cigarettes and smokeless tobacco, the Act would require the
agency to ban them. In fact, based on these provisions, the
FDA itself has previously taken the position that if tobacco
products were within its jurisdiction, “they would have to
be removed from the market because it would be impossi-
ble to prove they were safe for their intended us[e].” Pub-
lic Health Cigarette Amendments of 1971: Hearings before
the Commerce Subcommittee on S. 1454, 92d Cong., 2d Sess.,
239 (1972) (hereinafter 1972 Hearings) (statement of FDA
Comm’r Charles Edwards). See also Cigarette Labeling
and Advertising: Hearings before the House Committee on
Interstate and Foreign Commerce, 88th Cong., 2d Sess., 18
(1964) (hereinafter 1964 Hearings) (statement of Dept. of
Health, Education, and Welfare (HEW) Secretary Anthony
Celebrezze that proposed amendments to the FDCA that
would have given the FDA jurisdiction over “smoking prod-
uct[s]” “might well completely outlaw at least cigarettes”).

Congress, however, has foreclosed the removal of tobacco
products from the market. A provision of the United States
Code currently in force states that “[t]he marketing of to-
bacco constitutes one of the greatest basic industries of the
United States with ramifying activities which directly affect
interstate and foreign commerce at every point, and stable
conditions therein are necessary to the general welfare.” 7
U.S.C. §1311(a). More importantly, Congress has directly
addressed the problem of tobacco and health through legisla-
tion on six occasions since 1965. See Federal Cigarette La-
beling and Advertising Act (FCLAA), Pub. L. 89-92, 79 Stat.
282; Public Health Cigarette Smoking Act of 1969, Pub. L.
91-222, 84 Stat. 87; Alcohol and Drug Abuse Amendments of
1983, Pub. L. 98-24, 97 Stat. 175; Comprehensive Smoking
Education Act, Pub. L. 98-474, 98 Stat. 2200; Comprehensive
Smokeless Tobacco Health Education Act of 1986, Pub. L.
99-252, 100 Stat. 30; Alcohol, Drug Abuse, and Mental
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Health Administration Reorganization Act, Pub. L. 102-321,
§202, 106 Stat. 394. When Congress enacted these statutes,
the adverse health consequences of tobacco use were well
known, as were nicotine’s pharmacological effects. See, e. g.,
U. S. Dept. of Health, Education, and Welfare, U. S. Surgeon
General’s Advisory Committee, Smoking and Health 25-40,
69-75 (1964) (hereinafter 1964 Surgeon General’s Report)
(concluding that cigarette smoking causes lung cancer, coro-
nary artery disease, and chronic bronchitis and emphysema,
and that nicotine has various pharmacological effects, includ-
ing stimulation, tranquilization, and appetite suppression);
U.S. Dept. of Health and Human Services, Public Health
Service, Health Consequences of Smoking for Women 7-12
(1980) (finding that mortality rates for lung cancer, chronic
lung disease, and coronary heart disease are increased for
both women and men smokers, and that smoking during
pregnancy is associated with significant adverse health ef-
fects on the unborn fetus and newborn child); U.S. Dept.
of Health and Human Services, Public Health Service, Why
People Smoke Cigarettes (1983), in Smoking Prevention Ed-
ucation Act, Hearings on H. R. 1824 before the Subcommittee
on Health and the Environment of the House Committee on
Energy and Commerce, 98th Cong., 1st Sess., 32-37 (1983)
(hereinafter 1983 House Hearings) (stating that smoking is
“the most widespread example of drug dependence in our
country,” and that cigarettes “affect the chemistry of the
brain and nervous system”); U. S. Dept. of Health and Human
Services, Public Health Service, The Health Consequences of
Smoking: Nicotine Addiction 6-9, 145-239 (1988) (herein-
after 1988 Surgeon General’s Report) (concluding that to-
bacco products are addicting in much the same way as heroin
and cocaine, and that nicotine is the drug that causes addic-
tion). Nonetheless, Congress stopped well short of ordering
a ban. Instead, it has generally regulated the labeling and
advertisement of tobacco products, expressly providing that
it is the policy of Congress that “commerce and the national
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economy may be . . . protected to the maximum extent con-
sistent with” consumers “be[ing]| adequately informed about
any adverse health effects.” 15 U.S.C. §1331. Congress’
decisions to regulate labeling and advertising and to adopt
the express policy of protecting “commerce and the national
economy . . . to the maximum extent” reveal its intent that
tobacco products remain on the market. Indeed, the collec-
tive premise of these statutes is that cigarettes and smoke-
less tobacco will continue to be sold in the United States. A
ban of tobacco products by the FDA would therefore plainly
contradict congressional policy.

The FDA apparently recognized this dilemma and con-
cluded, somewhat ironically, that tobacco products are ac-
tually “safe” within the meaning of the FDCA. In promul-
gating its regulations, the agency conceded that “tobacco
products are unsafe, as that term is conventionally under-
stood.” 61 Fed. Reg. 44412 (1996). Nonetheless, the FDA
reasoned that, in determining whether a device is safe under
the Act, it must consider “not only the risks presented by a
product but also any of the countervailing effects of use of
that product, including the consequences of not permitting
the product to be marketed.” Id., at 44412-44413. Apply-
ing this standard, the FDA found that, because of the high
level of addiction among tobacco users, a ban would likely be
“dangerous.” Id., at 44413. In particular, current tobacco
users could suffer from extreme withdrawal, the health care
system and available pharmaceuticals might not be able to
meet the treatment demands of those suffering from with-
drawal, and a black market offering cigarettes even more
dangerous than those currently sold legally would likely de-
velop. Ibid. The FDA therefore concluded that, “while
taking cigarettes and smokeless tobacco off the market could
prevent some people from becoming addicted and reduce
death and disease for others, the record does not establish
that such a ban is the appropriate public health response
under the act.” Id., at 44398.
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It may well be, as the FDA asserts, that “these factors
must be considered when developing a regulatory scheme
that achieves the best public health result for these prod-
ucts.” Id., at 44413. But the FDA’s judgment that leaving
tobacco products on the market “is more effective in achiev-
ing public health goals than a ban,” ibid., is no substitute for
the specific safety determinations required by the FDCA’s
various operative provisions. Several provisions in the Act
require the FDA to determine that the product itself is safe
as used by consumers. That is, the product’s probable ther-
apeutic benefits must outweigh its risk of harm. See United
States v. Rutherford, 442 U. S., at 555 (“[T]he Commissioner
generally considers a drug safe when the expected therapeu-
tic gain justifies the risk entailed by its use”). In contrast,
the FDA’s conception of safety would allow the agency, with
respect to each provision of the FDCA that requires the
agency to determine a product’s “safety” or “dangerousness,”
to compare the aggregate health effects of alternative admin-
istrative actions. This is a qualitatively different inquiry.
Thus, although the FDA has concluded that a ban would be
“dangerous,” it has not concluded that tobacco products are
“safe” as that term is used throughout the Act.

Consider 21 U. S. C. §360c(a)(2), which specifies those fac-
tors that the FDA may consider in determining the safety
and effectiveness of a device for purposes of classification,
performance standards, and premarket approval. For all
devices regulated by the FDA, there must at least be a “rea-
sonable assurance of the safety and effectiveness of the de-
vice.” See 21 U.S. C. §§360c(a)(1)(A)(1), (B), (C) (1994 ed.
and Supp. III); 61 Fed. Reg. 44412 (1996). Title 21 U. S. C.
§360c(a)(2) provides that

“the safety and effectiveness of a device are to be
determined—

“(A) with respect to the persons for whose use the
device is represented or intended,
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“(B) with respect to the conditions of use prescribed,
recommended, or suggested in the labeling of the de-
vice, and

“(C) weighing any probable benefit to health from the
use of the device against any probable risk of injury or
illness from such use.”

A straightforward reading of this provision dictates that the
FDA must weigh the probable therapeutic benefits of the
device to the consumer against the probable risk of injury.
Applied to tobacco products, the inquiry is whether their
purported benefits—satisfying addiction, stimulation and
sedation, and weight control—outweigh the risks to health
from their use. To accommodate the FDA’s conception of
safety, however, one must read “any probable benefit to
health” to include the benefit to public health stemming from
adult consumers’ continued use of tobacco products, even
though the reduction of tobacco use is the raison détre of
the regulations. In other words, the FDA is forced to con-
tend that the very evil it seeks to combat is a “benefit to
health.” This is implausible.

The FDA’s conception of safety is also incompatible with
the FDCA’s misbranding provision. Again, §352(j) pro-
vides that a product is “misbranded” if “it is dangerous to
health when used in the dosage or manner, or with the fre-
quency or duration prescribed, recommended, or suggested
in the labeling thereof.” According to the FDA’s under-
standing, a product would be “dangerous to health,” and
therefore misbranded under § 352(j), when, in comparison to
leaving the product on the market, a ban would not produce
“adverse health consequences” in aggregate. Quite simply,
these are different inquiries. Although banning a particular
product might be detrimental to public health in aggregate,
the product could still be “dangerous to health” when used
as directed. Section 352(j) focuses on dangers to the con-
sumer from use of the product, not those stemming from the
agency’s remedial measures.
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Consequently, the analogy made by the FDA and the dis-
sent to highly toxic drugs used in the treatment of various
cancers is unpersuasive. See 61 Fed. Reg. 44413 (1996);
post, at 177 (opinion of BREYER, J.). Although “dangerous”
in some sense, these drugs are safe within the meaning of
the Act because, for certain patients, the therapeutic benefits
outweigh the risk of harm. Accordingly, such drugs cannot
properly be described as “dangerous to health” under 21
U.S. C. §352(j). The same is not true for tobacco products.
As the FDA has documented in great detail, cigarettes and
smokeless tobacco are an unsafe means to obtaining any
pharmacological effect.

The dissent contends that our conclusion means that “the
FDCA requires the FDA to ban outright ‘dangerous’ drugs
or devices,” post, at 174, and that this is a “perverse” reading
of the statute, post, at 174, 180. This misunderstands our
holding. The FDA, consistent with the FDCA, may clearly
regulate many “dangerous” products without banning them.
Indeed, virtually every drug or device poses dangers under
certain conditions. What the FDA may not do is conclude
that a drug or device cannot be used safely for any therapeu-
tic purpose and yet, at the same time, allow that product to
remain on the market. Such regulation is incompatible with
the FDCA’s core objective of ensuring that every drug or
device is safe and effective.

Considering the FDCA as a whole, it is clear that Con-
gress intended to exclude tobacco products from the FDA’s
jurisdiction. A fundamental precept of the FDCA is that
any product regulated by the FDA—but not banned—must
be safe for its intended use. Various provisions of the Act
make clear that this refers to the safety of using the product
to obtain its intended effects, not the public health ramifica-
tions of alternative administrative actions by the FDA.
That is, the FDA must determine that there is a reasonable
assurance that the product’s therapeutic benefits outweigh
the risk of harm to the consumer. According to this stand-
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ard, the FDA has concluded that, although tobacco products
might be effective in delivering certain pharmacological ef-
fects, they are “unsafe” and “dangerous” when used for these
purposes. Consequently, if tobacco products were within
the FDA’s jurisdiction, the Act would require the FDA to
remove them from the market entirely. But a ban would
contradict Congress’ clear intent as expressed in its more
recent, tobacco-specific legislation. The inescapable conclu-
sion is that there is no room for tobacco products within the
FDCA’s regulatory scheme. If they cannot be used safely
for any therapeutic purpose, and yet they cannot be banned,
they simply do not fit.
B

In determining whether Congress has spoken directly to
the FDA’s authority to regulate tobacco, we must also con-
sider in greater detail the tobacco-specific legislation that
Congress has enacted over the past 35 years. At the time a
statute is enacted, it may have a range of plausible meanings.
Over time, however, subsequent acts can shape or focus
those meanings. The “classic judicial task of reconciling
many laws enacted over time, and getting them to ‘make
sense’ in combination, necessarily assumes that the