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The Honorable Bernard A. Schwetz

2

Food and Drug Administration
Parklawn Building, Suite 14-71
5600 Fishers Lane '
Rockville, MD 20857

Re: Petition To Revoke Inva

Dear Commissioner Schwetz:
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the regulated community for failin;
Administrative Procedure Act and
down the regulations for failing to
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"policy statements" are posted.
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Washington, D.C., with supporters

defending and promoting free enter
unlawful regulation. In addition to
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Justice "Guidelines" Avoid Due Pr
1999).
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Richard G. Sta

In the past year, the U.S. Court oi'!lppea]s for the D.C. Circuit has issued a number of opinions that
disapproved of the Environmental Protecti

ion Agency’s (EPA) fa}qure to use the Administrative Procedure Act
(APA) rulemaking process. See Richard ¢ TStoll Court Forces EPA to Comply With Due Process Standards,
15 LEGAL BACKGROUNDER 46 (Wash. Lgll Fndt.), Sept. 8, 2000. The D.C. Circuit — which has exclusive

jurisdiction to review most significant EBA actions — had vaﬁated documents the EPA had released as
informal “guidance” because the guidance should have been i iss d as a rule. Appalachian Power Company
v. EP4,208F.3d 1015 (D.C. Cir. 2000); -ick Goldstrike MH s v. Browner, 215 F.3d 45 (D.C. Cir. 2000).

This LEGAL OPINION LETTER presents the inverse situation. Just as the EPA may fail to issue a rule
that should as a matter of law be issued \1 - may also fail to rev ke a rule that should as a matter of law be
revoked. The D.C. Circuit may decide | ule is"invalid for suEstantwe and/or procedural reasons and may
accordingly vacate the rule. If the court vacates the rule, as a attcr of law it should no longer be in force or

effect. But the EPA can be slow to recognize such a court ruling. Sometimes for many months, the EPA -
leaves the rule on the books as if it were|valid and enforceable, \ :

For instance, in April, 2000, the ID

.C. Circuit decided

F.3d 1047 (D.C. Cir. 2000). Atissue

and Recovery Act (RCRA). The industry
could not be subject to RCRA _]unsdlctld ;

agreed and vacated certain language in
decided American Petroleum Insiitute (;

argued other types of covered materials|

agreed and vacated additional portions o

It is now 14 months after Batte

no action to delete the illegal provisions
Federal Regulations, the Web, or commg
appear fully effective. Even in its semi-z

plans for scores of amendments to RCRA rules, there is no mention of p]ans to comply with these decisions.

\L

It should be emphasized the vacal

i

from its rules. To
‘1al compilations of

portions of the rule

_ Richard G. Stoll practices envir
Lardner.* He has written and spoken ext :

WLF publications are aval

lable on Lexi

nual “regulatory ag n

$§/Nexis®

Aisocxatwn of Battery Recyclers v. EPA, 208
re EPA rules defining “solid waste” under the Resource Conservation
petitioners argued ce
and urged the Court ﬂo vacate those portions of the rules. The court
e rules. 208 F.3d at 1060. And in June, 2000, the D.C. Circuit

) v. EPA, 216 F. 3d\B (D.C. Cir. 2000). -The industry petitioners

in types of covered materials and activities

d activities could not/be subject to RCRA jurisdiction. The court
e EPA’s rules. 216/F.3d at 58."

ecyclers and 12 m nths after APL. The EPA, however, has taken

one who turns to EPA rules in the Code of
e EPA’s rules, the offendmg provisions still
a” of May 14, 2001, in which the EPA lists

ardly constitute esoteric minutiae with little

tive law with the D.C. office of Foley &

making and judicial review topics.

http://www.wlif.org
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‘real-world impact. Especially in the
fundamental premises of EPA claims to

One might argue that the EPA’s nio
5

rule has been vacated by a court of compe
it in any event. So what is the harm in le

e of the rules vacated in Battery Recyclers, some of the most
"RA jurisdiction ha\‘fé been declared invalid.

-responsweness toL
nt jurisdiction, so thet
ing a Judlclally-Vacaf

udicial decisions is not that significant. Ifa
gument would go, the EPA cannot enforce
d rule languish on the books?

The answer has both legal and prac

cal dimensions. Und

(C.F.R.) is supposed to stand as the offi
Under 5 U.S.C. § 552(a)(1), each feders
guidance of the public,” all substantive

especially § 552(a)(1)(D). Once codified i

“prima facie evidence” of the fact they «
vacated rules remain on the books for

- provisions, as the EPA is not keeping thc :

- Asa pracncal matter, itis easy to;
and mlsled by this inaction. Many EPA 1

‘ This may be an especially acut
agencies routinely copy or incorporate by \
many do) decide to update its state haz
reference the EPA’s definition of solid wa:
provxsxons that have been held illegal as :
agencies from adopting regulations mo
legal complications at the state level.

Granted, EPA personnel are busy
EPA need invest little time or resources
deleted to comply with a court mandf
immediately final rule without first ha
Moreover, the EPA need spend little tlm
EPA makes clear it is taking the action to
need be said. The EPA recently revoked ¢
earlier. The Federal Register notice sho
Reg. 24270 (May 14, 2001).

!

Also granted, the appropriate resp
a few words. It could be, for instance, '
certain provisions but also propose new

publishing a C.F.R. “NOTE” or “COMN
regulations often use such “NOTESs” and
examples of “COMMENTSs”; 40 C.F. R. §

The “NOTE” could simply state
citing the name and date of the opinion
court’s oplmon At least in this mode the
words appearing in the C.F.R. are legall ’
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catalogues of whxch rules are vacated by|various oplmons ‘

x+atter of federal law.).

e or effort explauung

ponse to a judicial v

[ha

however, the EPA could easily and quickl

and furthermore

valid apd enforc‘eabr

1 the APA, the Code of Federal Regulations
ent, legally effective federal agency rules.
> publish in the Federal Register, “for the
bility that are “authorized by law.” See
s as published in the codification stand as

..§ 1510(¢). For the EPA to let judicially-
onths or years 1s c

epamly not consistent with. these statutory
ublic mformed cm" Tntl as to which rules “are in effect.”

les and the mterested public could be confused

Pl compxlanon of cv
agency isto curren
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¢ in effect.” 44\U S

nions, and/or to maintain their own personal
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) ate, enviromnentalprograms for which state

in 2001 by copymg or incorporating by
this right now, it would copy or incorporate
s many states have statutes prohibiting state

es, this can cause all sorts of practical and

e. Ifa'state agency dic

i gent than fecﬂera

d overworked ‘but Hmat does not Just:lfy the current situation. The

n taking the necessary legal action. Where words of a rule must be

, “good cause™ ex:E}s to revoke the offending language in an
ng to propose it fo ﬂhpubhc comment. 5 U.S.C. § 553(b)(B).

e basis for the revocation — as long as the
mply with a court d ision and cites the court decision, little more

]‘rtamrules that had been vacated by the D.C. Circuit eleven months -

the revocatxon proTss can be short, simple, and direct. 66 Fed.

Jcatur may not always be so simple as deleting

asa result ofa c&hﬁ’s opinion, the EPA should not only delete

guage to replace t]r[x offending language. Even in this situation,

y place the public ’P notice as to the correct state of the law by

> immediately after the offending regulatory language. (EPA
“COMMENTs” fo i}ther purposes. See 40 CF.R. § 261.33 for
262. 82 for example of “NOTEs”)

above-cited regulatory language was vacated by a court —

that the EPA is working-on a response to the
Tnisled, " as they are now, into thinking that
when they are not.
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would not b
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Re: WLF Petition of July 12
“Dear Ms. Butler:
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assessment or environmental impact
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Petitioner will submit this i
In short, petitioner believes that FD;
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knowledge and belief, this petition
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r Executive Counsel




