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MARK L. JOSEPHS, Trial Attorney
Office of Consumer Litigation

U.S. Department of Justice

P.O. Box 386

Washington, D.C. 20044
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(202) 514-8742 (fax)

BRETT L. TOLMAN, United States Attorney (# 8821)
JOHN MANGUM, Assistant United States Attorney (# 2072)
185 South State Street #300

Salt Lake City, Utah 84111

(801) 524-5682 (tel.)

Attorneys for the Defendants

UNITED STATES DISTRICT COURT

DISTRICT OF UTAH
NUTRACEUTICAL CORPORATION and
SOLARAY, INC.,
Plaintiffs,

Case No. 2:04CV00409 PGC

V.

ANDREW VON ESCHENBACH, M.D.,
Commissioner, U.S. Food and Drug
Administration, et al.,

N N N’ N N N N S S N N N

Defendants.

DEFENDANTS’” CROSS-MOTION FOR SUMMARY JUDGMENT

The above-named Defendants move for summary judgment, pursuant to Rule 56 of the
Federal Rules of Civil Procedure, dismissing Causes of Action IIl and IV of Plaintiffs’ complaint

with prejudice. Defendants seek summary judgment on Plaintiffs’ Cause of Action III on the
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ground that the Food and Drug Administration (“FDA”), in promulgating the Final Rule
Declaring Dietary Supplements Containing Ephedrine Alkaloids Adulterated Because They
Present an Unreasonable Risk, 69 Fed. Reg. 6788 (Feb. 11, 2004) (“Final Rule”), acted on a
rational basis, in accordance with the Administrative Procedure Act and the Federal Food, Drug,
and Cosmetic Act, in excluding non-dietary supplement products from the Final Rule.
Defendants seek summary judgment on Plaintiffs’ Cause of Action IV on the grounds‘that FDA
followed the required rulemaking procedures when promulgating the Final Rule, and that the
risk-benefit analysis used to determine unreasonable risk in the Final Rule did not require a
separate notice-and-comment rulemaking because it is not a substantive rule.
This motion is accompanied by a memorandum of law setting forth in detail the basis for
Defendants’ motion.
DATED this 18th day of January, 2007.
Respectfully submitted,
BRETT L. TOLMAN

United States Attorney

JOHN MANGUM
Assistant United States Attorney
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Chief Counsel
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ERIC M. BLUMBERG
Deputy Chief Counsel, Litigation
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Associate Chief Counsel

U.S. Department of Health and Human

Services
Office of General Counsel

Dated: January 18, 2007
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MARK L. JOSEPHS

Trial Attorney
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CERTIFICATE QF SERVICE

I hereby certify that on this 18th day of January, 2007, I electronically filed a true and
correct copy of “DEFENDANTS’ CROSS-MOTION FOR SUMMARY JUDGMENT?” with the

Clerk of the Court using the CM/ECF system which sent notification of filing to the following:

Jonathan W. Emord, Esq.
Emord & Associates, P.C.
1800 Alexander Bell Drive
Suite 200

Reston, VA 20191

Peggy A. Tomsic, Esq.
Tomsic & Peck LLC

136 East South Temple
Suite 800

Salt Lake City, UT 84111

/s/ Mark 1.. Josephs
Mark L. Josephs
Attorney for Defendants
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FDA's use of the word "standard" in the Final Rule as if it were synonymous with "substantive
rule." Pls. Mem. at 9-10. However, Nutraceutical errs by conflating the agency's interpretation
of a clear statutory standard with its application of the standard to EDS through rulemaking.
Further, to the extent that Nutraceutical’s contentions in this regard are actually re-arguments of
the statutory meaning of “unreasonable risk,” they must be rejected in light of the Tenth Circuit’s
recent decision.

FDA interpreted and implemented the "unreasonable risk" adulteration standard in the
Final Rule. By interpreting "unreasonable risk" to require a risk-beneﬁt analysis, FDA neither
established a new standard of conduct not already set forth in existing law nor imposed any new
requirements apart from those already imposed by Congress in the FDCA. Nutraceutical, 459
F.3d at 1038 ("The plain language of the statute directs the FDA to restrict distribution of dietary
supplements which pose any risk that is unreasonable in light of its potential benefits."). The
only substantive rule at issue here is the Final Rule, which concluded that EDS are adulterated
and, therefore, can no longer be marketed. The Final Rule marks the culmination of the agency's
decision-making process, has the force of law, and was subject to the APA's notice and comment
requirements, with which FDA complied.

The cases cited by Nutraceutical in support of its view that FDA's interpretation of
"unreasonable risk" is a substantive rulf; are unavailing. See Pls. Mem. at 11-12 (citing Beirne v.

Sec'y of Dep't Agric., 645 F.2d 862 (10th Cir. 1981); United States v. Seward, 1981 U.S. App.

LEXIS 21300 (10th Cir. 1981); and Center for Auto Safety v. NHTSA, 452 F.3d 798 (D.C. Cir.

2006)). Indeed, in Seward, the court distinguished a substantive rule it was reviewing from an

v. Federal Power Comm'n, 506 F.2d 33, 38 (D.C. Cir. 1974)); see Ballesteros v. Ashcroft, 452
F.3d 1153, 1159 (10th Cir. 2006).
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"agency interpretation of law." 1981 U.S. App. LEXIS *14. Moreover, in Center for Auto

Safety, the court reviewed whether agency guidelines should be characterized as a binding rule
and stated that "the case law is clear that we lack authority to review claims under the APA
where an agency merely expresses its view of what the law requires of a party, even if that view
is adverse to the party." 452 F.3d at 808 (internal quotations omitted). Finally, Beirne is not
relevant to Nutraceutical's point. See 645 F.2d at 865 (holding, where the final regulation varied
from the proposed regulation, that the "bare words of the proposal were adequate to alert"
interested parties).

Cases not mentioned by Nutraceutical further defeat its claim. FDA's interpretation of
"unreasonable risk" is "within the agency's inherent authority to interpret terms in statutes over

which it has enforcement authority." Kaw Valley, Inc. v. EPA, 844 F. Supp. 705, 710 (D. Kan.

1994). "Mere interpretations of language are not subject to . . . the notice and comment

procedure under 5 U.S.C. § 553 ... ." Id. at 710-11; see also York v. Sec’y of Treasury, 774

F.2d 417, 420 (10th Cir. 1985) (holding, in a challenge to agency adjudication, that the portion of

the agency's ruling interpreting statutory language was not subject to the notice-and-comment

requirements of the APA); Fertilizer Inst. v. EPA, 935 F.2d 1303, 1308 (D.C. Cir. 1991) ("as a
general rule, an agency can declare its understanding of what a statute requires without providing

notice and comment"); Cf. Mission Group Kansas, Inc. v. Riley, 146 F.3d 775, 783-85 (10th

Cir.1998) (noting that, if the court found that the agency's rule was an interpretation of its

governing statute, the APA's notice-and-comment procedures would not apply).'® Thus, FDA's

'8 See also Reno-Sparks Indian Colony v. EPA, 336 F.3d 899, 909-910 (9th Cir. 2003)
(holding that an explanation of agency's interpretation of a pre-existing statute did not constitute
a substantive rule requiring notice and comment).
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interpretation of the "unreasonable risk" standard set forth at 21 U.S.C. § 342(f)(1)(A) does not
constitute a separate substantive rule requiring separate notice and comment under the APA."

Even if notice and opportunity for comment were required for an agency's interpretation
of its statute, in light of the Tenth Circuit's holding that "Congress unambiguously required the
FDA to conduct a risk-benefit analysis ﬁnder DSHEA" (Nutraceutical, 459 F.3d at 1038), there
would be no need for FDA to give notice to the public of its interpretation here because the
statutory provision is plain on its face. As also noted by the Tenth Circuit, FDA correctly
interpreted the statute and "followed the congressional directive to analyze the risks and benefits
of EDS in determining that there is no dosage level of EDS acceptable for the market." Id. at
1043.

C. The Final Rule Is Not Arbitrary Or Capricious

Finally, Nutraceutical’s argument ;[hat the Final Rule is arbitrary and capricious ignores
the FDCA s statutory scheme. Nutraceutical contends that the Final Rule is arbitrary and
capricious because it applies only to dietary supplements, and not to food or drugs. As described
above, however, this treatment is consistent with — indeed, required by — the statutory scheme.
The adulteration standard contained in 21 U.S.C. § 342(f)(1)(A) applies only to dietary
supplements, and not to food or drugs. Accordingly, FDA acted properly in restricting the

application of the Final Rule to dietary supplements.*

" Indeed, the opposite conclusion would render administrative rulemaking virtually
impossible, as agencies would be required to undertake multiple notice and comment procedures
every time they attempted to apply a statute — one for the manner in which the agency interprets a
statutory provision, and one for the substantive result of that interpretation.

2 Notably, Nutraceutical fails to mention, let alone distinguish, the Tenth Circuit’s
holding that “FDA was not arbitrary or capricious in its Final Rule.” Nutraceutical, 459 F.3d at
1043.
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CONCLUSION

For the foregoing reasons, this Court should deny Plaintiffs' Motion for Summary

Judgment and grant Defendants' Cross-Motion for Summary Judgment.

OF COUNSEL:

DANIEL MERON
General Counsel
Department of Health
and Human Services

SHELDON T. BRADSHAW
Chief Counsel
Food and Drug Division

ERIC M. BLUMBERG
Deputy Chief Counsel, Litigation

CLAUDIA J. ZUCKERMAN
Associate Chief Counsel

U.S. Department of Health and Human

Services
Office of General Counsel

Dated: January 18, 2007

Respectfully submitted,

BRETT L. TOLMAN
United States Attorney

JOHN MANGUM
Assistant United States Attorney

/s/ Mark L. Josephs

MARK L. JOSEPHS

Trial Attorney

Office of Consumer Litigation
U.S. Department of Justice
P.O. Box 386

Washington, D.C. 20044
(202) 305-3630

(202) 514-8742 (fax)
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CERTIFICATE OF SERVICE

I hereby certify that on this 18th day of January, 2007, I electronically filed a true and
correct copy of “DEFENDANTS' OPPOSITION TO PLAINTIFFS' MOTION FOR SUMMARY
JUDGMENT AND MEMORANDUM IN SUPPORT OF CROSS-MOTION FOR SUMMARY
JUDGMENT” with the Clerk of the Court using the CM/ECF system which sent notification of
filing to the following:

Jonathan W. Emord, Esq.
Emord & Associates, P.C.
1800 Alexander Bell Drive
Suite 200

Reston, VA 20191

Peggy A. Tomsic, Esq.
Tomsic & Peck LLC

136 East South Temple
Suite 800

Salt Lake City, UT 84111

/s/ Mark L. Josephs
Mark L. Josephs
Attorney for Defendants




