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9/11, Mr. Richardson was recalled to active duty in operation enduring freedom. While on active 
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Homeland Security. Mr. Sansonetti supervised all federal district court civil litigation and criminal 
prosecutions on environmental issues for the Departments of Interior, Agriculture, Energy, 
Transportation, and the Environmental Protection Agency. Mr. Sansonetti also supervised 
Alternative Dispute Resolution (ADR) actives when deemed appropriate to resolve any of the 7100 
cases under his jurisdiction. He has personally been part of five ADR negotiations. Mr. Sansonetti 
was also solicitor of the Department of the Interior. Mr. Sansonetti was the administrative assistant 
and legislative director for Wyoming Congressman Craig Thomas and was appointed associate 
solicitor for energy and resources by Interior Secretary Don Hodel during the Reagan 
administration. He also served as Wyoming's Republican national committeeman and as general 
counsel for the Republican National Committee. 
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(IPO), except for a stint in Boston where he was founder of MyCounsel.com, a legal services 
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904 CHALLENGING THE GOVERNMENT SUCCESSFULLY –
WHETHER TO FIGHT, NEGOTIATE OR SETTLE

A VIEW FROM INSIDE AND OUTSIDE THE FEDERAL GOVERNMENT

BY

THOMAS L. SANSONETTI

PARTNER

HOLLAND & HART LLP

A. HOW TO INFLUENCE NEW LEGISLATION 

1. Establish An Early Warning System For Learning When Legislation That May 
Effect Your Company is Being Considered 

i. trade organizations 

ii. lobbying firms 

iii. law firms 

2. If You Want New Legislation, Start Early 

i. build a coalition of like-minded companies 

ii. determine the most favorable committees of jurisdiction 

iii. prepare both short and long issue papers on why the legislation is needed, 
its timeliness, who benefits, who does not benefit, and the financial 
impacts on the federal budget (if any) 

iv. begin congressional staff visits with at least one member of your 
entourage who understands Capitol Hill 

v. visit all key congressmen and their staffers, including committee staffers 

vi. arrange for other entities who share your beliefs to do so as well 

vii. recognize the lack of effectiveness of trade associations in representing the 
needs of individual companies 

viii. draft the legislation for the Congress exactly as you would like to see it 
passed into law 

3. Example:  Small Refiners Coalition 

4. Example:  Abandoned Mine Land And Coal Miners’ Health Benefits Coalition 
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B. HOW TO INFLUENCE NEW REGULATIONS 

1. Establish An Early Warning System For Learning When A Regulation That May 
Effect Your Company Is Being Considered. 

i. trade organizations 

ii. lobbying firms 

iii. law firms 

2. If You Want A New Regulation, Start Early 

i. build a coalition of like-minded companies 

ii. determine the most favorable cabinet department and agency within that 
department to sponsor the regulation 

iii. prepare both short and long issue papers on why the regulation is needed, 
its timeliness, who benefits, who does not benefit, and the financial 
impacts on the federal budget (if any) and burden on those complying with 
the new regulation 

iv. begin executive branch visits with at least one member of your entourage 
who has worked in the department and understands the way the 
bureaucracy works since each agency has its own culture 

3. Example:  Mining And Agricultural Industries’ Attempts To Avoid Inclusion In 
New EPA Regulations On Fugitive Dust Standards 

C. HOW TO STAND UP TO THE GOVERNMENT 

1. Using The Administrative Appeal System To Seek Delays In Implementation 

i. Learn How the various Offices of Hearings and Appeals Work 

ii. The Interior Board of Land Appeals 

2. Seeking Immediate Temporary Restraining Orders In Federal District Court 

3. Visit With The Agencies’ Litigation Arm:  The Department Of Justice’s 
Litigation Divisions 

i. the infrastructure at DOJ 

ii. gain access to the Section Chiefs 

iii. seldom start at the top with the Attorney General, Deputy Attorney 
General, Associate Attorney General, Solicitor General, or Assistant 
Attorney Generals 

iv. do visit the respective United States Attorneys on civil matters as they are 
more accessible 

4. Intervene In Cases That Are Important To Your Industry Or Company 

i. through industry associations 

ii. by yourself if the legal issue is likely to set a precedent for your company 

D. WHEN TO STAND DOWN TO THE FEDERAL GOVERNMENT 

1. When Your Facts Are Deficient And Similar Cases Have Resulted In Adverse 
Decisions 

i. but pay attention to the circuit courts involved and where the decisions are 
coming from 

ii. contact the general counsels of companies already litigating 

2. When 50% Or More Of Your Particular Industry Has Entered Into Consent 
Decrees With The Government 

i. the American Chemical Association 

ii. the Ethanol Industry 

3. When You Can Settle For A Reasonable Amount Or For The Cost of Litigation 

i. DOJ would rather settle given the ratio of attorneys/cases 

ii. DOJ budgets limit the number of long-term cases 

4. How To Settle With DOJ 

i. Remember that DOJ decision are final and trump the cabinet departments’ 
general counsel’s desires on how litigation is handled 

ii. the importance of the section chiefs 

iii. when to call for a meeting with the Assistant Attorney General or one of 
the Deputy Assistant Attorney Generals 

5. Example:  DuPont 

i. DOJ can play all or nothing.  Can you? 
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ii. the Judgment Fund and how it works 

6. Example:  The New Source Review Cases Between The Utility Industry And 
EPA 

i. how they got started 

ii. how many settled 

iii. how the litigation ended up 

E. COMMENTS ON THE PRESENTATIONS BY MR. SOPER AND MR. 
RICHARDSON 

1. What Their Respect Company Did Right And Wrong 

2. What Else Their Respect Company Might Have Done 

3587928_1.DOC 

904 Challenging the Government Successfully –
Whether to Fight, Negotiate or Settle 

Lessons Learned in the Trenches
By Stanley E. Soper 

Vice President, Legal Affairs 
Nutraceutical Corporation 

1. Fighting for Changes in Proposed Legislation (Mandatory Adverse 
Event Reporting for Supplements and OTCs) 

a. Issue: 
i. In the process of investigating a company called

Metabolife, FDA discovered what it claimed were 
approximately 13,000 unreported adverse 
event records in Metabolife's files. 

ii. Some participants in the industry petitioned FDA to adopt 
rules requiring the mandatory reporting of adverse events 
associated with dietary supplement products. 

b. Industry Response:
i. Ultimately Senator Hatch agreed to work with Senator 

Durbin on legislation and drafts began circulating. See
Exhibit A for the first version of the legislation circulated.

ii. Trade associations had placed themselves in the position 
of promoting this new legislation and offered few if any 
critiques or objections to what was proposed. 

c. Our Response:
i. Nutraceutical and a few other industry participants began 

pointing out issues with the drafts. 
ii. See www.nutraceutical.com/new for a summary of some 

of the steps taken. 
iii. Nutraceutical proposed its own alternative legislation, 

which would require that a 1-800 number to MEDWATCH
be printed on all dietary supplement, OTC and food 
labels.  See Exhibit B for a copy. 

d. Outcome: 
i. Neither industry participants nor congressional leaders 

were willing to consider Nutraceutical’s proposal.
ii. Ultimately a number of helpful changes were made to the 

legislation. See Exhibit C for a copy of the legislation that 
was ultimately introduced by Senator Hatch and others, 
after multiple revisions.  Following are
important changes that were made because a few 
companies spent a lot of time and money objecting and 
pointing out issues: 

CONFIDENTIAL DRAFT ATTORNEY-CLIENT PRIVILEGED 
© 2006 Stanley Soper For ACC use only. 
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1. OTCs were included. 
2. The act was revised to create true federal 

preemption by imposing a record-keeping 
requirement on all complaint records. 

3. A one year limit was created on the obligation to 
file additional medical information and the type of 
information covered was narrowed. 

4. Penalties were placed on individuals who file false 
reports.

iii. As of the date of preparing this outline, the legislation is 
stuck at the Senate and it is unclear whether it will 
proceed forward before the end of the current session. 

e. Lessons Learned:
i. Most industry participants simply went along with the 

proposed legislation rather than point out issues or 
problems, including the OTC industry and its trade 
associations.  Unfortunately, we believe that this 
approach is not helpful to anyone for the following 
reasons:

1. If no one is reading it with a critical eye, significant 
issues and problems can remain in the legislation. 

2. If the affected industry is silent and does not raise 
objections, its protectors in Congress have no 
leverage to get important changes made. 

ii. Lobbyists and trade associations don’t necessarily have 
the same agenda as private companies that belong to 
them or hire them; it is important to keep a constant and 
close eye on their activities and to consistently involve 
experienced outside counsel who have a long-term 
and critical perspective on regulatory changes and who 
are willing to consider worst-case scenarios rather than 
always assuming that regulators will behave themselves. 

iii. Quietly accepting bad legislation in the interest of 
preserving relationships is usually not the right answer -- 
bad legislation should be fought or changed. 

f. Courage and persistence are critical to achieving the best 
outcome.

2. Standing up to Regulatory Interpretations (Red Yeast Rice) 
a. Issue: 

i. Red yeast rice is a common Chinese food and food 
colorant and has been consumed for thousands of years.
It is made through a fermentation of a particular variety of 
rice.

CONFIDENTIAL DRAFT ATTORNEY-CLIENT PRIVILEGED 
© 2006 Stanley Soper For ACC use only. 

ii. Red yeast rice naturally may contain some amount of 
lovastatin, which is the active ingredient in Mevacor, a 
drug for lowering cholesterol. 

iii. A company called Pharmanex marketed a product called
Cholestin which contained red yeast rice that had been 
standardized for its lovastatin content.  The labeling and 
marketing of this product focused on the lovastatin 
content.

iv. FDA and Pharmanex engaged in litigation after FDA 
claimed that Cholestin was an unapproved drug.
Pharmanex won at the District Court but lost at the Court 
of Appeals, then ended up dropping the case and 
withdrawing Cholestin from the market.

v. FDA then proceeded to send warning letters to 
participants in the industry, telling them their products 
were unapproved drugs. 

b. Industry Response:
i. Virtually every company in the industry withdrew its 

products from the market.
c. Our Response:

i. Nutraceutical did not pull its product from the market and 
engaged in a series of letters with FDA in which it 
asserted that the red yeast rice it sold was not illegal
because of a number of factors, including:

1. that red yeast rice naturally contains lovastatin and 
that this does not make it a drug (just as the 
natural presence of potassium in bananas does
not make them a drug). 

2. that Nutraceutical did not specify or require that its 
red yeast rice contain lovastatin or any particular 
amount of lovastatin.

3. that Nutraceutical’s labels did not refer to 
lovastatin or claim any particular amount of 
lovastatin or any other active. 

d. Outcome: 
i. Ultimately FDA did not respond further.  Other companies 

eventually began marketing red yeast rice again. 
e. Lessons Learned

i. Regulators can take positions that are not supportable by 
underlying legislation or regulations; standing up to them 
if you have a reasonable basis is not an unreasonable 
thing to do. 

ii. Having the courage to stand up to regulators can provide 
a company with the opportunity to demonstrate and 
achieve leadership in the industry and in the 
marketplace.

CONFIDENTIAL DRAFT ATTORNEY-CLIENT PRIVILEGED 
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3. Challenging the Government in Federal Court (Ephedra) 
a. Issue 

i. Whole herb ephedra has been used in Chinese medicine 
for thousands of years; it is typically mixed with other 
herbs. It is very safe if properly used.  But it contains 
naturally occurring ephedrine alkaloids which are the 
active ingredient in OTC allergy and cold medications. 
One potential side effect of these alkaloids can be a very 
minor increase in metabolism, depending on the dosage 
taken.

ii. Nutraceutical began selling whole herb ephedra in 
capsules over 20 years ago and during that time has had 
virtually no reports of issues until the uproar began about 
ephedra a few years ago. 

iii. Many U.S. companies began selling concentrated 
ephedrine alkaloid products combined with caffeine as 
diet products; this combination seemed to work very well. 
The public and some companies began misusing
products by taking or recommending larger doses; also, 
irresponsible companies began making outrageous 
marketing claims about the products.  The result was 
increased attention from regulators and litigators. 

iv. Nutraceutical purchased a company that offered an 
Ephedra extract diet product; because Nutraceutical 
could see that other companies were marketing ephedra 
products irresponsibly, it felt there might be regulatory or 
other negative reaction at some point and began de-
emphasizing and phasing out this product and 
discontinued it by 2003. However, in part because it had 
sold whole herb ephedra for many years, Nutraceutical 
continued to market its whole herb ephedra product. 

v. FDA published a series of proposed rules limiting the 
number of mg. of ephedrine alkaloids that could be 
included in products beginning in about 1997. 
Nutraceutical and others gave significant feedback and 
criticisms of the proposed levels.  The entire industry 
expected a final rule that would limit dosage levels and 
require mandatory warnings. 

vi. The industry and public were surprised on December 31, 
2004, when FDA announced it would ban all dietary 
supplements containing any ephedrine alkaloids (at any 
level).  When the rule was finally published, it contained 
another surprise: it banned the alkaloids at any level 
based on a risk/benefit test (i.e., FDA had determined
that the risks outweighed any demonstrated benefits), a 

CONFIDENTIAL DRAFT ATTORNEY-CLIENT PRIVILEGED 
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concept that was not found in food or dietary supplement 
regulations.

b. Industry Response
i. Most of the industry was grateful to have the controversy 

and negative attention gone.  No one seemed to care 
what the final rule said or on what basis it was decided. 

c. Our Response:
i. Nutraceutical felt that the new use of a risk/benefit test 

was a real problem and could potentially allow FDA to 
ban any ingredient it chose to outlaw, with or without any 
scientific basis.  Nutraceutical also felt that it was in a 
unique position to challenge the final rule because the 
administrative record contained only one reference to any 
evidence of any risk from whole herb Ephedra, and this 
was an analysis commissioned by FDA that had a 
number of problems. 

ii. Over the objections of many in the industry, Nutraceutical 
filed suit against FDA.  After both parties filed summary 
judgment motions, the Federal District Court ruled in 
favor of Nutraceutical.  A copy of the decision is attached 
as Exhibit D.

iii. FDA subsequently appealed.  The Court of Appeals ruled 
in favor of FDA.  See Exhibit D.

iv. Nutraceutical intends to request a rehearing and/or 
continue pursuing appeals and/or pursue other options. 

d. Outcome and Lessons Learned 
i. When a new regulation is proposed, reviewing the entire 

record is critical -- one overlooked document not objected 
to or countered can make all the difference. 

ii. When it appears that public opinion or regulatory 
headwinds are going to shift, consider carefully what 
changes should be made to product lines (and/or which 
should be discontinued) to prepare for potential changes. 

iii. Find the right lawyer to represent you in court if you plan 
to sue the federal government -- there are only a few with 
winning records and experience and with the disposition 
to fight the government in court. 
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Exhibit A 
First Draft of AER Legislation 

Draft
May 27, 2004 

LEGISLATIVE LANGUAGE

Drafted as an amendment to the Federal Food, Drug, and Cosmetic Act

“ADVERSE EXPERIENCE REPORTING FOR DIETARY SUPPLEMENTS

“Sec. 414.  (a) IN GENERAL.-- 

“(1)(A) After notice and opportunity for comment, the Secretary shall by 
regulation establish requirements for the reporting to the Secretary of serious adverse 
experiences associated with the use of a dietary supplement in the United States and 
received by any manufacturer, packer, or distributor whose name appears on the label of 
the product.

“(B)  A manufacturer, packer, or distributor may contract with a qualified 
independent person to receive and evaluate adverse experience reports and to submit to 
the Secretary reports of serious adverse experiences as required by this section.

“(2)  The Secretary shall also receive reports of serious adverse experiences 
submitted from other sources.

“(b) REQUIREMENTS.--The regulation promulgated under paragraph (a)(1) shall apply 
to any person whose name appears on the label of the product as the manufacturer,
packer, or distributor (provided that any person whose name appears on the label of the 
product may, by written agreement with another person who is a manufacturer, packer, or 
distributor of the product, designate the other person to be responsible for compliance
with the requirements of this section and that all persons whose names appear on the 
label shall submit any report of a serious adverse experience received by them to the 
designated responsible person within 5 days of receipt of such report) and shall include
the following provisions and requirements:

“(1) A serious adverse experience is an experience associated with the use of a 
dietary supplement that -- 

“(A) results in death, a life-threatening experience, inpatient 
hospitalization or prolongation of existing hospitalization, a persistent or significant 
disability or incapacity, or a congenital anomaly or birth defect, or

CONFIDENTIAL DRAFT ATTORNEY-CLIENT PRIVILEGED 
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“(B) requires, based on appropriate medical judgment, medical or surgical 
intervention to prevent one of the outcomes listed above.

“(2) (A) A serious adverse experience shall be reported to the Secretary promptly,
but in no  instance later than 30 calendar days after initial receipt by the person required 
to report.

“(B) Significant additional information relating to a serious adverse
experience received by the person required to report after the initial report to the 
Secretary shall be reported to the Secretary promptly, but in no instance later than 30 
calendar days after such subsequent information is received by such person.

“(C) The Secretary may establish exemptions from the requirements of 
paragraphs (2)(A) and (2)(B) of this subsection.

“(3) Procedures shall be established and maintained by a person required to report 
under these regulations for evaluating reports of serious adverse experiences.  A person 
required to report under this regulation shall maintain records relating to reports of 
serious adverse experiences received by such persons for a reasonable period of time, not 
to exceed 2 years.

“(4) A report or other information submitted to the Secretary under subsection 
(a)(1) or (a)(2) of this section or maintained under subsection (b)(3) of this section -- 

“(A)  is a safety report under section 756, and may be accompanied by a 
statement about the evidence with respect to the causal relationship between the product 
and the serious adverse experience reported, which shall be a part of any report that is 
released for public disclosure whether alone or as part of a compilation or table.

“(B)  is a record about an individual under the Privacy Act of 1974 and is 
a medical file or similar file the disclosure of which would constitute a clearly
unwarrranted invasion of personal privacy under the Freedom of Information Act and 
shall not be publicly disclosed by the Secretary or any other person in possession of such 
a report unless all information that could identify individuals associated with the serious
adverse experience, including any individuals identified in any reports relating to the 
experience, are redacted.

“(C)  shall not be admissible in any product liability or related action in 
any state or federal court or in any arbitration or similar proceeding.

 “(5)  No state or local government or official shall establish or continue in effect 
any law, regulation, order, or other requirement that is different from or in addition to, or 
is otherwise not identical to, the provisions of this section.

“(c)  RECORDS INSPECTION.--A manufacturer, packer, or distributor whose name
appears on the label of a dietary supplement marketed in the United States and any 
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contractor under paragraph (1)(B) of subsection (a) shall permit a person specifically
authorized by the Secretary to have access to a record required to be established and 
maintained under this section.”

Amend section 301(e) of the Federal Food, Drug, and Cosmetic Act to add “414,” 
after “412,” each time it appears.

Section 414 of the Federal Food, Drug, and Cosmetic Act shall become effective 
one year after the effective date of the regulations promulgated by the Secretary to 
implement it.
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Exhibit B 
Nutraceutical’s Proposed AER Legislation 

LEGISLATIVE LANGUAGE
Drafted as an amendment to the Federal Food, Drug, and Cosmetic Act

ADVERSE EVENT REPORTING 

Sec. 414.  (a) IN GENERAL -- After notice and opportunity for comment, 
the Secretary shall by regulation establish requirements regarding the 
establishment of an adverse event reporting collection system for consumers 
to report any adverse events that consumers believe to be potentially 
associated with the use of foods, dietary supplements and over-the-counter
drugs.

(b) REQUIREMENTS.—(1)  The regulation promulgated under this 
subsection shall apply to all products that are classified as a food, dietary 
supplement or over-the-counter drug.

(2)  The regulation shall include a labeling requirement that all such 
products include a 1-800 phone number administered by the Department of 
Health and Human Services, which shall be responsible for the collection of 
all such adverse event reports. 

(3)  The regulation shall include notice to the product manufacturer, or other 
party responsible for the distribution of the product, of any reports of serious
adverse events.

(4) The information gathered by the Secretary under this regulation shall not 
be deemed to constitute a determination that the product involved caused or 
contributed to the reported event, and shall not be admissible in any product 
liability or related action in any state or federal court or in any arbitration or 
similar proceeding.
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Exhibit C 
Final Draft of AER Legislation 
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II 

109TH CONGRESS 
2D SESSION S. 3546 

To amend the Federal Food, Drug, and Cosmetic Act with respect to serious 
adverse event reporting for dietary supplements and nonprescription 
drugs, and for other purposes. 

IN THE SENATE OF THE UNITED STATES 

JUNE 21, 2006 
Mr. HATCH (for himself, Mr. DURBIN, Mr. HARKIN, Mr. ENZI, and Mr. KEN-

NEDY) introduced the following bill; which was read twice and referred 
to the Committee on Health, Education, Labor, and Pensions 

A BILL 
To amend the Federal Food, Drug, and Cosmetic Act with 

respect to serious adverse event reporting for dietary 
supplements and nonprescription drugs, and for other 
purposes. 

Be it enacted by the Senate and House of Representa-1

tives of the United States of America in Congress assembled, 2

SECTION 1. SHORT TITLE. 3

This Act may be cited as the ‘‘Dietary Supplement 4

and Nonprescription Drug Consumer Protection Act’’. 5
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SEC. 2. SERIOUS ADVERSE EVENT REPORTING FOR NON-1

PRESCRIPTION DRUGS. 2

(a) IN GENERAL.—Chapter VII of the Federal Food, 3

Drug, and Cosmetic Act (21 U.S.C. 371 et seq.) is amend-4

ed by adding at the end the following: 5

‘‘Subchapter H—Serious Adverse Event 6

Reports7

‘‘SEC. 760. SERIOUS ADVERSE EVENT REPORTING FOR NON-8

PRESCRIPTION DRUGS. 9

‘‘(a) DEFINITIONS.—In this section: 10

‘‘(1) ADVERSE EVENT.—The term ‘adverse 11

event’ means any health-related event associated 12

with the use of a nonprescription drug that is ad-13

verse, including— 14

‘‘(A) an event occurring from an overdose 15

of the drug, whether accidental or intentional; 16

‘‘(B) an event occurring from abuse of the 17

drug; 18

‘‘(C) an event occurring from withdrawal 19

from the drug; and 20

‘‘(D) any failure of expected pharma-21

cological action of the drug. 22

‘‘(2) NONPRESCRIPTION DRUG.—The term 23

‘nonprescription drug’ means a drug that is— 24

‘‘(A) not subject to section 503(b); and 25
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‘‘(B) not subject to approval in an applica-1

tion submitted under section 505. 2

‘‘(3) SERIOUS ADVERSE EVENT.—The term ‘se-3

rious adverse event’ is an adverse event that— 4

‘‘(A) results in— 5

‘‘(i) death; 6

‘‘(ii) a life-threatening experience; 7

‘‘(iii) inpatient hospitalization; 8

‘‘(iv) a persistent or significant dis-9

ability or incapacity; or 10

‘‘(v) a congenital anomaly or birth de-11

fect; or 12

‘‘(B) requires, based on reasonable medical 13

judgment, a medical or surgical intervention to 14

prevent an outcome described under subpara-15

graph (A). 16

‘‘(4) SERIOUS ADVERSE EVENT REPORT.—The 17

term ‘serious adverse event report’ means a report 18

that is required to be submitted to the Secretary 19

under subsection (b). 20

‘‘(b) REPORTING REQUIREMENT.—The manufac-21

turer, packer, or distributor whose name (pursuant to sec-22

tion 502(b)(1)) appears on the label of a nonprescription 23

drug marketed in the United States (referred to in this 24

section as the ‘responsible person’) shall submit to the 25
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Secretary any report received of a serious adverse event 1

associated with such drug when used in the United States, 2

accompanied by a copy of the label on or within the retail 3

package of such drug. 4

‘‘(c) SUBMISSION OF REPORTS.— 5

‘‘(1) TIMING OF REPORTS.—The responsible 6

person shall submit to the Secretary a serious ad-7

verse event report no later than 15 business days 8

after the report is received through the address or 9

phone number described in section 502(x). 10

‘‘(2) NEW MEDICAL INFORMATION.—The re-11

sponsible person shall submit to the Secretary any 12

new medical information, related to a submitted seri-13

ous adverse event report that is received by the re-14

sponsible person within 1 year of the initial report, 15

no later than 15 business days after the new infor-16

mation is received by the responsible person. 17

‘‘(3) CONSOLIDATION OF REPORTS.—The Sec-18

retary shall develop systems to ensure that duplicate 19

reports of, and new medical information related to, 20

a serious adverse event shall be consolidated into a 21

single report. 22

‘‘(4) EXEMPTION.—The Secretary, after pro-23

viding notice and an opportunity for comment from 24

interested parties, may establish an exemption to the 25
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requirements under paragraphs (1) and (2) if the 1

Secretary determines that such exemption would 2

have no adverse effect on public health. 3

‘‘(d) CONTENTS OF REPORTS.—Each serious adverse 4

event report under this section shall be submitted to the 5

Secretary using the MedWatch form, which may be modi-6

fied by the Secretary for nonprescription drugs, and may 7

be accompanied by additional information. 8

‘‘(e) MAINTENANCE AND INSPECTION OF 9

RECORDS.— 10

‘‘(1) MAINTENANCE.—The responsible person 11

shall maintain records related to each report of an 12

adverse event received by the responsible person for 13

a period of 6 years. 14

‘‘(2) RECORDS INSPECTION.— 15

‘‘(A) IN GENERAL.—The responsible per-16

son shall permit an authorized person to have 17

access to records required to be maintained 18

under this section, during an inspection pursu-19

ant to section 704. 20

‘‘(B) AUTHORIZED PERSON.—For pur-21

poses of this paragraph, the term ‘authorized 22

person’ means an officer or employee of the De-23

partment of Health and Human Services who 24

has— 25
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‘‘(i) appropriate credentials, as deter-1

mined by the Secretary; and 2

‘‘(ii) been duly designated by the Sec-3

retary to have access to the records re-4

quired under this section. 5

‘‘(f) PROTECTED INFORMATION.—A serious adverse 6

event report submitted to the Secretary under this section, 7

including any new medical information submitted under 8

subsection (c)(2), or an adverse event report voluntarily 9

submitted to the Secretary shall be considered to be— 10

‘‘(1) a safety report under section 756 and may 11

be accompanied by a statement, which shall be a 12

part of any report that is released for public disclo-13

sure, that denies that the report or the records con-14

stitute an admission that the product involved 15

caused or contributed to the adverse event; and 16

‘‘(2) a record about an individual under section 17

552a of title 5, United States Code (commonly re-18

ferred to as the ‘Privacy Act of 1974’) and a med-19

ical or similar file the disclosure of which would con-20

stitute a violation of section 552 of such title 5 21

(commonly referred to as the ‘Freedom of Informa-22

tion Act’), and shall not be publicly disclosed unless 23

all personally identifiable information is redacted. 24
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‘‘(g) RULE OF CONSTRUCTION.—The submission of 1

any adverse event report in compliance with this section 2

shall not be construed as an admission that the non-3

prescription drug involved caused or contributed to the ad-4

verse event. 5

‘‘(h) PREEMPTION.— 6

‘‘(1) IN GENERAL.—No State or local govern-7

ment shall establish or continue in effect any law, 8

regulation, order, or other requirement, related to a 9

mandatory system for adverse event reports for non-10

prescription drugs, that is different from, in addition 11

to, or otherwise not identical to, this section. 12

‘‘(2) EFFECT OF SECTION.— 13

‘‘(A) IN GENERAL.—Nothing in this sec-14

tion shall affect the authority of the Secretary 15

to provide adverse event reports and informa-16

tion to any health, food, or drug officer or em-17

ployee of any State, territory, or political sub-18

division of a State or territory, under a memo-19

randum of understanding between the Secretary 20

and such State, territory, or political subdivi-21

sion. 22

‘‘(B) PERSONALLY-IDENTIFIABLE INFOR-23

MATION.—Notwithstanding any other provision 24

of law, personally-identifiable information in ad-25
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verse event reports provided by the Secretary to 1

any health, food, or drug officer or employee of 2

any State, territory, or political subdivision of a 3

State or territory, shall not— 4

‘‘(i) be made publicly available pursu-5

ant to any State or other law requiring dis-6

closure of information or records; or 7

‘‘(ii) otherwise be disclosed or distrib-8

uted to any party without the written con-9

sent of the Secretary and the person sub-10

mitting such information to the Secretary. 11

‘‘(C) USE OF SAFETY REPORTS.—Nothing 12

in this section shall permit a State, territory, or 13

political subdivision of a State or territory, to 14

use any safety report received from the Sec-15

retary in a manner inconsistent with subsection 16

(g) or section 756. 17

‘‘(i) AUTHORIZATION OF APPROPRIATIONS.—There 18

are authorized to be appropriated to carry out this section 19

such sums as may be necessary.’’. 20

(b) MODIFICATIONS.—The Secretary of Health and 21

Human Services may modify requirements under the 22

amendments made by this section in accordance with sec-23

tion 553 of title 5, United States Code, to maintain con-24
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sistency with international harmonization efforts over 1

time. 2

(c) PROHIBITED ACT.—Section 301(e) of the Federal 3

Food, Drug, and Cosmetic Act (21 U.S.C. 331(e)) is 4

amended by— 5

(1) striking ‘‘, or 704(a);’’ and inserting ‘‘, 6

704(a), or 760;’’; and 7

(2) striking ‘‘, or 564’’ and inserting ‘‘, 564, or 8

760’’. 9

(d) MISBRANDING.—Section 502 of the Federal 10

Food, Drug, and Cosmetic Act (21 U.S.C. 352) is amend-11

ed by adding at the end the following: 12

‘‘(x) If it is a nonprescription drug (as defined in sec-13

tion 760) that is marketed in the United States, unless 14

the label of such drug includes an address or phone num-15

ber through which the responsible person (as described in 16

section 760) may receive a report of a serious adverse 17

event (as defined in section 760) with such drug.’’. 18

(e) EFFECTIVE DATES.— 19

(1) IN GENERAL.—Except as provided in para-20

graph (2), the amendments made by this section 21

shall take effect 1 year after the date of enactment 22

of this Act. 23

(2) MISBRANDING.—Section 502(x) of the Fed-24

eral Food, Drug, and Cosmetic Act (as added by 25

VerDate Aug 31 2005 22:35 Jun 22, 2006 Jkt 049196 PO 00000 Frm 00009 Fmt 6652 Sfmt 6201 E:\BILLS\S3546.IS S3546ba
jo

hn
so

n 
on

 P
R

O
D

1P
C

72
 w

ith
 B

IL
LS

ACC's 2006 ANNUAL MEETING THE ROAD TO EFFECTIVE LEADERSHIP

This material is protected by copyright. Copyright © 2006 various authors and the Association of Corporate Counsel (ACC). 51 of 77



 

•S 3546 IS

this section) shall apply to any nonprescription drug 1

(as defined in such section 502(x)) labeled on or 2

after the date that is 1 year after the date of enact-3

ment of this Act. 4

(3) GUIDANCE.—Not later than 270 days after 5

the date of enactment of this Act, the Secretary of 6

Health and Human Services shall issue guidance on 7

the minimum data elements that should be included 8

in a serious adverse event report described under the 9

amendments made by this Act. 10

SEC. 3. SERIOUS ADVERSE EVENT REPORTING FOR DIE-11

TARY SUPPLEMENTS. 12

(a) IN GENERAL.—Chapter VII of the Federal Food, 13

Drug, and Cosmetic Act (21 U.S.C. 371 et seq.) is amend-14

ed by adding at the end the following: 15

‘‘SEC. 761. SERIOUS ADVERSE EVENT REPORTING FOR DIE-16

TARY SUPPLEMENTS. 17

‘‘(a) DEFINITIONS.—In this section: 18

‘‘(1) ADVERSE EVENT.—The term ‘adverse 19

event’ means any health-related event associated 20

with the use of a dietary supplement that is adverse. 21

‘‘(2) SERIOUS ADVERSE EVENT.—The term ‘se-22

rious adverse event’ is an adverse event that— 23

‘‘(A) results in— 24

‘‘(i) death; 25

VerDate Aug 31 2005 22:35 Jun 22, 2006 Jkt 049196 PO 00000 Frm 00010 Fmt 6652 Sfmt 6201 E:\BILLS\S3546.IS S3546ba
jo

hn
so

n 
on

 P
R

O
D

1P
C

72
 w

ith
 B

IL
LS

 

•S 3546 IS

‘‘(ii) a life-threatening experience; 1

‘‘(iii) inpatient hospitalization; 2

‘‘(iv) a persistent or significant dis-3

ability or incapacity; or 4

‘‘(v) a congenital anomaly or birth de-5

fect; or 6

‘‘(B) requires, based on reasonable medical 7

judgment, a medical or surgical intervention to 8

prevent an outcome described under subpara-9

graph (A). 10

‘‘(3) SERIOUS ADVERSE EVENT REPORT.—The 11

term ‘serious adverse event report’ means a report 12

that is required to be submitted to the Secretary 13

under subsection (b). 14

‘‘(b) REPORTING REQUIREMENT.— 15

‘‘(1) IN GENERAL.—The manufacturer, packer, 16

or distributor of a dietary supplement whose name 17

(pursuant to section 403(e)(1)) appears on the label 18

of a dietary supplement marketed in the United 19

States (referred to in this section as the ‘responsible 20

person’) shall submit to the Secretary any report re-21

ceived of a serious adverse event associated with 22

such dietary supplement when used in the United 23

States, accompanied by a copy of the label on or 24
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within the retail packaging of such dietary supple-1

ment. 2

‘‘(2) RETAILER.—A retailer whose name ap-3

pears on the label described in paragraph (1) as a 4

distributor may, by agreement, authorize the manu-5

facturer or packer of the dietary supplement to sub-6

mit the required reports for such dietary supple-7

ments to the Secretary so long as the retailer directs 8

to the manufacturer or packer all adverse events as-9

sociated with such dietary supplement that are re-10

ported to the retailer through the address or tele-11

phone number described in section 403(y). 12

‘‘(c) SUBMISSION OF REPORTS.— 13

‘‘(1) TIMING OF REPORTS.—The responsible 14

person shall submit to the Secretary a serious ad-15

verse event report no later than 15 business days 16

after the report is received through the address or 17

phone number described in section 403(y). 18

‘‘(2) NEW MEDICAL INFORMATION.—The re-19

sponsible person shall submit to the Secretary any 20

new medical information, related to a submitted seri-21

ous adverse event report that is received by the re-22

sponsible person within 1 year of the initial report, 23

no later than 15 business days after the new infor-24

mation is received by the responsible person. 25
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‘‘(3) CONSOLIDATION OF REPORTS.—The Sec-1

retary shall develop systems to ensure that duplicate 2

reports of, and new medical information related to, 3

a serious adverse event shall be consolidated into a 4

single report. 5

‘‘(4) EXEMPTION.—The Secretary, after pro-6

viding notice and an opportunity for comment from 7

interested parties, may establish an exemption to the 8

requirements under paragraphs (1) and (2) if the 9

Secretary determines that such exemption would 10

have no adverse effect on public health. 11

‘‘(d) CONTENTS OF REPORTS.—Each serious adverse 12

event report under this section shall be submitted to the 13

Secretary using the MedWatch form, which may be modi-14

fied by the Secretary for dietary supplements, and may 15

be accompanied by additional information. 16

‘‘(e) MAINTENANCE AND INSPECTION OF 17

RECORDS.— 18

‘‘(1) MAINTENANCE.—The responsible person 19

shall maintain records related to each report of an 20

adverse event received by the responsible person for 21

a period of 6 years. 22

‘‘(2) RECORDS INSPECTION.— 23

‘‘(A) IN GENERAL.—The responsible per-24

son shall permit an authorized person to have 25
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access to records required to be maintained 1

under this section during an inspection pursu-2

ant to section 704. 3

‘‘(B) AUTHORIZED PERSON.—For pur-4

poses of this paragraph, the term ‘authorized 5

person’ means an officer or employee of the De-6

partment of Health and Human Services, who 7

has— 8

‘‘(i) appropriate credentials, as deter-9

mined by the Secretary; and 10

‘‘(ii) been duly designated by the Sec-11

retary to have access to the records re-12

quired under this section. 13

‘‘(f) PROTECTED INFORMATION.—A serious adverse 14

event report submitted to the Secretary under this section, 15

including any new medical information submitted under 16

subsection (c)(2), or an adverse event report voluntarily 17

submitted to the Secretary shall be considered to be— 18

‘‘(1) a safety report under section 756 and may 19

be accompanied by a statement, which shall be a 20

part of any report that is released for public disclo-21

sure, that denies that the report or the records con-22

stitute an admission that the product involved 23

caused or contributed to the adverse event; and 24
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‘‘(2) a record about an individual under section 1

552a of title 5, United States Code (commonly re-2

ferred to as the ‘Privacy Act of 1974’) and a med-3

ical or similar file the disclosure of which would con-4

stitute a violation of section 552 of such title 5 5

(commonly referred to as the ‘Freedom of Informa-6

tion Act’), and shall not be publicly disclosed unless 7

all personally identifiable information is redacted. 8

‘‘(g) RULE OF CONSTRUCTION.—The submission of 9

any adverse event report in compliance with this section 10

shall not be construed as an admission that the dietary 11

supplement involved caused or contributed to the adverse 12

event. 13

‘‘(h) PREEMPTION.— 14

‘‘(1) IN GENERAL.—No State or local govern-15

ment shall establish or continue in effect any law, 16

regulation, order, or other requirement, related to a 17

mandatory system for adverse event reports for die-18

tary supplements, that is different from, in addition 19

to, or otherwise not identical to, this section. 20

‘‘(2) EFFECT OF SECTION.— 21

‘‘(A) IN GENERAL.—Nothing in this sec-22

tion shall affect the authority of the Secretary 23

to provide adverse event reports and informa-24

tion to any health, food, or drug officer or em-25
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ployee of any State, territory, or political sub-1

division of a State or territory, under a memo-2

randum of understanding between the Secretary 3

and such State, territory, or political subdivi-4

sion. 5

‘‘(B) PERSONALLY-IDENTIFIABLE INFOR-6

MATION.—Notwithstanding any other provision 7

of law, personally-identifiable information in ad-8

verse event reports provided by the Secretary to 9

any health, food, or drug officer or employee of 10

any State, territory, or political subdivision of a 11

State or territory, shall not— 12

‘‘(i) be made publicly available pursu-13

ant to any State or other law requiring dis-14

closure of information or records; or 15

‘‘(ii) otherwise be disclosed or distrib-16

uted to any party without the written con-17

sent of the Secretary and the person sub-18

mitting such information to the Secretary. 19

‘‘(C) USE OF SAFETY REPORTS.—Nothing 20

in this section shall permit a State, territory, or 21

political subdivision of a State or territory, to 22

use any safety report received from the Sec-23

retary in a manner inconsistent with subsection 24

(g) or section 756. 25

VerDate Aug 31 2005 22:35 Jun 22, 2006 Jkt 049196 PO 00000 Frm 00016 Fmt 6652 Sfmt 6201 E:\BILLS\S3546.IS S3546ba
jo

hn
so

n 
on

 P
R

O
D

1P
C

72
 w

ith
 B

IL
LS

 

•S 3546 IS

‘‘(i) AUTHORIZATION OF APPROPRIATIONS.—There 1

are authorized to be appropriated to carry out this section 2

such sums as may be necessary.’’. 3

(b) PROHIBITED ACT.—Section 301(e) of the Federal 4

Food, Drug, and Cosmetic Act (21 U.S.C. 331(e)) is 5

amended by— 6

(1) striking ‘‘, or 760;’’ and inserting ‘‘, 760, 7

or 761;’’; and 8

(2) striking ‘‘, or 760’’ and inserting ‘‘, 760, or 9

761’’. 10

(c) MISBRANDING.—Section 403 of the Federal 11

Food, Drug, and Cosmetic Act (21 U.S.C. 343) is amend-12

ed by adding at the end the following: 13

‘‘(y) If it is a dietary supplement that is marketed 14

in the United States, unless the label of such dietary sup-15

plement includes an address or phone number through 16

which the responsible person (as described in section 761) 17

may receive a report of a serious adverse event with such 18

dietary supplement.’’. 19

(d) EFFECTIVE DATE.— 20

(1) IN GENERAL.—Except as provided in para-21

graph (2), the amendments made by this section 22

shall take effect 1 year after the date of enactment 23

of this Act. 24
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(2) MISBRANDING.—Section 403(y) of the Fed-1

eral Food, Drug, and Cosmetic Act (as added by 2

this section) shall apply to any dietary supplement 3

labeled on or after the date that is 1 year after the 4

date of enactment of this Act. 5

(3) GUIDANCE.—Not later than 270 days after 6

the date of enactment of this Act, the Secretary of 7

Health and Human Services shall issue guidance on 8

the minimum data elements that should be included 9

in a serious adverse event report as described under 10

the amendments made by this Act. 11

SEC. 4. PROHIBITION OF FALSIFICATION OF REPORTS. 12

(a) IN GENERAL.—Section 301 of the Federal Food, 13

Drug, and Cosmetic Act (21 U.S.C. 331) is amended by 14

adding at the end the following: 15

‘‘(ii) The falsification of a report of a serious adverse 16

event submitted to a responsible person (as defined under 17

section 760 or 761) or the falsification of a serious adverse 18

event report (as defined under section 760 or 761) sub-19

mitted to the Secretary.’’. 20

(b) EFFECTIVE DATE.—The amendment made by 21

this section shall take effect 1 year after the date of enact-22

ment of this Act. 23

Æ 
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Ephedra Decisions 

CONFIDENTIAL DRAFT ATTORNEY-CLIENT PRIVILEGED 
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F I L E D
United States Court of Appeals

Tenth Circuit

August 17, 2006

Elisabeth A. Shumaker
Clerk of Court

PUBLISH

UNITED STATES COURT OF APPEALS

TENTH CIRCUIT

NUTRACEUTICAL CORPORATION;

SOLARAY, INC.,

Plaintiffs-Appellees,

v.

ANDREW VON ESCHENBACH,

Acting Commissioner, U.S. Food and

Drug Administration; UNITED

STATES FOOD AND DRUG

ADMINISTRATION; MICHAEL O.

LEAVITT, Secretary of the Department

of Health and Human Services;

DEPARTMENT OF HEALTH AND

HUMAN SERVICES; UNITED

STATES OF AMERICA,

Defendants-Appellants.

No. 05-4151

APPEAL FROM THE UNITED STATES DISTRICT COURT

FOR THE DISTRICT OF UTAH

(D.C. No. 2:04-CV-00409-TC)
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 The Honorable Claire V. Eagan, District Judge, United States District Court for*

the Northern District of Oklahoma, sitting by designation.

Christine N. Kohl, Attorney (Peter D. Keisler, Assistant Attorney General, Paul

M. Warner, United States Attorney, Jeffrey Bucholtz, Deputy Assistant Attorney

General, and Douglas N. Letter, Attorney, Department of Justice, Washington,

D.C., and Paula M. Stannard, Acting General Counsel, Sheldon T. Bradshaw,

Associate General Counsel, Eric M. Blumberg, Deputy Chief Counsel, and

Claudia J. Zuckerman, Associate Chief Counsel, Office of General Counsel, U.S.

Department of Health & Human Services, Food and Drug Division, Rockville,

Maryland, with her on the briefs), for Defendants-Appellants.

Jonathan W. Emord (Andrea G. Ferrenz with him on the brief), Emord &

Associates, P.C., Reston, Virginia for Plaintiffs-Appellees.

Before KELLY, TYMKOVICH , Circuit Judges and EAGAN ,  District Judge.*

EAGAN , District Judge.

Defendants-appellants, Andrew von Eschenbach, M.D., Acting

Commissioner of the U.S. Food and Drug Administration, the United States Food

and Drug Administration (“FDA” or “the agency”), Michael O. Leavitt, Secretary

of the Department of Health and Human Services, the Department of Health and

Human Services, and the United States, appeal from a judgment of the district

court denying their motion for summary judgment and granting the cross-motion

of plaintiffs-appellees for summary judgment.  Nutraceutical Corp. v. Crawford,

364 F. Supp. 2d 1310 (D. Utah 2005).  Plaintiffs-appellees, Nutraceutical

Corporation and its wholly-owned subsidiary, Solaray Corporation (collectively,

 To the extent that we recognize Nutraceutical’s product as recommending less1

than 10 mg of ephedrine alkaloids per day, Nutraceutical’s Motion to Correct Oral

Argument Record, filed on May 11, 2006, is granted.

“Nutraceutical”), manufacture and sell Ephedra, a product containing ephedrine-

alkaloid dietary supplements (“EDS”).  In 2004, the FDA issued a regulation

which banned all EDS sales in the United States market.  Nutraceutical brought

this action challenging the regulation as unlawful.  The district court agreed with

Nutraceutical.  Id. at 1321.  Our jurisdiction arises under 28 U.S.C. § 1291, and

we reverse.

Background

In its published decision, the district court determined that the risk-benefit

analysis employed by the FDA to support an EDS ban was contrary to the intent

of Congress and that the FDA had failed to prove by a preponderance of the

evidence that EDS pose an unreasonable risk of illness or injury at 10 milligrams

(“mg”) or less a day.  Nutraceutical, 364 F. Supp. 2d 1310.  It accordingly entered

summary judgment in favor of Nutraceutical, enjoined the FDA from enforcing its

proscription against Nutraceutical for the sale of products with a recommended

daily dosage of 10 mg or less of EDS,  and remanded to the FDA for new rule-1

making.

The issues raised by this appeal are: (1) whether the FDA correctly

interpreted the relevant statute to require a risk-benefit analysis in determining if

a dietary supplement presents an “unreasonable risk of illness or injury”; and (2)
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whether the FDA satisfied its burden of proving that dietary supplements

containing EDS present an unreasonable risk of illness or injury when doses of 10

mg or less per day are suggested or recommended in labeling.

Nutraceutical alleges that the FDA lacked statutory authority to promulgate

and enforce a ban of all EDS.  The FDA argues that it acted pursuant to the broad

authority delegated to it by the Food, Drug and Cosmetic Act (“FDCA”), 21

U.S.C. §§ 301, et seq., to regulate dietary supplements for safety.  The FDCA

provides the FDA with broad authority to regulate food, drug, and dietary

supplement products in order to ensure public health and safety.  Id.  In 1994,

Congress amended the FDCA with the Dietary Supplement Heath and Education

Act (“DSHEA”), Pub. L. No. 103-417, 108 Stat. 4325 (1994).  Under DSHEA, the

FDA regulates vitamins, minerals, herbs, amino acids, and other dietary

substances.  Dietary supplements are generally regulated in a manner similar to

food and the FDA is authorized to prevent adulterated products from entering the

market.  See 21 U.S.C. § 331(a), (b), (c), (k) (adulteration and distribution of

adulterated food are prohibited acts).  Congress declared that a dietary

supplement is “adulterated”:

If it is a dietary supplement or contains a dietary ingredient that--

(A) presents a significant or unreasonable risk of illness or injury

under--

(i) conditions of use recommended or suggested in labeling, or

(ii) if no conditions of use are suggested or recommended in

the labeling, under ordinary conditions of use; . . .

 The FDA established the MedWatch program to monitor AERs associated with2

nutritional products, including dietary supplements.  This program relies on voluntary

reporting from public health agencies, health professionals, and consumers.  See FDA

MedWatch Home Page, http://www.fda.gov/medwatch/.

21 U.S.C. § 342(f)(1).  The FDA argues that EDS are adulterated and points to the

“unreasonable risk of illness or injury” provision of DSHEA as the primary

source of statutory authority for its EDS ban.  21 U.S.C. § 342(f)(1)(A).

Ephedrine alkaloids are a class of structurally-related chemical stimulants

that occur naturally in some botanicals.  In the 1980s and 1990s, manufacturers

promoted the sale of EDS for weight loss and athletic performance enhancement.

In the 1990s, the FDA received numerous Adverse Event Reports (“AERs”) which

documented harmful side effects, including heart attacks, strokes, seizures, and

death, associated with EDS intake.   Based on the circumstantial evidence of the2

AERs, the FDA began to investigate the effects of EDS.  The investigation

included a literature review of scientific studies and a Food Advisory Committee

on Dietary Supplements Containing Ephedrine Alkaloids Meeting held on August

26-27, 1996 (“1996 Food Advisory Committee”).  In 1997, the agency proposed a

regulation which would have required specific warnings and established a dosage

regimen.  62 Fed. Reg. 30,678 (June 4, 1997).

The FDA’s 1997 proposed regulation of EDS faced substantial opposition,

including from the General Accounting Office (“GAO”).  The GAO determined

that the FDA had not been thorough in its investigation and requested further
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 Professor of Pharmacology, New York Medical College.3

 The AERs which were voluntarily submitted to the FDA were supplemented with4

16,000 complaints received by Metabolife, one of the largest distributors of EDS.  364 F.

Supp. 2d at 1315; see GAO, Dietary Supplements: Review of Health-Related Call

Records for Users of Metabolife 356 (GAO-03-494) (2003).

research.  See GAO, Dietary Supplements: Uncertainties in Analyses Underlying

FDA’s Proposed Rule on Ephedrine Alkaloids 11 (1999).  Responding to the

GAO’s concerns, the FDA withdrew the 1997 proposed regulation.  65 Fed. Reg.

17,474 (Apr. 3, 2000).

The FDA continued to receive AERs and compile scientific literature

regarding EDS.  Given the fact that dietary supplement manufacturers are not

required to submit scientific data on their products, the body of scientific

literature on EDS was limited.  Among the studies on which the FDA relied was a

report commissioned by the National Institutes of Health.  To further supplement

the record, the agency hired Mario A. Inchiosa, Jr., Ph.D.,  to conduct further3

research on the health effects of EDS in 1999.  During the public notice and

comment period, Nutraceutical submitted to the FDA several requests for an

exemption of low-dosage EDS, to no avail.  The administrative record grew to

over 130,000 pages, approximately 19,000 AERs were collected,  and extensive4

public notice and comment resulted in over 48,000 comments.

After seven years of investigating EDS, the FDA adopted a regulation

which banned EDS at all dosage levels from the national market.  Final Rule

Declaring Dietary Supplements Containing Ephedrine Alkaloids Adulterated

Because They Present an Unreasonable Risk, 69 Fed. Reg. 6788 (Feb. 11, 2004)

(“Final Rule”).  In the Final Rule, the FDA concluded that “[t]he best clinical

evidence for a benefit . . . supports only a modest short-term weight loss,

insufficient to positively affect cardiovascular risk factors or health conditions

associated with being overweight or obese.”  Id. at 6789.  Based on this risk-

benefit analysis, the FDA determined that all EDS present an “unreasonable risk

of illness or injury” under all ordinary or recommended conditions of use.  Id. at

6788.  As such, the Final Rule classified EDS adulterated within the meaning of

DSHEA.

The district court held that “the FDA’s requirement that EDS demonstrate a

benefit is contrary to the clear intent of Congress” and found the agency’s

definition of “unreasonable” as entailing a risk-benefit analysis to be improper.

364 F. Supp. 2d 1310, 1319.  The district court also found that the FDA failed “to

prove by a preponderance of the evidence that a dosage of 10 mg or less of

ephedrine alkaloids presents a significant or unreasonable risk of illness or

injury.”  Id. at 1321.  Based on these findings, the district court granted summary

judgment for plaintiffs and denied summary judgment for defendants.
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Discussion

Standard of Review

The district court’s conclusions as to whether the FDA had acted pursuant

to congressionally delegated authority in promulgating a rule is reviewed de novo.

However, the parties dispute the appropriate standard of review of the

administrative decision.  DSHEA provides that: “The court shall decide any issue

under this paragraph on a de novo basis.”  21 U.S.C. § 342(f).  The district court

did “not reach the question of whether the FDA’s statutory construction should be

reviewed de novo.”  364 F. Supp. 2d at 1317.  In the interest of clarity and

consistency, we now reach this question.

Courts are to review agency actions under DSHEA using the “traditional

tools of statutory construction.”  Pharmanex v. Shalala, 221 F.3d 1151, 1154

(10th Cir. 2000).  The de novo standard, under section 342(f), applies to

enforcement actions by the United States against manufacturers of dietary

supplements.  Such enforcement actions may result in imprisonment or monetary

fines.  21 U.S.C. § 333; see United States v. Park, 421 U.S. 658 (1975).  Reading

the statute as a whole, it is clear that the de novo standard applies when courts

“decide” matters rather than when they “review” administrative decisions.  As

such, it is appropriate to limit the de novo standard of review, which affords the

FDA no deference, to enforcement proceedings.  Challenges by private parties to

FDA rules promulgated under DSHEA are reviewed pursuant to the

Administrative Procedure Act (“APA”), 5 U.S.C. § 706, and “the normal rules for

judicial deference regarding agency action apply.”  NVE, Inc. v. HHS, 436 F.3d

182, 196 (3rd Cir. 2006).  “Had Congress intended to supplant the well-

established procedures for APA challenges, it would have been clearer about its

objective.”  Id. at 194.

Chevron Analysis

A court reviewing the FDA’s construction of the FDCA must determine:

whether Congress has directly spoken to precise question at issue; and if not, then

whether agency's construction of statute is permissible one.  Chevron U.S.A., Inc.

v. Natural Res. Def. Council, Inc., 467 U.S. 837, 842-43 (1984).  In reviewing the

FDA’s interpretation of DSHEA under Chevron, we ask two questions:

First, always, is the question whether Congress has directly spoken to

the precise question at issue. If the intent of Congress is clear, that is

the end of the matter; for the court, as well as the agency, must give

effect to the unambiguously expressed intent of Congress [Chevron

step 1]. But if the statute is silent or ambiguous with respect to the

specific issue, the question for the court is whether the agency's

answer is based on a permissible construction of the statute. If

Congress has explicitly or implicitly delegated authority to an

agency, legislative regulations are given controlling weight unless

they are arbitrary, capricious, or manifestly contrary to the statute

[Chevron step 2].

Seneca-Cayuga Tribe of Oklahoma v. National Indian Gaming Com'n, 327 F.3d

1019, 1037 (10th Cir. 2003) (citations omitted).
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The APA reflects the principles of Chevron and “provides that agency

action must be set aside if the action was ‘arbitrary, capricious, an abuse of

discretion, or otherwise not in accordance with law’ or if the action failed to meet

statutory, procedural, or constitutional requirements.”  Valley Cmty. Pres.

Comm’n v. Mineta, 373 F.3d 1078, 1084 (10th Cir. 2004) (internal quotation

omitted) (citing 5 U.S.C. § 706).  “When we review an agency’s decision under

the arbitrary, capricious or abuse of discretion standard [of the APA], our review

is narrow and deferential; we must uphold the agency’s action if it has articulated

a rational basis for the decision and has considered relevant factors.”  Slingluff v.

Occupational Safety & Health Review Comm’n, 425 F.3d 861, 866 (10th Cir.

2005) (citing Mountain Side Mobile Estates P’ship v. Sec’y of HUD, 56 F.3d

1243, 1250 (10th Cir. 1995)).  Under the APA, regulations are presumed to be

valid, and review is deferential to the government agency.

“Unreasonable Risk”

In this case, we must determine whether Congress unambiguously

manifested its intent to restrict the FDA from weighing benefits when determining

the risk posed by a dietary supplement.  The district court was correct to proceed

under Chevron step one in deciding the question of whether the FDA properly

used a risk-benefit analysis in determining whether EDS pose an “unreasonable

risk.”  Chevron, 467 U.S. at 843.  We nevertheless reverse the district court after

finding that Congress unambiguously required the FDA to conduct a risk-benefit

analysis under DSHEA.

In 1994, Congress enacted DSHEA to clarify that dietary supplements,

absent declarations promoting the supplements as drugs, would be regulated in a

manner similar to food products.  Accordingly, in the interest of public health,

Congress imposed a duty on the FDA to keep adulterated dietary supplements off

the market.  108 Stat. at 4326 (instructing the FDA to “take swift action against

[dietary supplements] that are unsafe or adulterated.”).  DSHEA classifies a

dietary supplement as adulterated if it “presents a significant or unreasonable risk

of illness or injury.”  21 U.S.C. § 342(f)(1).  The FDA understood “[t]he plain

meaning of ‘unreasonable’ . . . [to] connote[] comparison of the risks and benefits

of the product.”  69 Fed. Reg. 6788, 6823 (2004).  We agree.  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.  See Merck

KGaA v. Integra Lifesciences I, Ltd., 545 U.S. 193 (2005) (unanimously finding

that “unreasonable risk,” as used in another FDCA provision, 21 U.S.C. §

355(i)(3)(B)(I), “involves a comparison of the risks and the benefits . . . .”).

Congress enacted DSHEA in an effort to improve public access to dietary

supplements based on the belief that there may be a positive relationship between

dietary supplement use, reduced health-care expenses, and disease prevention.

See Pharmanex, 221 F.3d at 1158-59 (“It is true that DSHEA was enacted to
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 The district court compared the language of DSHEA to the statutory language5

governing medical devices and drugs and concluded that, unlike manufacturers of

medical devices and drugs, manufacturers of dietary supplements do not need to prove

effectiveness prior to taking their product to market.  364 F. Supp. 2d at 1318 (“A brief

look at the legislative history of the DSHEA indicates that Congress generally intended to

harmonize the treatment of dietary supplements with that of foods when it added the

dietary supplement subsection to the food adulteration provision.”).  The district court is

correct.  However, the district court confused effectiveness with safety.  The FDA did not

ban EDS for failing to deliver promised health gains or for ineffectiveness; the FDA

banned EDS because they were determined to be unsafe.

alleviate the regulatory burdens on the dietary supplement industry, allowing

consumers greater access to safe dietary supplements in order to promote greater

wellness among the American population.”) (citation omitted).  The FDCA should

not be read too restrictively but in manner consistent with the statute’s overriding

purpose to protect public health.  See 21 U.S.C.A. § 301 et seq.; United States v.

Rx Depot, Inc., 438 F.3d 1052, 1061 (10th Cir. 2006) (“The FDCA’s primary

purpose is to protect the public health.”) (citing United States v. An Article of

Drug . . . Bacto-Unidisk, 394 U.S. 784, 798 (1969)).  Accordingly, DSHEA

should receive a liberal construction where the FDA has taken remedial steps in

response to a perceived public health problem.

According to the district court, by injecting a risk-benefit analysis, the FDA

required Nutraceutical to make a showing of the benefits of its product.

However, at no time has the FDA required manufacturers of EDS to provide data

on the benefits of their products.  Rather, the FDA has assumed its responsibility

of gathering data, soliciting comments, and conducting the risk-benefit analysis.5

Congress expressly placed the burden of proof on the government to determine

whether a dietary supplement is adulterated.  Accordingly, EDS were allowed to

enter the market without findings of safety or effectiveness.  The FDA did not

impose a pre-market requirement for the sale of EDS.  For example, Nutraceutical

has been selling EDS since 1988.  As dictated by the statutory scheme, the FDA

assumed the duty of post-market surveillance and imposed the EDS ban following

numerous AERs, public notice and comment, and significant scientific review.

See 69 Fed. Reg. 6788.  Based on the record, we disagree with the district court

and find that the FDA did not shift the burden of proof to manufacturers.  The

risk-benefit analysis is conducted by, and at the expense of, the agency.  Id. at

6798 (“the agency performs a risk/benefit analysis to ascertain whether the risks

of the product outweigh its benefits.”).  Despite Nutraceutical’s characterization

of the process, the agency did not “require[] proof of a substantial benefit to

counterbalance risk as a condition precedent to lawful sale of EDS.”  Appellee’s

Brief, at 5.  The burden remains on the agency to show that risks associated with

a dietary supplement outweigh benefits and are, therefore, unreasonable.  Thus, a

risk-benefit analysis does not undermine congressional intent by improperly

shifting the burden of proof onto manufacturers of dietary supplements.

Under the rules of statutory construction, courts consider the whole act and

evaluate terms in context.  Pharmanex, 221 F.3d at 1154 (“we examine the

statutory provision in context.”).  The rule against surplusage encourages courts
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to give meaning to every word used in a statute to realize congressional intent.  In

effect, this rule embodies the belief that Congress would not have included

superfluous language.  Thus, in DSHEA, an “unreasonable risk” has a meaning

independent from a “significant risk.”  The plain meaning of a “significant risk”

is a great danger.  “Unreasonable risk” is a distinct term and requires more than

evaluation of the significance of risk.  “A risk could be significant but reasonable

if the benefits were great enough to outweigh the risks.”  69 Fed. Reg. at 6823.

In other words, an “unreasonable risk” is relative to the circumstances; the

potential risk is more “unreasonable” if the potential benefit is smaller.  See

Castrignano v. E.R. Squibb & Sons, Inc., 900 F.2d 455, 459 (1st Cir. 1990)

(upholding jury instructions which define “unreasonable” as the “balance between

the expected beneficial effects of the [product] as opposed to its harmful effects,

if any.”).  The district court erred by conflating the terms “significant” and

“unreasonable,” thereby rendering “unreasonable” superfluous.  In contrast to

“significant risk,” “unreasonable risk” accounts for whether the benefits justify

the risks.  The use of “unreasonable” to qualify risk in addition to “significant”

makes it clear that Congress intended to integrate a risk-benefit analysis in the

former.  Thus, because we find the statute is clear, we now review the FDA’s

absolute prohibition of EDS under the APA.

 Congress did not prescribe the quantum of proof required under DSHEA.6

Accordingly, the standard traditionally applied in administrative cases, the preponderance

of the evidence standard, governs.  See Steadman v. SEC, 450 U.S. 91, 95, 102 (1981).

“Conditions of Use”

Under DSHEA, the government bears the burden of proof to show that,

“under conditions of use recommended or suggested in labeling,” a dietary

supplement is adulterated.  21 U.S.C. § 342(f)(1)(A)(i).  It is undisputed that the

FDA must consider the dosage recommended in a dietary supplement’s labeling

when making an adulteration determination under section 342(f)(1)(A).  The

district court held that the FDA failed “to prove by a preponderance of the

evidence that a dosage of 10 mg or less of ephedrine alkaloids presents a

significant or unreasonable risk of illness or injury, [and] has failed to give effect

to the dose-specific language of [] § 342(f)(1)(A)(I).”  364 F. Supp. 2d at 1321.

In determining that EDS pose an “unreasonable risk of illness or injury,”

the FDA found that the weight loss and other health benefits possible from the use

of EDS were dwarfed by the potential long-term harm to the user’s cardiovascular

system.  The agency went on to enact a complete ban on the product after making

a finding that any amount of EDS had negative ramifications on the

cardiovascular system and, based on the FDA’s analysis, EDS provided no

benefits so great as to justify such risk.

The preponderance of the evidence standard  requires the party with the6

burden of proof to support its position with the greater weight of the evidence.
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See Metropolitan Stevedore Co. v. Rambo, 521 U.S. 121, 137-38 n.9 (1997)

(explaining that the preponderance of the evidence standard “simply requires the

trier of fact to believe that the existence of a fact is more probable than its

nonexistence . . . .”) (citation omitted); Vesper Const. Co., Inc. v. Rain for Rent,

Inc., 602 F.2d 238, 242 (10th Cir. 1979) (“by the greater weight of the evidence

or, as it is sometimes called, the preponderance of the evidence.”).  The evidence

relied on by the FDA to enact its ban of EDS covers over seven years of agency

review, public notice and comment, peer-reviewed literature, and scientific data.

It is the purview of the FDA to weigh the evidence, including the evidence

submitted by Nutraceutical and other manufacturers during public notice and

comment.

It is noteworthy that Nutraceutical relies on the 1999 GAO report to

support its contention that the Final Rule lacks support.  However, the GAO has

since updated its findings and arrived at conclusions in support of the Final Rule.

See GAO, Dietary Supplements: Review of Health-Related Call Records for Users

of Metabolife 356 (GAO-03-494) (2003).  Based on scientific data and AERs, the

GAO concluded that EDS pose a significant risk of cardiovascular and nervous

system effects among consumers who are young to middle-aged.  See GAO,

Dietary Supplements Containing Ephedra, Testimony before the Subcommittee on

Oversight and Investigations, Committee on Energy and Commerce, House of

Representatives (July 23, 2003); 69 Fed. Reg. at 6818 (GAO found that AERs

 A pharmacokinetic analysis is one which examines the bodily absorption,7

distribution, metabolism, and excretion of drugs.  Merriam Webster’s Collegiate

Dictionary 871 (10th ed.1994).

 To reach his conclusions, Dr. Inchiosa relied on a peer-reviewed study of the8

effect of epinephrine in humans.  William E. Clutter, et al., Epinephrine Plasma

Metabolic Clearance Rates and Physiologic Thresholds for Metabolic and Hemodynamic

Actions in Man, 66 J. Clin. Invest. 94 (July 1980).  The Clutter study revealed significant

increases in heart rate and blood pressure from epinephrine infusion at the rate of 0.5

µg/minute.

“were consistent with . . . the scientifically documented pharmacological and

physiological effects of ephedrine alkoids.”).

The FDA hired Dr. Inchiosa to study the effects of EDS on human health in

1999. Dr. Inchiosa used principles of pharmacokinetics  to examine the effects of7

ingestion of EDS on the human cardiovascular system.  Dr. Inchiosa found that

ephedrine would be expected to produce the same adverse cardiovascular effects

(increased heart rate and blood pressure) as a comparable dose of the

pharmacologically-related drug, epinephrine,  and that, consequently, no dose of8

ephedrine can be considered safe.  Nutraceutical raises objections to Dr.
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 Although Nutraceutical did not specifically object to Dr. Inchiosa’s study and9

methodology during rulemaking, it did not thereby waive its objection.  In a review of the

decision of an administrative agency, a party waives its right to appeal an issue if it fails

to object through comments or documents in the record.  New Mexico Environmental

Imp. Div. v. Thomas, 789 F.2d 825, 835 (10th Cir. 1986) (when agency solicited

comments on the very issue being challenged, party “was obligated to make its record

before the agency.”); American Frozen Food Institute v. Train, 539 F.2d 107, 134 (D.C.

Cir. 1976) (“What the industry failed to present to the Administrator during rulemaking

procedures when specifically asked to comment cannot now be urged [as] a basis for

invalidation [of the rule].”); see also Fuel Safe Washington v. F.E.R.C., 389 F.3d 1313

(10th Cir. 2004); Kennecott Copper Corp. V. E.P.A., 612 F.2d 1232, 1245 (10th Cir.

1979) (“it is well settled that industry must first utilize the opportunity for comment [on

an agency regulation] before it may raise issues on appeal.”).  While Nutraceutical did not

object to Dr. Inchiosa’s study on the record, it did advance dissatisfaction with the

scientific evidence relied on by the FDA during the rulemaking.  Appellee’s App., at 159-

60 (“Nutraceutical submits these comments to show that there is absolutely no basis for

concluding that [] whole-herb ephedra supplement products present a significant or

unreasonable risk . . . .”).  The FDA solicited comments on “new scientific evidence . . .

concerning health risks associated with the use of dietary supplements containing

ephedrine alkaloids.”  68 Fed. Reg. 10417 (March 5, 2003).  Dr. Inchiosa’s study was not

among the evidence referenced in the FDA’s March notice.  Id.  Given that the FDA did

not specifically ask for comments on Dr. Inchiosa’s study and Nutraceutical did object to

the new scientific evidence generally, it is appropriate for us to consider Nutraceutical’s

objections to Dr. Inchiosa’s study in particular.

 Nutraceutical’s conclusory allegation that there is insufficient science to support10

the FDA’s conclusion that increased heart rate and blood pressure correlate to increased

risk of cardiovascular disease is contrary to the vast scientific evidence in the

administrative record.

Inchiosa’s study and methodology which it did not raise during the rulemaking.9

Nutraceutical argues that Dr. Inchiosa’s work is irrelevant to the effect of its low-

level dosage EDS product because his study examined the impact of continuous

injection of epinephrine into the bloodstream rather than ingestion of pills

containing 10 mg or less of EDS.   The district court rejected the “mathematical10

model used [by Dr. Inchiosa] to compare doses of epinephrine to ephedrine.”  364

F. Supp. 2d at 1315.  To account for the different potency levels of ephinephrine

and ephedrine, Dr. Inchiosa factored the greater potency of ephinephrine into his

calculations.  Dr. Inchiosa’s work indicates that he exaggerated margins of error

in order to come to a conservative conclusion that the cardiovascular effects

produced by a dose of 9 mg of EDS daily may be dangerous.
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 The FDA relied on multiple studies which demonstrated that EDS raise blood11

pressure and increase heart rate.  The agency considered evidence from the well-known,

scientifically established pharmacology of ephedrine alkaloids; peer-reviewed scientific

literature on the effects of ephedrine alkaloids; and AERs of occurrences following

consumption of EDS.  69 Fed. Reg. 6788.  In its call for comments, the FDA specifically

cited to the following peer-reviewed studies: Stephen Bent, et al., The Relative Safety of

Ephedra Compared with Other Herbal Products, 138 Ann. Intern. Med. 468-72 (March

2003) (finding that EDS accounted for 64% of all adverse reactions to herbs in the United

States, despite representing only 0.82% of herbal product sales);  Paul G. Shekelle, et al.,

U.S. Dep’t of Health & Human Servs., Agency for Healthcare Research & Quality,

Assessment No. 76, Ephedra and Ephedrine for Weight Loss and Athletic Performance

Enhancement: Clinical Efficacy and Side Effects (Feb. 2003) (concluding that the use of

ephedrine and/or the use of ephedra or ephedrine plus caffeine is associated with two to

three times the risk of nausea, vomiting, psychiatric symptoms such as anxiety and

change in mood, autonomic hyperactivity, and palpitations); Lewis B. Morgenstern, et al.,

Use of Ephedra-Containing Products and Risk for Hemorrhagic Stroke, 60 J. Neurology

132-35 (2003) (concluding that ephedra is not associated with increased risk for

hemorrhagic stroke, expect possibly at higher doses); David Samenuk, et al., Adverse

Cardiovascular Events Temporally Associated With ma huang, an Herbal Source of

Ephedrine, 77 Mayo Clinic Proceedings 12 (2002) (concluding that ephedra use is

temporally related to stroke, myocardial infarction, and sudden death; underlying heart or

vascular disease is not a prerequisite for ephedra-related adverse events; and the

cardiovascular toxic effects associated with ephedra were not limited to massive doses);

Christine Haller, et al., Pharmacology of Ephedra Alkaloids and Caffeine After

Single-dose Dietary Supplement Use, 71 Clinical Pharmacology and Therapeutics 421-32

(June 2002) (after assessing the pharmokinetic effects of a single dose of EDS plus

caffeine in eight healthy adults and finding that the mean heart rate response reached a

maximum change of 15 beats/minute above the baseline, the authors concluded that

dietary supplements that contain ephedra and caffeine can produce significant

cardiovascular responses after a single dose); C. Boozer, et. al. Herbal Ephedra/Caffeine

for Weight Loss: a 6-month Randomized Safety and Efficacy Trial, 26 Int’l J. Obesity

Related and Metabolic Disorders 593-604 (2002) (concluding that dietary supplements

that contain ephedra and caffeine promote weight and fat loss without the expected

decrease in blood pressure); C. Boozer, et al., An Herbal Supplement Containing Ma

Huang-Guarana for Weight Loss: A Randomized, Double-blind Trial, 25 Int’l J. Obesity

and Related Metabolic Disorders, 316-24 (2001) (concluding that dietary supplements

that contain ephedra and caffeine promote short-term weight and fat loss, but that safety

with long-term use requires further investigation).  The FDA also relied on an

(continued...)

Further, the FDA did not rely on Dr. Inchiosa’s work alone.   The FDA’s11

(...continued)11

investigation by the GAO which withdrew its earlier criticism of the FDA’s 1997

proposed regulation of EDS after linking EDS use with heart attacks, strokes, seizures,

death, and cardiac arrest.  In addition, Dr. Inchiosa’s study discussed the relationship

between EDS and epinephrine in a transparent manner.   Ephedrine alkaloids are

members of a family of pharmacological compounds called sympathomimetics, which

mimic the effects of epinephrine in the human body.  69 Fed. Reg. at 6789.  Dr. Inchiosa

extrapolated data on epinephrine to draw conclusions about EDS, but he did so using

peer-reviewed data and generally accepted principles of pharmacology.

investigation also considered the findings of the National Institutes of Health, the

GAO, and the 1996 Food Advisory Committee, among others.  See also 364 F.

Supp. 2d at 1320-21 (“Dr. Inchiosa . . . states that he cannot determine a safe

level of EDS intake.  This sentiment is echoed throughout the transcript of the

[1996 Food Advisory Committee].  Several of the meeting’s attendees made

comments that a safe level could not be determined.  There was, apparently, not

enough evidence to support the conclusion that there is a safe level of intake for

EDS.”).  The review of scientific literature is properly in the province of the

FDA, to which this Court grants deference based on its expertise.  See

Weinberger v. Bentex Pharms., Inc., 412 U.S. 645, 653-54 (1973) (The FDA is

“peculiarly suited” to evaluate conflicting scientific reports, a matter “not . . .

well left to a court without chemical or medical background,” because it

“necessarily implicates complex chemical and pharmacological considerations.”).

The majority of data in the administrative record suggests that EDS pose an

unreasonable threat to the public’s health.  The FDA:
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looked at the seriousness of the risks and the quality and

persuasiveness of the totality of the evidence to support the presence

of those risks. [It] then weighed the risks against the importance of

the benefits and the quality and persuasiveness of the totality of the

evidence to support the existence of those benefits . . . giv[ing] more

weight to benefits that improve health outcomes, especially in the

long term, than to benefits that are temporary or rely on subjective

measures such as feeling or looking better.

69 Fed. Reg. at 6799.  The agency expressed that it would not deem EDS

adulterated based on “risks that are insignificant and reasonable in light of the

benefits from the supplement . . . .”  Id. at 6825.  The evidence in the

administrative record was sufficiently probative to demonstrate by a

preponderance of the evidence that EDS at any dose level pose an unreasonable

risk.  The greater weight of the evidence supports the FDA’s ban on EDS, thus

satisfying the agency’s burden.

The FDA’s extensive research identified the dose level at which ephedrine

alkaloids present unreasonable risk of illness or injury to be so minuscule that no

amount of EDS is reasonably safe.  The FDA reasonably concluded that there is

no recommended dose of EDS that does not present an unreasonable risk.  Id. at

6829 (“dose limitations cannot change the unfavorable risk-benefit ratio of

[EDS]”).  The FDA was not arbitrary or capricious in its Final Rule; the FDA met

its statutory burden of justifying a total ban of EDS by a preponderance of the

evidence.

We find that the FDA correctly 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.  Summary judgment for plaintiffs was therefore

improper, and summary judgment for defendants should have been entered.

Accordingly, the district court’s decision is reversed, and we remand for entry of

judgment in favor of defendants.  As noted above, Nutraceutical’s Motion to

Correct Oral Argument Record is granted.

REVERSED AND REMANDED.
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