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BASSLER, DI STRI CT JUDGE
The central issue in this case is whether plaintiff United
States of Anmerica (“the Governnent” or “Plaintiff”) is entitled
to a permanent injunction prohibiting defendants Lane Labs- USA,
Inc. and Andrew J. Lane (collectively “Defendants”) from
mar keting certain products —one made from shark cartil age, one
fromrice bran treated with Shiitake mushroom and one from
gl ycoal kal oid, which is an extract of sand brier —as treatnents
for cancer, skin cancer, and H V/ Al DS.
This matter conmes before the Court on the Governnent’s
nmotion for summary judgnment pursuant to Federal Rule of G vil

Procedure 56. Defendants oppose the Governnment’s notion and
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cross-nove to exclude portions of the Governnment’ s expert reports
and testinony.?

The Governnent brought this enforcenent action on behalf of
the United States Food and Drug Adm nistration (“FDA’) on
Decenber 10, 1999, chargi ng Defendants with violating the Federal
Food, Drug, and Cosnetic Act (“FDCA’), 21 U S.C. 88 301 et seq.,
by inproperly pronoting and marketing three products —BeneFi n®,
Ski nAnswer ™ and MGN-3™ (collectively “the Products”) —for the
cure, mtigation or treatnent of disease, thereby rendering these
products m sbranded and unapproved new drugs. Lane Labs contends
that it has fully conplied wwth federal |aw and has marketed the
Products not as drugs but as dietary supplenments, pursuant to the
1994 Amendnents to the FDCA, the Dietary Health & Suppl enment Act
of 1994 (“DSHEA’). The CGovernnent seeks a permanent i njunction,
pursuant to 21 U.S.C. 8§ 332(a), restraining Defendants from
mar keting the Products as well as any other products with the
sane or simlar ingredients. The Governnent al so seeks an order
requiring Defendants to make restitution and di sgorgenent to
consuners who purchased the Products.

The Court exercises jurisdiction pursuant to 28 U S.C. 8§
1331. Venue is proper pursuant to 28 U. S.C. §8 1391(b).

For the reasons set forth below the Governnent’'s notion for

! Defendants’ cross-notion is addressed by the Court in a
separate Menorandum Opi nion and Order filed this day.
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summary judgnent is granted.

FACTUAL BACKGROUND

Both parties have submtted 56.1 Statenents in conpliance
with Local Cvil Rule 56.1. The facts bel ow are undi sput ed
unl ess ot herw se not ed.
l. LANE LABS AND I TS PRODUCTS

Def endant Lane Labs-USA, Inc. (“Lane Labs”) is a Del anare
corporation that maintains its principal place of business in
Al | endal e, New Jersey. Lane Labs describes itself as “a
prom nent supplier of high quality dietary supplenents.” (Defs.
Qop. Br. at 4.) Lane Labs has nore than 40 enpl oyees and
approximately $30 mllion in annual sales. Defendant Andrew Lane
is the president of Lane Labs, as well as its director and sole
shar ehol der

Lane Labs sells the Products at issue in this action
directly to consuners, both in and outside of New Jersey, through
Lane Labs’ Conpassi oNet division. BeneFin is a product
distributed in either powder or caplet form containing shark
cartilage. M3N-3, distributed in capsule form is a
pol ysaccharide dietary fiber formula nmade fromrice bran
(hem cellulose B) that is produced by the hydrolysis of rice bran
with the enzymatic extract of Shiitake nmushroom The main
ingredient in MaGN3 is arabinoxylan. SkinAnswer is a skin cream

that is applied topically and | abel ed as contai ni ng



gl ycoal kal oid, an extract of sand brier.

Lane Labs obtains the Products from overseas manufacturers.
Specifically, Lane Labs purchases BeneFin and Ski nAnswer from
Lane- Labs Australia. Defendants purchase MaN-3 from Dai wa
Phar maceuticals (“Daiwa”), |ocated in Japan.

B. BUSI NESS RELATI ONSHI P BETWEEN DRS. LANE AND GHONEUM AND LANE
LABS

A |. WIliam Lane, Ph.D.

|. WIliam Lane, Ph.D. (“Dr. Lane”) is defendant Andrew
Lane’s father and has worked as a paid consultant for Lane Labs
since at least 1997. Dr. Lane began studying the anti-angi ogenic
ef fects of shark cartilage in 1983.2 Dr. Lane formed Cartil age
Consul tants, Inc. in 1990 to research the benefits of shark
cartilage as an angiogenesis inhibitor. Dr. Lane is the sole
shar ehol der and chai rman of that corporation.

Shortly after formng Cartilage Consultants, Dr. Lane was
retained as a consultant by Cartilage Technol ogi es, a conpany
whi ch was in the process of devel oping a shark cartilage product
called Cartilade. In Septenber 1993, defendant Andrew Lane, Dr.
Lane’s son, also joined Cartil age Technol ogi es. Defendants claim
that Dr. Lane becane disillusioned with the poor quality of shark

cartilage used by Cartilage Technologies for its Cartil ade

2 Angi ogenesis is the process by which new capillary bl ood
vessels are generated and is a critical step in the growth of
solid tunors. (Defs. Ex. 4.)



product. After allegedly expressing his concerns to Cartil age
Technol ogies in 1994, Dr. Lane’s consulting position was
term nated and Andrew Lane was al so fired.

Dr. Lane then began working with a Cartil ade distributor in
Australia to devel op an all egedly superior nmethod of processing
shark cartilage. On August 11, 1994, Andrew Lane fornmed Lane
Labs in order to market this new formof shark cartilage in the
United States.® Thereafter, Dr. Lane, through Cartil age
Consul tants, becane a paid consultant for Lane Labs. Dr. Lane’s
ties to the Australian manufacturer of shark cartil age products
enabl ed the formation of a business rel ationship between the
manuf act urer and Lane Labs. That Australian distributor |ater
becanme Lane Labs-Australia, which Defendants claimis an entity
entirely independent of Lane Labs. Lane Labs-Australia devel ops
and manuf actures BeneFin and Ski nAnswer, both of which are
di stributed by Lane Labs in the United States.

Dr. Lane has witten a nyriad of articles, books, papers and
panphl ets and has participated in interviews in which he touted
the positive effects of BeneFin, SkinAnswer and MG\-3. Many of
t hese sources are available to consuners over the Internet.

Specifically, Dr. Lane has pronoted shark cartilage, particularly

3 At his deposition, Dr. Lane testified that Andrew Lane
pi cked the name Lane Labs for the new conpany after asking Dr.
Lane for “permission to use the famly name because [Dr. Lane’s]
name was well known.” (Pl. Ex. E at 43.)
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BeneFin, as an effective treatnment for cancer. (E. g. Pl. Ex. 15-
18, Ex. 23, Tabs B and M) Dr. Lane has cl ai ned gl ycoal kal oi ds,
such as SkinAnswer, are safe and effective treatnments for skin
cancer. (E.g. Pl. Ex. 14 and 19.) Dr. Lane has al so nade
assertions that MGN-3 is a safe and effective treatnment for
cancer and Human | munodeficiency Virus (“HV'). (E.g. Pl. EX.
20-22, Ex. 23, Tab T.)

In addition to the many articles Dr. Lane has witten on the
al | eged benefits of the Products, he has co-authored three books
on shark cartilage as an effective treatnment for cancer — Sharks

Don't Get Cancer, Sharks Don’t Get Cancer: How Shark Cartil age

Coul d Save Your Life and Sharks Still Don't Get Cancer: The

Continuing Story of Shark Cartil age Ther apy. Dr. Lane has al so

produced one vi deotape on the sanme subject, Shark Cartilage: A
Prom se Kept, and one book on how gl ycoal kal oi d cream can hel p

treat skin cancer, The Skin Cancer Answer. (Pl. Ex. 23, Tab M)

The Governnent clains that part of Dr. Lane’s role as a paid
consul tant for Lane Labs has been to pronote the Products as
treatnents for cancer and H V through his position as
“researcher-spokesperson.” The Governnent further argues that
the rel ati onship between Lane Labs and Dr. Lane is so closely
intertwined and financially nutually beneficial that any cl ains
about the Products nade by Dr. Lane may be attributed to

Def endant s.



However, Defendants contend that Dr. Lane has been
conpensated by Lane Labs only for his “critical” role in
di scovering the existence of the Products and form ng business
relationships with various distributors, particularly Lane Labs-
Australia. Defendants assert that Dr. Lane has not been
conpensated to pronote BeneFin, MaN-3 and Ski nAnswer for the
cure, mtigation or treatnent of disease.

B. Mandooh Ghoneum Ph. D.

Mandooh Ghoneum Ph.D. (“Dr. Ghoneunt) has al so worked
closely with Lane Labs. Dr. Gioneumis an Associ ate Professor
and Chief of Research in the Departnent of O ol aryngol ogy at
Charles D. Drew University. Dr. Gioneumis one of the |eading
researchers of MGN-3. He has witten many scientific abstracts
and articles summarizing his research findings and di scussing
MGN-3 as a possible effective treatnent for cancer, HV and
Acqui red I mmune Deficiency Syndrone (“AlDS’).

Lane Labs has an agreenment with Dr. Ghoneum such that
Def endants pay Dr. Ghoneum a royalty of 9.5 percent for every
kil ogram of MG\ 3 that Lane Labs purchases from Daiwa, the
Japanese distributor. Lane Labs also agreed to pay Dr. Ghoneum
an additional 8.5 percent, which is specifically earmarked for
research purposes, for every kilogramof Ma\3 that Lane Labs
pur chases from Dai wa.

The Governnent asserts that Dr. Ghoneunmis role in Lane Labs’



busi ness has been that of “researcher-spokesperson.” The
Gover nment cont ends Defendants purposefully and consistently |ink
the Products with statenments, articles and research by Dr.
Ghoneum t hrough pronotional mailings, the Internet, and
statenents by Defendants’ enployees. Therefore, the Governnent
argues that the pronotional clains nmade by Dr. Ghoneum may al so
be attributed to Defendants.

Def endants paint a different picture of Dr. Ghoneuni s
association with Lane Labs. Simlar to the purported
rel ati onship between Dr. Lane and Lane Labs, Defendants contend
that Dr. Ghoneumis conpensated nerely for initiating and
facilitating Lane Labs’ relationship with Daiwa. Defendants
point to Dr. Ghoneunmis deposition testinony in which he testified
t hat Lane Labs had no control over the content of his witing or
research. (Pl. Ex. 29 at 76.) Defendants al so highlight that
much of Dr. Ghoneunis research was published prior to 1998,
before he had any financial relationship wth Lane Labs.
[11. LANE LABS MARKETI NG AND DI STRI BUTI ON PRACTI CES

A. Pronoti onal material dissem nated to custoners

Lane Labs has used many of the materials witten by Dr. Lane
to pronote its products. For instance, Defendants have
distributed materials to custoners describing Dr. Lane’s role in
t he devel opnment of BeneFin, including an article by Dr. Lane

entitled “Having My Say [,] Shark Cartilage Therapy [,] A



Personal History of Its Developnment” (Pl. Ex. 23, Tab H at P12582
- P12586), which espouses the theory that shark cartil age could
be an effective treatnment for cancer.* Defendants often
distributed the “Having My Say” article along with information
about ordering BeneFin. In addition, the packagi ng Def endants
used in distributing BeneFin and Ski nAnswer has, in the past,
included Dr. Lane’s nane and picture. Defendants allegedly
ceased at least the latter practice over two (2) years ago due to
concerns expressed by the FDA

Lane Labs has al so used abstracts and articles authored by
Dr. Ghoneum as well as Dr. Ghoneunmis nanme and endorsenment, to
mar ket the Products. For instance, Lane Labs has distributed
mai lings to custonmers and potential custoners that include
articles and abstracts witten by Dr. Ghoneum One such article,
entitled “One Sizeable Step for | mmnol ogy, One G ant Leap for

Cancer Patients,” witten by Dr. Ghoneum nakes the follow ng

“In “Having My Say,” Dr. Lane's opening sentence states:
“The use of shark cartilage in the conplenentary treatnent of
non-responsi ve solid cancer tunors has becone w dely used
worldwide . . . .7 (Pl. Ex. 23, Tab H at P12582). The article
goes on to state:

The poor results with conventional cancer therapy shoul d
suggest that any new therapy that seens prom sing should
be investigated, especially if it 1is inexpensive,
nont oxi ¢ and noni nvasive. In these tines of uncontrolled
health costs, and the cancer epidem c that does not seem
to be abating, all possibilities deserve attention.

(1d. at P12586.)
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stat enent s:

Unl i ke nost natural preparations, MaN-3 offers solid data
collected fromhuman clinical trials. This data offers
conpel l'ing evidence that MAN-3 is a powerful biological
response nodifier that is free of toxicity or side

ef fects. As such, it has enornous promse as an
i munotherapy in the treatnent of cancer and other
di seases.

(PI. Ex. 32) (enphasis in original). This article has been
di stributed by Lane Labs to potential custoners along with
i nformati on about how to order MGN-3 and ot her Lane Labs’
products.

Lane Labs has al so used the “One Sizeable Step for
| munol ogy” article to market its products as recently as 2002.
Def endants paid to place that article, as well as an article by
Emmal yn McAllister entitled “MaN3: Cure or Curiosity? The
Question Persists!”, as advertising supplenments in various
alternative heath-rel ated publications from January through June
2002, over three years after the Governnent filed the Conpl aint
inthis action. (See PI. Ex. 34-37.) Defendants also paid to
have business reply cards inserted into the same publications.
Those business reply cards bear Dr. Ghoneunmi s endorsenent of Ma\
3 and provide informati on on ordering MaN-3 from Lane Labs.

Def endants claimthat the materials witten by Dr. Ghoneum
and used by Lane Labs to nmarket MG\ 3 have not touted MGN3 as a
cure or treatnent for cancer or H'V. Further, Defendants assert

t hat Lane Labs has had no control over the content of those
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articles. Dr. CGhoneumtestified at his deposition that he was
not conpensated by Lane Labs for use of the “One Sizeable Step
for Imunol ogy” article. Further, Dr. Ghoneumtestified that no
one from Lane Labs has nmade suggestions, corrections, additions
or deletions to any of the abstracts or journal articles that he
has published. Lane Labs contends that its use of Dr. Ghoneunis
“One Sizeable Step” article, and the placenent of business reply
cards in various alternative health nagazines, conplied with
federal |aws concerning marketing and pronotion of dietary

suppl enent s.

Lane Labs has al so used Drs. Lane and Ghoneunis nanmes and
endorsenments to sell the Products in other ways. For exanple,
Lane Labs sponsored a cocktail reception on July 14, 2001, in
which Dr. Ghoneum as well as Dr. Lane, discussed the results of
clinical trials involving MG\N-3. (Pl. Ex. 26.)

In addition to abstracts and articles authored by Drs. Lane
and Ghoneum Lane Labs distributed other third-party pronotional
literature with its products. One exanple includes a article by
Dr. David G Wlliams (“Dr. Wllianms”) entitled “A New Chapter in
Heal i ng” fromthe Septenber 1998 issue of Alternatives, a nonthly
newsl etter published by Dr. WIlians and dissem nated to
potential Lane Labs custoners. This article contained ordering
and pricing information for Lane Labs products. In “A New

Chapter in Healing,” Dr. WIllians pronoted MoN-3 as a safe and
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effective treatnment for cancer, and included statenents such as
the fol |l ow ng:
Unli ke nost forns of cancer treatnent, MoN-3 is totally
non-t oxi c. After years of use and continued toxicity
tests, there have never been any indication [sic] of
toxicity and side effects whatsoever. Undoubtedly, this
is because MGN-3's primary function is to enhance the
activity of the imune system rather than to attack
cancer cells directly.
(PI. Ex. 23, Tab S at P13077) (discussing the results of various
studies by Dr. CGhoneum.
The article also nade clains about the ability of MaN3 to
treat HHV and AIDS: “Wrk with AIDS patients has been |imted,
al though all of the patients who have taken MG\-3 reported a
noticeable difference in their well-being, and all have continued
to use the product. Most felt MG\-3 was instrunmental in hel ping
them stabilize their disease.” (ld. at P13079.) |In addition,
Dr. WIllianms’ article discussed SkinAnswer as a “skin cancer
creani suggesting the product is an effective treatnent for skin
cancer. (ld. at P13074.)
Lane Labs admts that it distributed the Alternatives
newsl etter containing Dr. WIllianms’ article but contends that it
did not comm ssion the article nor did Defendants exercise any
control over the article. Furthernore, the article has not been
di ssem nated by Lane Labs in over two years.

The Governnent provides further exanples of instances when

Def endants have distributed other third-party nmaterials to
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custoners and potential customers along with information about
the Products, as well as ordering information. Mich of this
materi al presents the Products as potentially effective
treatments for cancer and H V and di scusses Drs. Lane and Ghoneum
by nane. These additional materials distributed by Lane Labs
have included statenments such as:

Dr. Mandooh Ghoneum of Charles Drew University of
Medi cine and Science in Los Angeles, conpares current

cancer t reat ment to battling terrorists...
‘ Chenot herapy, radiation or surgery are the cancer-
equi val ents of bonbing,’ he says....Even after bonbing,

however, some terrorists may survive, as do those cancer
cells that are resistant to the usual therapies. Rather
than bonbing the city again, however, Dr. Ghoneum
advocates sending in special forces to locate and
elimnate the remaining terrorists one by one. Dr.
Ghoneuni s devel opnent of a natural suppl enent cal | ed MG\
3is nmeant to armthe body’'s Natural Killer cells to seek
and destroy dangerous invaders.

(PI. Ex. 32) (from“Wnning the War Agai nst Cancer (,) M3\ 3:
Mushroom Ammuni tion,” Alternative Medicine, May 1999 at 26-27).
Def endants have al so distributed a Health Professional

Information Kit (“the Kit”) to nedical doctors as recently as
August 2001. At his deposition, Andrew Lane testified that one
pur pose behind Lane Labs’ distribution of the Kit was to help
generate sales for Lane Labs’ products. (Pl. Ex. 2 at 101-182.)
Included in the Kit were various articles by Dr. Ghoneum
including the “One Sizeable Step for Immunol ogy Article,” as well
as the McAllister article, “Ma\-3: Cure or Curiosity?”

Also included in the Kit was a newsletter entitled Health &
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Heal ing, edited by Dr. Julian Witaker (“Dr. Whitaker”). In his
newsl etter, Dr. Whitaker discusses various studies involving
alternative nedi cines and nmakes reconmendati ons regardi ng
effective brands for consuners to purchase. |n one section
entitled “Solutions to Conmon Skin Problens,” Dr. Witaker
wites:

Any suspicious | esion should be exam ned by a physician

to rule out nmel anoma, a fast-grow ng, potentially I|ethal

form of skin cancer that requires imedi ate treatnent.

Basal cell and squanous cel | carci nomas, however, as well

as precancerous solar or actinic keratoses, are slow

spreading and less likely to nmetastasize. Bef or e

consenting to | aser, chem cal or surgical renmoval of such

| esions, | recormmend that you try a product that contains

gl ycoal kal oi ds. ... The gl ycoal kal oi d product | reconmend,

Ski nAnswer, is available in health food stores or by nmai

order from Conpassi oNet, 800/510-2010.

(PlI. Ex. 53, Health & Healing at 6.)

The Governnent clains that Defendants’ overall marketing
strategy has been to associate their products with the oral and
witten statenents and endorsenents of Drs. Lane and Ghoneum
both through materials published by Drs. Lane and Ghoneum
t hensel ves, and by third-party materials that discuss the views
of Drs. Lane and Ghoneum and pronote Lane Labs products for the
treatment, mtigation and cure of disease. Accordingly, the
Government argues that the clainms nade by Drs. Lane and Ghoneum
and by the third-party materials discussing Drs. Lane and Ghoneum

and distributed by Lane Labs to its custoners, should be

consi dered cl ains made by Def endants thensel ves.
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Def endants vociferously deny the Governnent’s contention
that the informational nmaterials distributed by Defendants
pronoted the Products as treatnents for cancer and H V.

Def endants assert that the Products and acconpanyi ng pronoti onal
mat eri al distributed by Defendants consisted of the type of
material dietary supplenment distributors are permtted to

di ssem nate pursuant to DSHEA, 21 U S.C. § 343-2(a), under which
natural products conpanies are permtted to distribute third-
party literature regarding their products. Furthernore,

Def endants highlight that the articles and panphlets distributed
to custoners often included the follow ng disclainmer, or one |ike
it:

The approaches described in this brochure are not offered

as cures, prescriptions, diagnosis, or nmeans of di agnosis

to different conditions. The information nust be vi ewed

as the personal experiences of the people portrayed

herei n. [ The author and publ i sher] assune no

responsibility in the correct or incorrect use of this
informati on and no attenpt should be nade to use any of
this information as a form of treatnment w thout the
approval and gui dance of your doctor.

(Pl. Ex. 23, Tab B at P12504.)

Al t hough Defendants contend that neither Dr. Lane nor Dr.
Ghoneumis a paid “researcher-spokesperson” for Lane Labs,

Def endants do concede that Drs. Lane and Ghoneum have in the past
been conpensated by Lane Labs to pronote the Products and that

Dr. Ghoneum recei ves as conpensation a percentage of all Lane

Labs’ sales of MGN-3. In a letter to Magi strate Judge Arl eo
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regardi ng di scovery issues, defense counsel wote: “Wether Dr.
Ghoneum Dr. Lane and Cartil age Consultants have been conpensated
by Lane Labs for pronoting Lane Labs’ products is not at issue.
Def endant s have acknow edged maki ng such paynents. . . .” (P

Ex. 38 at 3, n.1.) However, Defendants strenuously argue that
there is no way the statenments nmade by Drs. Lane and Ghoneum can
be interpreted as pronoting the cure and treatnment of cancer and
H V. Defendants further contend that statenents made by third-
parties cannot be attributed to Lane Labs and therefore

Def endant s cannot be held accountable for the clainms proffered in
the pronotional material.

B. Lane Labs’ distri bution network

Conpassi oNet is a division of Lane Labs that markets and
di stributes Lane Labs’ products directly to consuners in the
United States. Until Novenber 2003, Defendants sold BeneFin,
MGN- 3 and Ski nAnswer directly to consunmers over the Internet

t hrough their website conpassionet.com?® That website included a

button call ed “Research,” which |inked conpassi onet.comto

® As discussed nore fully bel ow, as of Novenber 11, 2003,
according to the Governnent, the conpassionet.com website was
still operational. However, when an FDA attorney attenpted to
visit the website on Novenber 19'" after the parties had
appeared before this Court for oral argunent, the website was no
| onger available. (Taylor Decl. of 12/1/03 § 3.) Instead, the
website sinply contained a nessage stating “Look for the New
Conpassi onet.com Coming soon!” (l1d.) As of the date of this
Opi ni on, the conpassi onet.com website continues to contain only
t hat nessage and appears non-operational .
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anot her of Defendants’ websites, publishedresearch.com

According to the Government, publishedresearch.comis registered

to the sane | ocation as Lane Labs, and Andrew Lane is the

regi strant for publishedresearch.com As of My 2002,

publ i shedresearch. com i ncl uded numerous articles and abstracts

di scussing shark cartilage as a possible treatnent for cancer and
MGN-3 as a possible treatnment for cancer and HV. Many of these
articles were witten by Drs. Lane and Ghoneum A consuner who

visited publishedresearch.comvia the “Research” hyperlink on

conpassi onet.comcould return to the conpassi onet.com website

sinply by hitting the “Back” button on his or her web browser.
Until Novenber 2003, consuners could purchase both BeneFin and

MGN-3 fromthe conpassi onet.com website.

Until at |east 1999, Defendants’ conpassi onet.com website

included the followi ng netatags:® “alternative cancer therapies,”
“non-toxi c cancer therapy,” “cancer treatnent,” “Brain Tunors,”
“Breast Cancer,” “Cancer Patients,” “Colon Cancer,” *“Gynecol ogic
Cancers,” “Laryngeal Cancer,” “Leukem a,” “Lung Cancer,”
“Lynphonma, ” “Neurobl astoma,” “Ovarian Cancer,” “Prostate Cancer,”
“Skin Cancer,” “Testicular Cancer,” “Thyroid Cancer,”

“arthritis,” “osteoarthritis,” “rheumatoid arthritis,” *“Kaposis

® Anetatag is a code placed in a website. These codes are
detected by search engines and increase the |ikelihood that a
user searching for a particular topic will be directed to a
websi te containing those netat ags.
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sarcomm,” “cancer survivors,” “squanous cell carcinonmg,”
“mel anoma,” “Dr. Lane,” “Dr. |I. WIIliamLane,” *“Sharks Don’t Cet
Cancer,” and “The Skin Cancer Answer.”

The Governnent clains that Defendants have used Dr. Lane’s
conpany, Cartilage Consultants, both to pronpote the Products as
treatnents for disease and to superficially separate the sal e of
the Products fromthe sale of Dr. Lane’s books. Through an
under cover investigation conducted by the FDA from 1997 to 1998,
t he Governnent found that consunmers who called the 1-800 nunber
for Lane Labs’ ConpassionNet division were referred to Marian
Mur phy, then an enpl oyee of Cartilage Consultants, for
i nformati on about BeneFin, MaN-3 and Ski nAnswer. Ms. Miurphy in
turn nade statenments explicitly pronoting the use of those
products for the treatnment of cancer and skin cancer. (Pl. Ex.
23, Tab A, Attach. 8 at 2-7, 11-12 & Attach. 18 at 2-3, 12-13,
16-19.)

Furthernore, FDA investigators found that if a consuner
cal |l ed Lane Labs’ Conpassi oNet division to order any of the
Products and asked to purchase one of Dr. Lane’ s books or videos,
the consunmer was told to call a Cartilage Consul tants 1-800
nunber to purchase the pronotional materials. Likewise, if a
consuner called Cartilage Consultants’ 1-800 nunber and asked to
pur chase BeneFin, MN-3 or SkinAnswer, he or she woul d be

referred to the 1-800 nunber for Conpassi oNet. Defendants
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di scontinued all of these practices, in addition to term nating
Ms. Murphy, in May 2000, after this lawsuit was fil ed.
V. USE OF THE PRODUCTS AND FDA | NVOLVEMENT

The parties stipulate that cancer, H V/AIDS and skin cancer
are all diseases not capabl e of self-diagnoses or self-treatnent
by a | ayperson. The FDA has not approved any of the Products at
issue in this action for the treatnent, cure or mtigation of
di sease. Specifically, BeneFin has not be approved by the FDA
for use in the cure, mtigation, treatnment or prevention of any
formof cancer. M3N-3 has not been approved by the FDA for use
in the cure, mtigation, treatnment or prevention of either cancer
or HV. Likew se, SkinAnswer has not been approved by the FDA
for use in the cure, mtigation, treatnment or prevention of any
form of skin cancer.

There is currently no approved new drug application or
abbrevi ated new drug application on file with the FDA for
BeneFin, MaN-3 or SkinAnswer. Furthernore, there is no
i nvestigational new drug application (“IND’) on file with the FDA
for either MG\-3 or SkinAnswer. However, the National Cancer
Institute is currently the sponsor of an IND for the study of
BeneFin. The study is being conducted at the Mayo Clinic.

The Governnent contends there are no adequate and wel | -
control |l ed studies establishing the effectiveness of BeneFin for

cancer, MaN-3 for cancer or HV, or SkinAnswer for skin cancer.
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The Governnent further clains that the Products are not generally
recogni zed, anong qualified experts, as safe and effective
treatnents for the those di seases. Defendants dispute these
contentions, agreeing only that the FDA has not approved the
Products for these purposes. Further, Lane Labs clains that
there is no evidence that BeneFin, Ma\ 3 and Ski nAnswer are
unsafe. The Governnent counters that w thout well-controlled and
peer-revi ewed studies, the relative safety of the Products cannot
be ascertai ned.

Def endants assert that there is no evidence that patients
forgo traditional treatnents for cancer or H V/ AIDS while using
BeneFin, MaN-3 or SkinAnswer. In support of this proposition,

Def endants cite to, inter alia, a declaration from Al exander
Schauss, Ph.D. (“Dr. Schauss”), the President and Director of

Nat ural and Medicinal Products Research in the Life Sciences
Division of the Anmerican Institute for Biosocial and Medi cal
Research, Inc. (“AIBVWR’), a consulting conpany specializing in
natural products research. Dr. Schauss reviewed various studies
publ i shed in the Journal of the American Medical Association and
ot her publications and determ ned that alternative nedicines were
not being used in lieu of traditional treatnents for H V/ Al DS and
cancer. (Defs. Ex. 3, 1 17-20, 41, 45.) Dr. Shauss testified:

After review ng over thirty-five published papers on the

use of [alternative and conplenentary nedicine]

therapies, and all of the literature reviewed by the
plaintiff’s experts, | was unable to find any evidence
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suggesting a risk that patients will forego conventi onal

care for cancer or HV in favor of dietary suppl enents,

neutraceuticals or the like.
(1d. 1 20.)

The Governnent mai ntains that consuners can and do use the
Products offered by Lane Labs in |ieu of nore traditional
treatments for cancer and HHV. (E.g. Pl. Ex. 67, MIller Decl. §
35) (Governnent expert found that “patients with cancer who have
read or heard about BeneFin can and do call directly and order
BeneFin for the self-treatnent of cancer.”).

In addition, the Government points to the hundreds of emails
and letter received by Lane Labs, and produced during discovery,
in which Lane Labs custonmers | aud the nedicinal benefits of the
Products. The following are only excerpts fromthe nyriad of
comments sent to Lane Labs:

| was given 17 weeks to live and no hope of a treatnent

that would help or cure ny grade iv gioblastoma brain

tumor. That was in 1995, Wth the use of BENEFIN shark
cartilage I amstill alive with hope. If | can't take
benefin I wll nost certainly perish quickly...l m ght

add that | never did radiation or cheno, | belief that

those treatnents are what kill people with nmy di agnosis.

(PI. Ex. 85 at LL5088) (punctuation and spelling in original).

| have used Ski nAnswer for a small patch of skin cancer

| had on ny back. It is nowgone. A friend of mne is
now usi ng MAN- 3, i nstead of radi ati on and/ or chenot her apy
foll owi ng surgery for colon cancer. He is doing just
fine, thank you....Were wuld we be wthout these

alternatives? Unli ke prescription drugs, they have
essentially no side effects...

(1d. at LL4620.)
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| think the |awsuit against Lane Labs is wong. | was
operated on Nov. 18, 1999 for colon cancer and after
taking KEMO for 4 weeks | decided it was doing nore harm
than good, | started taking ngm 3 and Benefin from Lane
Labs and when | took ny last cat scan no CANCER or any
sign of CANCER could be found. | am convinced the
products works and that is the reason the FDA want
control

(Id. at LL4725) (punctuation and spelling in original).

Bet ween June and Novenber 1997, the FDA cautioned Lane Labs,
both orally and in witing, against unlawful pronotion of BeneFin
and ot her products. Specifically, in Septenber 1997, the FDA
issued a warning letter to Defendants stating, in relevant part:

Based on the clainms made for these products and their
i ntended uses, “BeneFin” and “SkinAnswer” are neither
cosnetics nor dietary supplenents. Under Section 201(Q)
of the Food, Drug, and Cosnetic Act (the Act) [Section
201(g)], they are drugs. They are al so unapproved new
drugs [ Section 201(p) of the Act] and may not be legally
marketed in the United States w thout approved New Drug
Applications (8 505). [1] These drugs are al so m sbranded
(8 502(f) (1)) because the |l abeling fails to bear adequat e
directions for use...

This letter is not intended to be [an] all-inclusive
review of all |abeling and products your firm nmarkets.
It is your responsibility to ensure that all products
mar keted by your firmare in conpliance with the Act and
its inplenmenting regulations.[f]...Failure to pronptly
correct violations may result in enforcenent action
initiated by the Food and Drug Adm nistration wthout
further notice.
(PI. Ex. 44). The CGovernnent issued a final warning letter on
Septenber 22, 1999, warning of an inpending |lawsuit if Defendants
did not cease their marketing activities. The Governnent brought
suit agai nst Defendants in Decenber 1999.

In June 2000, Lane Labs reached a settlenent and entered
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into a consent decree with the Federal Trade Comm ssion (“FTC)
in arelated action for false advertising. See FTC v. Lane Labs-
USA, Inc., et al., Cv. No. 00-3174 (D.N.J.)(WEB). The consent
decree was subsequently entered by the Court on Septenber 26,
2000 (“FTC Final Order”). On February 9, 2001, Lane Labs
submtted a conpliance report to the FTC wi t hout objection.

Lane Labs has al so offered information about settlenent
negoti ations that took place between the Governnent and
Def endants in this action both before and after the Governnent
filed its Conplaint. The adm ssibility of these statenents is
di scussed nore fully bel ow
V. LANE LABS CURRENT ACTI VI TI ES

In its reply brief, the Governnent offers new evidence
regardi ng all eged continuing violations of the FDCA by Lane Labs.
Many of these factual contentions are strenuously disputed by
Def endants. On Septenber 17, 2003, this Court granted
Def endants’ notion to file a sur-reply, thereby enabling Lane
Labs to respond to the Governnent’s new factual contentions. In
the sur-reply filed thereafter on October 3¢, Defendants
countered many of the factual contentions presented by the
Government in its reply brief.

For exanple, the Governnment attached to its reply brief a
declaration fromAnn Stahl (“Stahl”), an investigator for the

FTC. Stahl declared that she attended a Cancer Control
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Convention in Universal Cty, California on Septenber 2, 2002.
Stahl clained she spoke to a representative at Lane Labs’ exhibit
boot h nanmed “Joe” who nade representations that MGN-3 is an
effective treatnent for cancer. The Governnent argues that this
type of action, and continued fal se representations by

Def endants, exhibits Lane Labs’ current and ongoing statutory

vi ol ati ons.

On sur-reply, Defendants filed a declaration from Joseph
Bonneau (“Bonneau”), the inside sales director for Lane Labs.
Bonneau decl ared that he had attended the Cancer Control
Convention on Septenber 2, 2002 with one other Lane Labs
enpl oyee, Len Rubin, the fornmer inside sales manager and current
out bound sal es manager for Lane Labs. Bonneau was the only
i ndi vi dual named “Joe” representing Lane Labs at the Convention.
Bonneau decl ar ed:

| amconfident | never told Ms. Stahl, or anyone el se for

that matter, that MG\N-3 or any other Lane Labs product

was an effective treatnent for cancer or any other

di sease. ... Andrew Lane and ot her Lane Labs

representatives have repeatedly enphasized to nme and

ot her Lane Labs enpl oyees that not only nmust we refrain

fromgiving any inference that we are pronoting any Lane

Labs product for the treatnent of disease, but that if

anyone approaches us and starts tal ki ng about cancer or

any ot her disease, we mnmust imedi ately advise themthat

we are prohibited fromspeaking to them about Lane Labs’

products i n connection with the treatnment of any di sease.
(Bonneau Decl., Defs. Ex. 33  7.)

One of the strongest pieces of evidence provided by the

Governnment as to Lane Labs’ continued violations is presented in
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Exhi bit 105, also attached to the Governnent’s reply brief.
Exhi bit 105 includes printouts dated Septenber 14, 2002 from Lane

Labs’ website, l[anel abs.com These web pages provide information

about ordering the Products by phone, as well as links to

conpassionet.com In addition, these printouts from Lane Labs’

website, contain the followng information: (a) a press rel ease
announcing a Phase Ill clinical trial of BeneFin for the
treatnent of cancer and quoting Andrew Lane as saying “we’'re
confident that BeneFin will be proven effective in this trial”
(PI. Ex. 105 at 10); (b) a press release describing MaN-3 as able
to “arrest tunor cell growh” based on an in vitro study
conducted by Dr. Ghoneum (ld. at 11); (c) a press rel ease
claimng that a “new clinical study indicates that

adm nistrations of MaN3...may help reduce toxicity in patients
undergoi ng treatnent with...tw comon chenot herapy agents” (I1d.
at 10-11); and (d) an interview with Dr. Ghoneum di scussi ng
successful use of MGN-3 in termnal patients “to extend their
lives beyond their doctors’ expectations” and claimng the
product “wi |l boost natural killer cell activity to destroy any
remai ni ng abnormal cells after surgery or adjuvant treatnment.”’

(1d. at 33-34.)

" The CGovernnent, citing Random House Wbster’s Unabri dged
Dictionary (2d Ed. 1998), clains that adjuvant treatnment is
treatment “using drugs, radiation therapy, or other neans of
suppl emental treatnment follow ng cancer surgery....” Defendants
do not dispute this definition.
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In its sur-reply, Lane Labs argues that the entirety of the
information presented in Plaintiff’s Exhibit 105 was inproperly

obt ai ned from | anel abs. com and shoul d not have been available to

the public. Defendants provide a declaration from Russel
Mendol a (“Mendol a”), who was the webnaster for Lane Labs from
Cctober 1999 to July 2003. Mendola declared that the material s
presented in Plaintiff’s Exhibit 105 “were downl oaded from an
area of the Lane Labs’ web site that was supposed to be secured
and for nedia professionals only. The web site was desi gned so
that a user who cane to that area could not proceed any further
W t hout submtting a user nanme and password.” (Defs. Ex. 34 1
6.) Mendol a declared that a breakdown in the network had
occurred such that the password system had becone inadvertently
deactivated. Upon realizing what had happened, Menodol a cl ai ns
he contacted the web host provider, which immedi ately reset the
password protections. It is unclear from Mendola s decl aration
who was supposed to have access to the information included in
Exhi bit 105. Mendol a does not explain who the “nedi a

prof essional s” are to which his declaration refers.

G ven that much of the evidence supplied by the Governnent
with its reply brief concerning Lane Labs’ nore recent all eged
violations is contested by Defendants, at oral argunment on
Novenber 13, 2003, this Court requested that the Governnent

supply additional information regarding Defendants’ alleged
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continuing violations up to that point.® 1In response to this
Court’s order, the Governnent provided additional evidence
regarding an all eged pattern of conduct by Defendants that
continued until at |east January 2004.

The Governnent has submitted extensive evidence of
Def endants’ continued inproper marketing of the Products. After
oral argument on Novenber 13, 2003, Defendants apparently took

down the conpassi onet.comwebsite. (Taylor Decl. of 12/1/03

3.) However, the Governnent contends that Defendants continue to
make di sease treatnent clains for their Products through the

| anel abs. com and publ i shedresearch. com websites, as well as

t hrough the dissem nation of their ConpassioNet catalog to
potential custoners.
For instance, as shown by the Decl aration of Paige Tayl or,

Esq. of the FDA, as of Novenber 11, 2003, the conpassi onet.com

website contained an interview with Dr. Ghoneumin which he
explains the benefits of MAN-3 to patients who have been exposed
to adjuvant treatnents. (Taylor Decl. of 12/1/03 § 2, Ex. A)
In fact, this is the very interview, attached as Exhibit 105 to
Plaintiff’s Reply Brief, that Lane Labs had cl ai ned was

m st akenly made avail abl e through an error on its website. Not

only was the Governnent able to access this article in Novenber

8 The Court acknow edges that this was a difficult task for
t he Governnent, given that fact discovery closed in this case in
2001.
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2003 on the compassi onet.com website, the | anel abs. com website

contained the text of this very sane interviewwth Dr. Ghoneum
as late as January 6, 2004. (Taylor Am Second Decl. of 1/8/04,
Ex. A)

In a declaration submtted in response to the Governnent’s
al l egations of continuing violations, Andrew Lane decl ared that
Lane Labs had renoved the offending lines fromthe interviewwth
Dr. Ghoneum highlighted in the Governnment’s brief. (Lane Decl
of 12/18/04 § 3.) However, as displayed by the January 6'"

Tayl or Declaration submtted by the Governnent, the Ghoneum
interview was still readily accessible to the public. Therefore,
as |late as January 2004, Defendants’ website contained statenents
regarding Ma\-3's effectiveness for patients who had under gone
cancer treatnents, statenents that Andrew Lane had represented to
the Court that it had renoved fromits websites.

That is just one of nmany exanpl es provided by the Governnent
as to Defendants’ continued and systematic pattern of behavior.
The Governnent al so shows how, as of Novenber 2003, Defendants
websites continued to associate the Products with Drs. Lane and

Ghoneum and continued to |link | anel abs.comto

publ i shedresearch. com which contains many of Drs. Lane and

Ghoneunis articles and abstracts. These articles and abstracts
contain various statenents about cancer and H V.

As of Novenber 2003, Lane Labs’ websites contai ned
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four articles co-authored by Dr. Lane. (Taylor Decl. of 12/1/03,
Ex. F.) One article reported alleged favorable results in “29
end stage patients with various forns of cancer” who were treated
with shark cartilage. (ld. at 15-16.) Another article by Dr.
Lane cl ained that “major responses” were seen in seven out of

ei ght term nal cancer patients in a study conducted by Dr. Lane,
and that 14 of the 29 terminal patients in a trial in Cuba “are
conpletely well and cancer-free after 34 nonths.” (lId. at 30-
40.)

In addition, as of Novenmber 2003, the publi shedresearch. com

website contained at |east 11 articles authored by Dr. Ghoneum
(Tayl or Decl. of 12/1/03, Ex. F.) 1In one of the articles, Dr.
Ghoneumwote: “In addition to very encouraging results using
MaN3 in the treatnment of malignancies, other research suggests a
promsing role for MoN3 as a therapy for HV, Hepatitis C and
other viral infections...[M3N 3] has enornous promn se as an
i munot herapy in the treatnment of cancer and ot her diseases.”
(1d. at 56-59.)

Def endants do not deny the evidence presented by the
Governnment. Rather, they contend that the information presented
on their various websites does not run afoul of either the DHSEA

or the FDCA.

30



PROCEDURAL BACKGROUND

The CGovernnment commenced this action on Decenber 10, 1999.
The Governnment brought its notion for summary judgnent and
request for statutory injunction after the parties conducted
extensi ve di scovery over a period of years.

On August 30, 2002, this Court granted a notion brought by
the Anerican Association for Health Freedom (“AAHF") for |eave to
file an amicus curiae brief in partial opposition to the
Governnment’s notion for summary judgnent. Thereafter, the
Government was granted |leave to file an omibus brief in reply to
Def endants’ opposition to the Governnment’s notion for summary
judgnment and in response to the ami cus curiae brief.
~ Defendants also filed a separate notion to strike six (6)
exhibits offered on reply or, alternatively, for permssion to
file a sur-reply in further opposition to the Governnent’s notion
for summary judgnent. On Septenber 17, 2003, this Court granted
Def endants’ notion to file a sur-reply, but limted the content
of the sur-reply to only the factual issues presented in
Plaintiff’s exhibits 105, 106 and 111-114, the six exhibits to
whi ch Defendants objected. The Court specifically stated it
woul d di sregard any di scussi on or argunent by Defendants in the
sur-reply beyond the scope of those exhibits.

On Novenber 13, 2003, this Court held oral argunent on the

Governnment’s notion for summary judgnent and request for
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injunctive and other equitable relief.

At the conclusion of oral argunent, the Court ordered
suppl emental briefing fromthe parties on two inportant issues.
First, the Court ordered briefing on the issue of the restitution
and di sgorgenent renedi es requested by the Governnent. Second,
as nentioned above, the Court requested briefing on alleged
current and continuing violations of the FDCA by Lane Labs.

The Court set dates by which the Governnment was to submt
suppl emental briefs on each of these issues as well as dates by
whi ch Defendants should file opposing briefs. On consent of the
parties, and upon perm ssion fromthe Court, these deadlines were
ext ended, sone until March 2004.

In April 2004, the Governnent noved for leave to file a
reply to Defendants’ suppl enental brief opposing the Governnment’s
request for restitution and disgorgenent. Due to the conplicated
and novel |egal questions this case presents with respect to the
restitution and di sgorgenment issue, on April 14, 2004, the Court
granted the Governnent’s notion for leave to file a reply brief,
over the objection of Defendants.

DI SCUSSI ON

SUMVARY JUDGVENT STANDARD
Summary judgnent is appropriate only if there is no genuine
issue as to any material fact. Fed. R Cv. P. 56(c). The

appl i cabl e substantive | aw determ nes whether or not a fact is
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material. Anderson v. Liberty Lobby, Inc., 477 U S. 242, 248
(1986). An issue of fact is genuine only “if the evidence is
such that a reasonable jury could return a verdict for the
nonnovi ng party.” 1d. at 248 (citation omtted). |In determning
whet her a genui ne issue of material fact exists, all inferences
must be drawn, and all doubts nust be resolved, in favor of the
non-nmovi ng party. Coregis Ins. Co. v. Baratta & Fenerty, Ltd.,
264 F.3d 302, 305-306 (3d Gir. 2001) (citing Anderson, 477 U.S.
at 248).

The noving party has the initial burden of show ng that no
genui ne issue of material fact remains. Celotex Corp. V.
Catrett, 477 U.S. 317, 323 (1986). |If the noving party satisfies
this requirenment, the burden shifts to the nonnoving party to
present evidence that there is a genuine issue for trial. 1d. at
324.

1. REGULATORY FRAMEWORK FOR MARKETI NG AND DI STRI BUTI NG DRUGS
AND DI ETARY SUPPLEMENTS

The core objective of the FDCA, codified at 21 U S.C. 88
301-397, “is to ensure that any product regulated by the FDA is
‘safe’ and ‘effective’ for its intended use.” Food and Drug
Adm n. v. Brown & WIIlianson Tobacco Corp., 529 U S. 120, 133
(2000) (citing 21 U.S.C. 8 393(b)(2)). The FDCA grants the FDA
the authority to regulate, anong other items, “drugs.” Section

321(g) (1) defines the statutory neaning of the term*®“drug.”

33



The term “drug” nmeans (A) articles recognized in the
of ficial Uni t ed St at es Phar nacopoei a, of ficia
Honoeopat hi ¢ Pharmacopoeia of the United States, or
of ficial National Formulary, or any supplenment to any of
them and (B) articles intended for use in the diagnosis,
cure, mtigation, treatnent, or prevention of disease in
man or other animals; and (C) articles (other than food)
intended to affect the structure or any function of the
body of man or other aninmals; and (D) articles intended
for use as a conponent of any article specified in clause
(A, (B), or (O.

21 U.S.C. 8§ 321(9g) (1) (enphasis added).

In 1994, Congress anended the FDCA by enacting DSHEA, which
established a new regul atory category for dietary suppl enents.
The DSHEA anendnents to the FDCA distinguish drugs fromdietary
suppl ements. Pursuant to DSHEA, the term “dietary supplenent” is
defi ned as:

[ A] product (other than tobacco) intended to suppl enent

the diet that bears or contains one or nore of the

followng dietary ingredients: (A) a vitamn; (B) a

mneral; (C) an herb or other botanical; (D) an an no

acid; (E) a dietary substance for wuse by nman to
supplenment the diet by increasing the total dietary
intake; or (F) a concentrate, netabolite, constituent,
extract, or conbination of any ingredient described in
clause (A, (B), (O, (D, or (E).
21 U.S. C. 8§ 321(ff)(1).

One purpose of DSHEA was “to narrow the reach of the FDA s
preaut hori zati on schenme out of concern over excessive regul ation
of dietary supplenents and the suppression of truthful
information.” Nutritional Health Alliance v. Shalala, 144 F. 3d
220, 224 (2d Gr. 1998) (quotation marks and citation omtted).

Prior to the enactnent of DSHEA, the FDA had pronul gated a
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conpl ex set of regulations requiring that certain clainms nmade on
the | abels of dietary supplenent first be subjected to FDA
scrutiny. See id. at 223-224 (citing 21 CF. R 88 101.13-101. 14,
101. 70).

DSHEA expanded the types of clains dietary suppl enent
manuf acturers are permtted to place on their products w thout
first obtaining approval fromthe FDA. The type of clains
al | oned by DSHEA include: (1) statenents asserting “a benefit
related to a classical nutrient deficiency disease and
di sclos[ing] the preval ence of such disease in the United
States”; (2) statenents commonly known as “structure-function
clainms” that “describe the role of a nutrient or dietary
ingredient intended to affect the structure or function in humans
[ and] characterize the docunented nmechani sm by which a nutrient
or dietary ingredient acts to maintain such structure or
function”; and (3) declarations of “general well-being from
consunption of a nutrient or dietary ingredient.” 21 US.C 8§
343(r)(6)(A). These types of clains are perm ssible under DSHEA
only if the manufacturer of the dietary suppl enent has
“substantiation” that the “statenent is truthful and not
m sl eading” and if the |abel contains the follow ng disclaimer in
bol df ace type: “This statenment has not been eval uated by the Food
and Drug Adm nistration. This product is not intended to

di agnose, treat, cure, or prevent any disease.” 21 US. C 8§
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343(r)(6)(B)- (0.

Al t hough DSHEA permits these three types of clains wthout
preapproval fromthe FDA, manufacturers are specifically
prohi bited from maki ng any claimthat the dietary suppl enent
di agnoses, mtigates, treats, cures or prevents a specific
di sease or class of diseases. 21 U S C 8§ 343(r)(6). “If the
manuf acturer of a dietary suppl enment proposes to nmake [such] a
statenent. . .in the |labeling of the dietary supplenent, the
manuf acturer shall notify the Secretary no later than 30 days
after the first marketing of the dietary supplenent with such
statenent that such a statenent is being made.” |Id.

DSHEA al so permts natural products conpanies to publicize
the health benefits of dietary supplenents w thout prior FDA
approval. Under DSHEA s exenption for “third-party literature,”
manuf acturers may, “in connection with the sale of a dietary
suppl enent,” provide consuners with publications such as
articles, books or abstracts fromscientific publications. 21
US C 8§ 343-2. This type of material is not defined as | abeling
under the statute when it is used in connection with the sale of
a dietary supplenent to consuners and it:

(1) is not false or m sl eading;

(2) does not pronote a particul ar manufacturer or brand
of a dietary suppl enment;

(3) is displayed or presented, or is displayed or

presented with other such itens on the sane subject
matter, so as to present a balanced view of the
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available scientific information on a dietary
suppl enment ;

(4) if displayed in an establishnent, is physically
separate fromthe dietary supplenents; and

(5) does not have appended to it any information by
sticker or any other nethod.

21 U.S.C. 8 343-2(a). Assum ng these five provisions are net,
third-party literature provided to consuners regarding the health
benefits of dietary supplenments is permssible.

Not wi t hstandi ng DSHEA' s attenpt to clarify the types of
clainms dietary suppl enent manufacturers nmay make wit hout FDA
approval , sone confusion arises when the | anguage of 8§ 343(r)(6)
is conmpared to that of 8 321(g)(1). Section 321(g)(1)(C) defines
drugs as “articles (other than food) intended to affect the
structure or any function of the body of man or other aninmals.”
However, pursuant to 8 343(r)(6)(A) of DSHEA, manufacturers of
di etary suppl enents may make structure-function clainms describing
how a particular nutrient or dietary supplenment is “intended to
affect the structure or function in humans.” Fromthis |anguage
alone it is unclear how a dietary supplenment nay nmake a
perm ssi bl e structure-function claimpursuant to DSHEA w t hout
falling under FDCA' s definition of a drug.

Section 321(g)(1) further explains these seem ngly
contradi ctory provisions.

A food or dietary supplenent for which a claim subject

to sections 343(r)(1)(B) and 343(r)(3) of this title or
sections 343(r)(1)(B) and 343(r)(5)(D) of this title, is
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made in accordance with the requirenents of section
343(r) of this title is not a drug solely because the
| abel or the labeling contains such a claim A food
dietary ingredient, or dietary supplenent for which a
truthful and not msleading statenment is nade in
accordance with section 343(r)(6) of this title is not a
drug under clause (C) solely because the |abel or the
| abel i ng contains such a statenent.

21 U.S.C. 8 321(9)(1) (enphasis added).

Therefore, it does not follow that a product with a | abel
t hat makes a perm ssible structure-function claimpursuant to §
343(r)(6)(A) is necessarily a drug under the definition in 8§
321(g)(1)(C. As long as the claimis “truthful and not
m sl eadi ng” under 8 321(g)(1), and under a simlar provision in 8
343(r)(6)(B), manufactures of dietary supplenents may nake cl ai ns
about how the supplenment affects the structure or function of the
body.

However, given that 8 343(r)(6) does specifically preclude
manuf acturers fromclaimng that a product diagnoses, mtigates,
treats, cures, or prevents a specific disease or class of
di seases, any claimof this sort necessarily places that product
under the scope of the FDCA's definition of a drug. See 21
U S C 8 321(g) (1) (presenting an alternative definition of drugs
as “articles intended for use in the diagnosis, cure, mtigation,
treatnment, or prevention of disease”); see also United States v.
Witers & Researchers, Inc., 113 F.3d 8, 11 (2d Cr. 1997)
(finding a homeopat hi c substance is subject to FDCA requirenents

for drugs if it is pronoted as a cure or treatnent for an
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exi sting di sease, such as cancer, AIDS or other diseases); United
States v. Undeterm ned Quantities of Articles of Drug (Street
Drug Alternatives), 145 F. Supp. 2d 692, 698 (D. M. 2001).

In sum if this Court finds Defendants, in the process of
mar ket i ng BeneFin, MG\-3 and SkinAnswer, limted their clains to
perm ssi bl e structure-function clains, and those clains are
truthful and not m sleading, this Court may consi der Defendants’
argunent that the Products are supplenents pursuant to §
343(r)(6) (A of DHSEA. If, however, this Court finds Defendants
made clains that the Products diagnose, mtigate, treat, cure, or
prevent a specific disease or class of diseases, the Products
must be consi dered drugs under the FDCA. This distinction is
i nportant because drugs are subject to much stricter FDA
conpliance standards than are dietary supplenments. E. g. 21
U S. C 8§ 355 (FDCA nandates that any new drug be approved by the
FDA before it is marketed); 21 U S. C. 8§ 352(f)(1) (FDCA requires
the | abels of all drugs to bear “adequate directions for use”).
[11. DI D DEFENDANTS VI OLATE THE FDCA?

The Governnment noves for sumrmary judgnent based on a three
step argunment. First, the Governnment contends that the Products
shoul d be consi dered drugs under the FDCA, because they were
marketed to cure, mtigate, treat, diagnose or cure specific
di seases, nanely H V/ AIDS, cancer and skin cancer. Second, under

the Governnent’s theory, since the Products are not dietary
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suppl enments under DSHEA, but are drugs under the FDCA, the
Products should be cl assified as unapproved new drugs pursuant to
21 U.S.C. 88 321(p) & 355(a) and m sbranded drugs within the
meaning of 21 U . S.C. 8§ 352(f)(1). Finally, the Governnent

concl udes that Defendants have therefore commtted three

prohi bited acts under 21 U S.C. 88 331(a), (d) & (k) of the FDCA
whi ch prohibit the introduction of a m sbranded or unapproved new
drug into interstate conmmerce.

A. Are BeneFin, M&GN-3 and Ski nAnswer Drugs within the
neaning of 21 U.S.C. § 321(g)(1)~?

Bef or e consi deri ng whet her Defendants have viol ated the
FDCA, this Court nust first determ ne whether the FDCA applies to
the Products as drugs, or whether DSHEA s anendnents apply to the
Products as dietary supplenents. |If this Court find Defendants
limted their clains to perm ssible structure-function clains,
the Products may be considered dietary supplenents pursuant to
DSHEA. |If, however, this Court finds Defendants clainmed the
Products treat or cure any disease, the Products nust be
consi dered drugs under the FDCA.

1. Standard for determ ning whether a product is a
drug under 8§ 321(g)(1)(B) is objective

The Governnent’s summary judgnent notion turns on whet her
Def endants i ntended to market the Products for use in the
treatment or cure of disease. See 21 U. S.C. 8§ 321(g)(1)(B)

(defining drugs as “articles intended for use in the diagnosis,
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cure, mtigation, treatnent, or prevention of disease”) (enphasis
added). “[Clourts have found that because the FDCA definitions
of dietary supplenents and drugs are not nutually exclusive, FDA
regul ations may properly focus on intent.” Witaker v. Thonpson,
239 F. Supp. 2d 23, 51-52 (D.D.C. 2003), aff’d 353 F.3d 947 (D.C.
Cir. 2004)(citation omtted).

Def endants argue that Lane Labs’ intent is a naterial
gquestion of fact that cannot be resolved w thout the benefit of
an evidentiary hearing. However, the cases cited by Defendants
for this proposition are inapposite in that they do not involve
the FDCA and i nstead address the general contention that
subj ective intent is a question of fact for the jury.

As the CGovernnment correctly argues, the issue before this
Court is not, as Defendants contend, Lane Labs’ subjective intent
in marketing the Products. Rather, the “intended use” referred
to within the FDCA framework contenpl ates “the objective intent
of those persons legally responsible for the |abeling of drugs.”
21 CF.R 8 201.128 (enphasis added) (“The intent is determ ned by
such persons’ expressions or may be shown by the circunstances
surrounding the distribution of the article.”).

Various other courts, when considering simlar FDCA
enforcenment actions, have upheld this objective standard. E.g.,
United States v. Kasz Enterprises, Inc., 855 F. Supp. 534, 542

(D.R 1. 1994), anended on ot her grounds, 862 F. Supp. 717 (D.R I
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1994) (holding “[i]t is the objective intent of the vendor, not
the vendor’s subjective explanations and disclainmers, which
determ nes the intended use of a product, as gl eaned not only
fromthe vendor’s statenents, but from any rel evant source, such
as pronotional material, advertising, |abeling and other

ci rcunst ances surrounding the distribution of the article.”)
(emphasis in original); United States v. Storage Spaces

Desi gnated Nos. “8” & “49", 777 F.2d 1363, 1366 (9th Cir. 1985)
(“[1]ntent may be derived or inferred froml abeling, pronotional
mat eri al, advertising, or any other relevant source.”) (citation
omtted).

Def endants do not claimthat the bul k of vol um nous
evidentiary materials submtted by the Governnent in support of
its notion are inaccurate. Defendants do contest the
Governnment’s characterization of that evidence and argue that the
Court should view the evidence through a particular statutory
l ense. Inportantly, Defendants do not dispute that the | abels,
websites, articles and other marketing material were in fact
distributed by Lane Labs.

G ven that the standard for deciding whether a product is a
drug under 21 U S.C. 8 321(g)(1)(B) is objective, determ ning
Def endants’ intent, as gleaned fromthe bul k of evidence
subm tted pursuant to this notion, does not itself present an

issue of material fact. By relying on all the factual materi al
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that is now before the Court, the Court may nake a | egal

determ nation, pursuant to Section 321(g)(1)(B), whether

Def endants intended to market the Products for use in the

di agnosi s, cure, mtigation, treatnent, or prevention of disease.

a. BeneFin & MAN-3

Lane Labs contends it has nmade appropriate structure-
function clainms for MG\-3 and BeneFin pursuant to DSHEA, 21
US C 8 343(r)(6)(A . Defendants highlight the fact that the
words cancer, H'V and AIDS do not appear on either the |abel or
packagi ng for Ma\N-3 or BeneFin. Defendants further argue that
the all eged disease clainms to which the Governnent objects were
included entirely in third-party literature, which Lane Labs
contends it was allowed to distribute under DSHEA, 21 U S.C. 8§
343-2(a).

In the factual background section of this Opinion, this
Court has outlined in some detail the marketing actions of Lane
Labs over a five year period. Wthout rehashing the entire
hi story of Lane Labs’ marketing and distribution practices, it is
clear that the clainms nmade by Defendants with regards to the
Products have gone well beyond the structure-function clains
permtted by 8 343(r)(6)(A).

A structure-function claimmy “describe the role of a
nutrient or dietary ingredient intended to affect the structure

or function in humans.” 21 U S.C. 343(r)(6)(A). However, Lane
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Labs did not limt the contents of its pronotional material to
statenents of that nature. |In fact, many of the materials at
issue in this action blatantly clainmed that the given product was
an effective treatnment for cancer or H V/AIDS, both of which the
parties stipulate are di seases not capable of self-diagnosis or
self-treatnent. For exanple, nmuch of the material witten by Dr.
Lane, including his books and the “Having My Say” article, have
espoused the theory that shark cartilage is an effective
treatnment for cancer. Defendants have used Dr. Lane’s nane and
picture in its packaging and have distributed his witten work
with the Products. 1In addition, Defendants have provided |inks
to Dr. Lane’s articles and interviews through its

publ i shedr esearch. com websi te.

Lane Labs has simlarly distributed mailings to custoners
and potential custoners that include articles by Dr. Ghoneum
such as “One Sizeable Step for Immunol ogy, One G ant Leap for
Cancer Patients,” in which Dr. Gioneum advocates that MaGN3 is a
prom sing treatnment for cancer and H V/ AIDS. Furthernore,

Def endant s have used Dr. CGhoneunis endorsenent on advertisenents
for its Products, specifically MG\t 3. Defendants’

publ i shedr esearch. com website al so provides links to abstracts

witten by Dr. Ghoneum
In addition to the materials authored by Drs. Lane and

Ghoneum Defendants have distributed third-party pronotional
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literature —such as the “A New Chapter in Healing” article by
Dr. WIllianms and the Health & Healing newsletter edited by Dr.
Wi t aker — that specifically make cl ains about the ability of the
Products to treat, cure, and mtigate diseases.

Def endants argue that these pronotional materials neet the
requi renents of 21 U S.C. 8§ 343-2(a), which permts a dietary
suppl enent distributor to use third-party literature to pronote
its products. This Court finds Defendants’ assertions
unconvi nci ng. Section 343-2(a) of DSHEA permts the use of
third-party literature only if certain provisions are net, and
Lane Labs’ marketing techniques nmet virtually none of 8§ 343-
2(a)’s mandates. For exanple, 8§ 343-2(a) requires that the
clains made in the pronotional literature cannot be “fal se or
m sl eadi ng.” The Governnent argues, and this Court agrees, that
by claimng that the Products cure and treat cancer and H V/ Al DS,
the materials in question contained m sl eading statenents. No
approved or peer-revi ewed studi es have been conducted providing
results that confirmthis contention. |In fact, even Defendants
admt that the Products have not been proven to effectively treat
or cure cancer or H V/ Al DS.

Section 343-2(a) also mandates that permssible third-party
l[iterature may not pronote a particul ar manufacturer or brand of
a dietary supplenent. This statutory provision has been

repeatedly violated by Defendants. As detailed above, nuch of

45



the pronotional literature distributed by Defendants push Lane
Labs’ products by nane, even providing pricing, ordering
information, and links to Lane Labs’ websites.

Based on nmany of its past actions, Lane Labs, through its
pronotional material and even its own enpl oyees, pronoted BeneFin
and MGN-3 for the diagnosis, cure, mtigation, treatnent, or
prevention of diseases, nanely cancer and H V/ AIDS.° These
actions fall squarely under 8 321(g)(1)(B). Accordingly, BeneFin
and MGN-3 shoul d be consi dered drugs under the FDCA franework.
Since the Products are drugs, not dietary supplenents, 88 343-
2(a) & 343(r)(6) (A of DSHEA do not apply.

b. Ski nAnswer

The Governnent correctly asserts that Defendants’ DSHEA
argunents have no applicability to this Courts’ determ nation of
whet her Ski nAnswer has been marketed as a drug. One requirenent
for a product to be considered a dietary supplenent is that it
must be “ingested.” 21 U S.C. § 321(ff)(2)(A)(l). Accordingly,

t he provisions of DSHEA do not apply to SkinAnswer, because it is
not a dietary supplenent, but rather it is creamthat users apply

topically.

° Lane Labs highlights the fact that many of its past
mar ket i ng practices, which nake up the bul k of the Government’s
Conmpl ai nt, were discontinued over two years ago. This argunent
goes to the scope of relief requested by the Governnent, as well
as the likelihood of future violations by Defendants. Those
argunents will be fully discussed in the section bel ow addressing
the injunction requested by the Governnent.
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The Governnent has provided anpl e evidence of the various
ways Defendants have marketed Ski nAnswer as a treatnent or cure
for skin cancer. For instance, the Health Professional
Information Kit distributed by Defendants as | ate as August 2001,
nearly two years after the commencenent of this action, included
Dr. Wiitaker’s Health & Healing newsletter. Dr. Whitaker not
only made recommendati ons about using gl ycoal kaloids to treat
skin cancer, but SkinAnswer was the gl ycoal kal oi d product he

specifically recomrended. This is just one of many exanpl es of

Def endants’ use and distribution of third-party literature to
mar ket Ski nAnswer. @G ven that SkinAnswer does not fall under the
purvi ew of DSHEA, Defendants cannot even argue that the
di ssem nation of these pronotional materials was perm ssible
under federal |aw

Accordi ngly, the Governnment has succeeding in proving, as a
matter of |aw, that Defendants’ marketed SkinAnswer as a drug
pursuant to the FDCA definition.

B. Are the Products unapproved new drugs within the

meani ng of 21 U.S.C. 88 321(p) and 355(a) and/or
m sbranded drugs within the neaning of 21 U.S.C. 8

352(f) (1) ?

The Governnent cl ai ne BeneFi n, Ski nAnswer and MAG\-3 are new

drugs within the nmeaning of 21 U S.C. 88 321(p)?* and 355(a)! and

10 Section 321(p) defines a “new drug” as:

(1) Any drug . . . the conposition of which is such that
such drug is not generally recognized, anong experts
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are m sbranded drugs within the neaning of 21 U S.C. §
352(f)(1).*

Def endants concede that if BeneFin, MGN-3 and Ski nAnswer are
drugs within the neaning of 21 U S.C. 8 321(g)(1)(B), they are
al so unapproved new drugs and m sbranded drugs. (Defs. Mem in
Qop. at 12) (“Lane Labs does not dispute that BeneFin, MAN-3 and
Ski nAnswer do not neet the regulatory criteria applicable to
drugs. Nor does Lane Labs contend that any of these products are
general ly recogni zed as safe and effective as a cure or treatnent
for cancer, H V/AIDS, or any other disease.”). This Court has
found that the Products are drugs under 8 321(g)(1)(B). Since
Def endant s have not obtai ned FDA approval for the Products, nor

have the Products been proven safe and effective, nor do the

qualified by scientific training and experience to
eval uate the safety and effectiveness of drugs, as safe
and effective for use under the conditions prescrlbed

recommended, or suggested in the |labeling thereof . . .;
or

(2) Any drug . . . as a result of investigations to
determne its safety and effectiveness for use under such
condi ti ons, has becone so recogni zed, but whi ch has not,
otherwise than in such investigations, been used to a
material extent or for a material time under such
condi ti ons.

11 Section 355(a), which nandates approval by the FDA before
a new drug can be sold, states: “No person shall introduce or
deliver for introduction into interstate conmerce any new drug,
unl ess an approval of an application filed [with the FDA] is
effective with respect to such drug.”

12 Section 352(f)(1) states that a drug is m sbranded
“Tulnless its labeling bears . . . adequate directions for use.”
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Products contain adequate | abeling, the Products are unapproved
new drugs and m sbranded drugs under 21 U S.C. 88 321(p), 355(a)
& 352(f)(1).

Furthernore, the parties agree that assum ng the Products
are unapproved new drugs and/or m sbranded drugs, Lane Labs’
mar keting and distribution of the Products violates 21 U S.C. 8§88
331(a), (d) & (k).

G ven this analysis, the Court finds that Defendants have
violated 21 U.S.C. 8 331(a) (prohibiting the introduction of a
m sbranded drug into interstate commerce), 8 331(k) (prohibiting
the alteration or destruction of a drug |abel after shipnent in

interstate commerce resulting in the article becom ng

13 Section 331 prohibits:

(a) The introduction or delivery for introduction into
interstate comrerce of any food, drug, device, or
cosnetic that is adulterated or m sbranded.

* * *

(d) The introduction or delivery for introduction into
interstate comerce of any article in violation of
section 344 or 355 of this title.

* * *

(k) The al teration, mutil ation, destructi on,
obliteration, or renoval of the whole or any part of the
| abeling of, or the doing of any other act with respect
to, a food, drug, device, or cosnetic, if such act is
done while such article is held for sale (whether or not
the first sale) after shipnment ininterstate comrerce and
results in such article being adul terated or m sbranded.
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m sbranded), and 8§ 331(d) (prohibiting the introduction into
interstate comerce an article in violation of Section 355).

As di scussed above, there is di sagreenent between the
parties as to certain clains submtted by the Governnment inits
Reply to the Mdtion for Summary Judgnent. For instance, the
parties di sagree whether, at the Septenber 2002 Cancer Control
Convention, a Lane Labs representative nmade statenents regarding
the ability of MaGN3 to treat cancer. (See Bonneau Decl., Defs.
Ex. 33 1 7.) However, the fact that the parties dispute whether
these statenents were made at the 2002 convention does not
preclude this Court fromgranting the Governnment’s notion for
summary judgnent. There are enough undi sputed issues of fact
show ng Def endants’ continuous pattern of behavior such that the
Court may nmake a judgnent as a matter of |law as to Defendants’
violations of the FDCA. The issues of fact upon which the
parties do not agree may be deened immuaterial by the Court and
not considered. Therefore, summary judgnent is proper at this
st age.

Accordingly, the Court finds that no material issues of fact
remain as to the past and current violations of the FDCA by
Def endants. Accordingly, the Governnent’s notion for summary

j udgnent is granted.
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V. EQUI TABLE RELI EF

The Governnment seeks a pernmanent injunction, pursuant to 21
US C 8§ 332(a), to restrain Defendants from nmarketing the three
Products at issue as well as any other products with the sanme or
simlar ingredients. The Governnent al so seeks an order
requiring Defendants to make restitution to consuners who
purchased the Products and di sgorge all profits gleaned fromsale
of the Products. The Governnent contends that the broad scope of
the requested injunction is warranted not only because Defendants
have been violating the FDCA for many years but al so given that
Def endants have del i berately organi zed their business in a manner
that superficially separates clainms they have nmade for their
Products fromthe sale of their Products, in an effort to evade
FDA detection and regul ati on.

A The Governnent nust show conti nui ng and current

violations of the FDCA by Lane Labs in order to obtain
injunctive relief.

Al t hough the Governnment succeeds in proving that the
Products are drugs pursuant to the FDCA, as detail ed above, the
anal ysis does not end there. |In order to obtain the injunctive
relief requested, the Governnment nust establish not only that
Lane Labs violated the FDCA, but also that there is a reasonable
i kelihood that the purported violations will recur. United
States v. WT. Gant, Co., 345 U. S. 629, 633 (1953); United

States v. Barr Labs., Inc., 812 F. Supp. 458, 485-486 (D.N.J.
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1993). Courts have routinely held that in cases involving
enforcenment actions of this type, the government need not nake a
show ng of irreparable harmand may instead provi de adequate
probabl e cause that a statute, authorizing injunctive relief, is
bei ng or has been violated. Barr Labs, 812 F. Supp. at 486
(“Prelimnary injunctions based on violations of [the FDCA] “do
not require a show ng of immediate and irreparable injury.”)
(quoting United States v. Spectro Foods Corp., 544 F.2d 1175,
1181 (3d Cir. 1976)); WT. Gant, 345 U S. at 633. Accordingly,
t he burden rests on the Governnent to denonstrate a reasonable
l'i kelihood that Lane Labs will violate the FDCA in the future.

A court should review the totality of the circunstances
surroundi ng both the statutory violation and the violators in
order to determ ne whether the Governnment can neet its burden.
United States v. Toys “R’ Us, Inc., 754 F. Supp. 1050, 1059
(D.N.J. 1991). Even if this Court were to find that future
violations by Lane Labs are likely, it does not follow that an
i njunction should automatically issue. Barr Labs., 812 F. Supp.
at 486 (“Because the | anguage of section 332(a) is not nmandatory,
the Court retains discretion to grant or deny equitable relief.”)
Furthernore, the Court nust determ ne whether the injunctive
relief requested is needed to renedy the threatened viol ations.

I d. at 486-487.

Factors courts shoul d consider when determ ni ng whet her
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there is a reasonabl e chance of future infractions by a defendant
i ncl ude:

(1) the degree of scienter involved on the part of the

defendant; (2) the isolated or recurrent nature of the

infraction; (3) the defendant’s recognition of the
wrongful nature of his conduct; (4) the sincerity of

def endant’ s assurances agai nst future viol ations; and (5)

the nature of defendant’s occupation. It is deened

inportant to consider as well the defendant’s voluntary

cessation of challenged practice, the genui neness of the
defendant’s efforts to conform to the law, the
defendant’s progress toward i nprovenent and the

def endant’ s conpliance with any recomendati ons nmade by

t he governnent.

Barr Labs, 812 F. Supp. at 486 (citing Toys “R Us, 754 F. Supp.
at 1058-59).

Lane Labs contends that even if its past behavior violated
t he FDCA, Defendants allegedly ceased much of the behavi or
conpl ai ned of by the Governnent years ago. Therefore, Defendants
assert that an injunction at the present tine would be
unwar r ant ed.

To support their argunent that no continued violations have
occurred or are occurring since 2001, Defendants point to the FTC
Final Order entered on Septenber 26, 2000 in FTC v. Lane Labs-
USA, Inc., et al., Cv. No. 00-3174 (D.N.J.)(WsB). The FTC Fina
Order prohibits Defendants fromengaging in simlar behavior to
that at issue in this action. Nanely, the FTC Final Oder
mandat es t hat, when narketing any food, drug or dietary

suppl ement, Defendants nust not: (1) represent that BeneFin or

any ot her shark cartil age product prevents, treats or cures
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cancer, unless Defendants have evidence to substantiate those
clainms; (2) represent that SkinAnswer, or any other glycoal kal oid
product, prevents, treats, or cures skin cancer, unless they have
evi dence to substantiate such clains; (3) make any
unsubstanti ated health-rel ated cl ai nrs about any food, drug or
dietary supplenent; (4) nmake fal se clains about the existence,
contents or results of any tests, studies or research. (FTC
Final Oder.) 1In addition, the FTC Final Order permts the FTC
to nmonitor Defendants’ conpliance with the FTC Final Order and
permts the FTC to periodically require Defendants to provide the
FTC with witten conpliance reports setting forth the manner and
formin which Defendants have conplied with the FTC Final Oder.

Def endants make nuch of the fact that the FTC has nmade no
finding that Lane Labs has violated the FTC Final Order. 1In
fact, on February 9, 2001, Lane Labs submtted a conpliance
report to the FTC without objection. Defendants argue that they
since they are in conpliance with the FTC Final Order, they
cannot be violating the FDCA in the ways in which the Governnent
al | eges here.

In response, the Government supplies a Declaration from
Ri chard O el and, Esq., Assistant Director in the Division of
Advertising Practices at the FTC. Celand s Declaration states
that, contrary to Defendants’ contentions, it is not necessarily

the position of the FTC that Defendants are in full conpliance
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with the FTC Final Oder. (deland Decl. of 12/22/03 | 8-10.)
In fact, clains nmade in Lane Labs’ current pronotional materi al
“are simlar to the types of efficacy clainms for the prevention,
treatnent, and cure of cancer that were challenged in the FTC s
Conpl ai nt agai nst Lane Labs.” (l1d. § 9.) deland states that as
recently as Novenber 21, 2003, the FTC sent a letter to Lane Labs
requesting that Lane Labs produce a conpliance report pursuant to
the FTC Final Order.

Most notably, Celand states that Defendants m sconstrue the
FTC s lack of enforcenent action.

In general, the absence of an enforcenent action by the

FTC is not necessarily an indication of the legality of

any action or conpliance with the terns of a Final O der

by a fornmer defendant to an FTC | aw enforcenent action.

For exanpl e, another governnment agency pursuing a |aw

enforcenent action that would provide conparable relief

to what the FTC coul d obtain through its own i ndependent

| aw enforcenent action may cause FTC staff to direct its

resources to other matters.

(Id. ¥ 10.) deland goes on to state that the relief sought in
the case at bar is simlar to whatever conpliance concerns the
FTC m ght have. (Id. § 11.)

Accordingly, given the contents of the C el and Decl arati on,
the Court rejects Defendants’ argunents that the Governnment nust
be m staken about any current violations of the FDCA due to the
fact that the FTC has chosen not to enforce the FTC Final Oder.

Def endants further contend that they have rectified any past

m ssteps. For instance, Defendants have not used Dr. Lane’ s nane
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or picture on its packaging for over two years. Lane Labs had
not distributed Dr. WIllians’ article “A New Chapter in Healing,”
in the Alternatives newsletter for over two years. Lane Labs no
| onger refers callers seeking information regardi ng shark
cartilage or other products to Cartilage Consultants.
Furt hernore, Lane Labs no | onger inplenents many of the netatags
previously enbedded in its websites. Defendants claimthat they
have cooperated with the FDA in every regard by conplying with
FDA inspections, permtting access to Lane Labs’ facilities and
suppl ying records and nmaterials requested by the Governnent.
Def endants argue that the broad reach of the requested injunction
is meant to inpermssibly punish Lane Labs for past violations
that it has worked to rectify.

However, Defendants’ past pattern of activity bears upon
whet her Lane Labs is likely to violate the FDCA in the future.

Courts have recogni zed the carry-over effects of marketing and

14 Def endants further assert they have repeatedly offered to
settle the instant litigation and provide the Court with specific
i nformati on about Defendants’ proffers during settlenment. The
Government asserts that information regarding settlenent is
i nadm ssabl e pursuant to Fed. R Evid. 408. Defendants counter
that the evidence of settlenment offered does not go to the
question of liability or anount of the claimand is therefore
perm ssi bl e under Rule 408. Wthout ruling on whether the
settlenment information bears on Defendants’ liability, this Court
finds the facts relating to settlenent are irrelevant, at this
stage in the litigation, to the question of whether there is a
reasonabl e |ikelihood that Defendants’ illegal behavior wll
continue. Therefore, the Court declines to consider the
substance or content of settlenent negotiations between the
parties.
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pronotional clains in actions arising under the FDCA. E.g., Kasz
Enterprises, 862 F. Supp. at 722 (holding “the consequences of
the past pronotional activities of the defendants will |inger for
an unknown period of tine into the future . . . [and] defendants,
if not appropriately enjoined, will profit fromtheir past
illegal activity”). Court have also | ooked to a defendant’s
repeated violations when issuing injunctions in other types of
cases. E.g. SEC v. Bonastia, 614 F.2d 908, 913 (3d G r. 1980)
(holding, in a securities case, “the repetitiveness of the
vi ol ati ons wei ghs heavily in favor of the inposition of an
injunction.”); United States v. Oregon State Med. Soc., 343 U. S
326, 333 (1952) (“When defendants are shown to have settled into
a continuing practice or entered into a conspiracy violative of
anti-trust laws, courts will not assune that it has been
abandoned wi thout clear proof.”) (citation omtted); SEC. v.
Koracorp Indus., Inc. 575 F.2d 692, 698 (9th Cr. 1978)
(holding, in a securities case, “[a]n inference arises from
illegal past conduct that future violations may occur....The fact
that illegal conduct has ceased does not foreclose injunctive
relief.”) (citations omtted).

Addi tionally, although Lane Labs has admttedly ceased nmany
of its illegal activities, Defendants continue to inproperly
| abel and pronote the Products. For exanple, Lane Labs paid to

pl ace Dr. CGhoneunis article “One Sizeable Step for Imunol ogy” in
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alternative health magazi nes as recently as 2002. Al so included
in these nmagazi nes were business reply cards providing
i nformati on about ordering MaN-3. Further, in August 2001,
Def endants di ssem nated the Heal th Professional Information Kit
to nmedical doctors, along with pronotional information about the
Products, including the “One Sizeable Step for | nmunol ogy”
article and Dr. Wiitaker’s newsletter, Health & Healing.

This pattern of marketing behavior has continued to the

present. As of Novenber 2003, |anel abs.com provided |inks

directly to publishedresearch.com which contained various

articles by Drs. Lane and Ghoneum pronoting shark cartil age and
McN-3 as effective treatnents for cancer and H'V. [In addition,
mat eri al obtai ned from Def endants’ websites in Novenber 2003 has
Dr. Ghoneum nmaking the follow ng statenents: “The advantages to
MaN-3 are many....It has no imutable side effects...so we know
it is a very safe product. This cannot be said about nost

medi cati ons designed to boost the i mune system Interferon or
Interl eukin 2, for exanple, have severe side effects....”
(Tayl or Decl. of 12/1/03, Ex. A at 29-30 and Ex. C at 14-15.)
Accordingly to the Governnent, Interleukin 2 is used for the
treatment of netastatic renal cell carcinoma and netastatic

mel anoma, both forns of cancer. Pursuant to 21 CF.R 8
101.93(g)(2), a “statenent clains to diagnose, mtigate, treat,

cure or prevent disease if it clains explicitly or inplicitly,
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that the product...belongs to a class of products that is
intended to diagnose, mtigate, treat, cure or prevent disease.”
8§ 101.93(9)(2)(v). Accordingly, Dr. Ghoneum s statenents, and
the many simlar clains throughout Defendants’ websites and
cat al ogs, nake i nperm ssi bl e di sease cl ai ns.

As recently as January 2004, a FDA attorney | ocated an

interviewwth Dr. Ghoneum on | anel abs.comin which he expl ai ns

the benefits of MG\3 to patients who have been exposed to

adj uvant treatnents, or cancer treatnents. (Taylor Am Second
Decl. of 1/8/04, Ex. A) Lane Labs clained that they had renoved
this interview fromtheir websites.

The Court finds that the supplenental information supplied
by the Government is sufficient to show that Defendants continue
to market the Products for the treatnment, cure or mtigation of
di sease in violation of the FDCA. In analyzing the Barr Labs.
factors for determ ning whether an injunction should issue,

Def endants have failed virtually every aspect of the test. Barr
Labs, 812 F. Supp. at 486 (citing Toys “R’ Us, 754 F. Supp. at
1058-59). The infractions have been recurrent, Defendants appear
not to recogni ze the wongful nature of their conduct, and this
Court has absolutely no faith in the sincerity of Defendants’
assurances agai nst future violations. 1Id. |In addition,

Def endants have not voluntary ceased the chal |l enged practi ces,

have made little effort to conformto the law, and have failed to
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conply with the recommendati ons made by the Governnent. 1d.

Def endants continue to nmake indefensible excuses for their
behavior, claimng that the third-party literature cited by the
Government confornms to the requirenents of DHSEA. Def endants
assertions that any inproper clains made by Drs. Lane and Ghoneum
cannot be attributed to Defendants’ marketing techniques are
belied by Defendants’ own websites. Lane Labs purposefully |inks
website containing informati on about its products to articles and
abstracts by Drs. Lane and Ghoneum Likew se, the articles by
Drs. Lane and Ghoneum specifically pronote Lane Labs’ products.
Accordingly, the Court finds that Defendants continue to pronote
t he Products as drugs under the FDCA framework, and Defendants’s
actions do not fall under the dietary supplement carve out
provi si ons i n DSHEA.

For the foregoing reasons, the Court concludes that the
I'i kel i hood of Lane Labs continuing to violate of the FDCA is
great. Therefore, the Governnent’s notion for sunmary judgnment
is granted and Defendants shall be permanently enjoined from
di stributing and marketing the Products.

Li kewi se, while marketing or pronoting any product
containing, or purporting to contain, shark cartilage, a
gl ycoal kal oi d, arabi noxyl ane, or rice bran hem cellul ose with
Shi i take mushroom enzynes, Defendants shall be enjoined from

claimng that those products are the sane as, simlar to, nore
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effective than, or intended for the same uses as BeneFin,
Ski nAnswer, or MGN-3. In addition, Defendants may not cl ai many
product containing those conponents is safe or effective in the
di agnosi s, cure, mtigation, treatnent, or prevention of any
di sease, unless and until an approved new drug application
aut hori zing such representations for such products is in effect.
Courts often enjoin the distribution of products containing,
or purported to contain, unapproved new drugs or m sbranded
drugs. E.g. United States v. Syntrax Innovations, Inc., 149 F
Supp. 2d 880, 883-888 (E.D. Mo. 2001) (enjoining distribution of
any product containing or purporting to contain tiratricol, any
product bearing the word “Triax” on its | abeling, and any
unapproved new drug or m sbranded drug); Street Drug, 145 F.
Supp. 2d at 707 (enjoining distribution of named drugs, “or the
sane article designated by any other nanmes, or any other simlar
article of drug”).
The Court is not convinced that nerely enjoining Defendants
fromdistributing the Products wll protect consuners from
Def endants’ inperm ssible drug clains. Therefore, the Court
shal | enjoin Defendants from maki ng any conparison to the
Products at issue here. Gven Defendants’ past pattern of
behavi or, in which Lane Labs has purposefully flouted the FDCA
framewor k t hroughout the pendency of this lawsuit, this Court

finds that an injunction of this scope is warranted.
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B. May the Governnent obtain equitable relief in the form
of restitution or disgorgenent under the FDCA?

In addition to its request for a permanent injunction, the
Governnent asks this Court to order Defendants to nake
restitution to persons who purchased the Products, directly or
indirectly, from Defendants after, at the | atest, Septenber 22,
1999. 1 The Governnent al so requests that this Court order
Def endants to disgorge any profits that may remain fromthe sale
of the Products, in the event that such profits are not exhausted
by restitution paynents.

Restitution and di sgorgenent are both equitable renedies.
See Mertens v. Hewitt Assocs., 508 U. S. 248, 255 (1993) (finding
that injunctions and restitution are equitable renedies); SECv.
Hughes Capital Corp., 917 F. Supp. 1080, 1085 (D.N. J. 1996)
(“Disgorgenent of illegally derived funds is a renedy within the
equi tabl e powers conferred on [the] Court...”), aff’d, 124 F. 3d
449 (3d Cir. 1997). Restitution is a remedy that restores the
status quo by returning to the purchaser the price of unlawfully
sold goods. See Porter v. Warner Holding Co., 328 U. S. 395, 402

(1946). The primary purpose of restitution is to restore

15 On Septenber 22, 1999, the Governnent notified Defendants
that the Products were unapproved and m sbranded drugs and stated
its intention to file the current lawsuit. Although the
Government had sent Lane Labs warning letters before that date,

t he Septenber 22" |etter was the final warning provided to Lane
Labs by the Governnent before the Conplaint in this action was
filed.
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aggrieved parties to the position that existed before the illegal
or wongful transaction occurred by conpensating themfor | oss
caused by the conduct. See Hughes, 917 F. Supp. at 1089 (quoting
SEC v. Huffman, 996 F.2d 800, 802 (5th Cr. 1993)).

Di sgorgenent is a renmedy that requires a defendant to
surrender all of its profits froman unlawful transaction to the
government. CFTC v. American Metals Exchange, 991 F.2d 71, 78-79
(3d Cir. 1993). Disgorgenent differs fromrestitution in that it
seeks to force the wongdoer to give up the anount by which he
has been unjustly enriched through illegal profits and does not
turn on conpensating the victins. Hughes, 917 F. Supp. at 1085
(“Di sgorgenment wests ill-gotten gains fromthe hands of the
wr ongdoer.”) (quoting Huf fman, 996 F.2d at 802).

Di sgorgenent and restitution are not punitive renedies.

CFTC, 991 F.2d at 78-79 (holding that “courts have consi dered

di sgorgenent to serve primarily to prevent unjust enrichnent” and
therefore “di sgorgenent may not be used punitively”)(interna
guotation marks and citations omtted); United States v.

Uni versal Mgmt. Servs., Inc., 191 F.3d 750, 763 (6th Gr. 1999)
(“[Aln order of restitution is not punitive where the offender
has violated the |law at the expense of the very consuners a
restitution order seeks to nake whole.”).

The issue of whether the FDA nmay obtain restitution or

di sgorgenent pursuant to the FDCA is a main point of contention
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between the parties as well as a source of uncertainty in the
|aw. Few courts have addressed this issue. In the face of a
dearth of case law on this point, various law review articles
have been witten —w th dianmetrically opposite conclusions —
addr essi ng whet her or not the Governnent nake seek this type of
equi t abl e renmedy under the FDCA. 1®

Def endants argue that courts lack the authority to order
restitution and di sgorgenent because the FDCA does not expressly
provi de such equitable relief. Section 302(a) of the FDCA states
that federal courts “shall have jurisdiction, for cause shown to
restrain violations of section 331 of this title [§ 301 of the
FDCA]....” 21 U S.C. 8§ 332(a). Therefore, the only equitable
remedy provided by the plain |anguage of the FDCA is injunctive
relief. The FDCA is silent with respect to a court’s power to
order equitable relief other than an injunction, including
restitution or disgorgenent. For this reason, Defendants argue

that this Court may not grant the Governnent’s requests for

' Conpare Eric M Blunberg, Universal Mnagenent, Abbot,
Wet h, Schering-Plough, and ...: Restitution and Di sgor genent
Fi nd Anot her Hone at the Food and Drug Adm nistration, 58 Food &
Drug L.J. 169 (2003) (concluding that the FDA may seek
restitution or disgorgenent under the FDCA); with Jeffrey N
G bbs & John R Felder, Can FDA Seek Restitution or
D sgorgenment?, 58 Food & Drug L.J. 129 (2003)and Erika King &
El i zabeth Wal sh, The Authority of a Court to Order Di sgorgenent
for Violations of the Good Manufacturing Practices Requirenent of
t he Federal Food, Drug and Cosnetic Act, 58 Food & Drug L.J. 149
(2003) (concluding that restitution and di sgorgenment are not
remedi es avail abl e under the FDCA's statutory franmework).
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restitution or disgorgenent. Furthernore, Defendants contend
that even if the Court did have the power to order nonetary
equitable relief, to do so would be inappropriate in this case.

Conversely, the Governnent, citing United States v.
Uni ver sal Managenent Services, Inc., 191 F.3d 750 (6th Gr
1999), clains that restitution and di sgorgenent are not only
perm ssi bl e renedi es under the statutory framework, they are
necessary renedies in order to conply with Congress’ intent in
enacting the FDCA. Universal Mnagenent is the only current
circuit opinion to address the FDA's power to grant nonetary
equitable relief under the FDCA. In Universal Managenent, the
Sixth Grcuit upheld a court’s jurisdiction to order equitable
relief, including restitution, when the FDA seeks an injunction
pursuant to Section 332 of the FDCA. Id. at 760-761. As with
this case, in Universal Mnagenent, the FDA alleged that the
defendants had violated 21 U S.C. 88 331(a) and (k), which
prohibit the interstate shipnment and hol ding for sale of
m sbranded and adulterated articles. The defendants in that case
di stributed an unapproved electric gas grill igniter pronoted to
relieve pain. 1d. at 754.

The district court granted summary judgnent for the FDA
entered a prelimnary injunction, and ordered the defendants to
pay restitution. United States v. Universal Mnm. Servs., Inc.,

999 F. Supp. 974, 981-986 (N.D. Chio 1997). The court found that
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restitution was appropriate in that case to “ensure that the

public interest [was] protected by providing each person who

purchased [the] adulterated product the opportunity to receive

his nmoney back.” I1d. at 980. The district court found that

di sgorgenent was not an appropriate renedy, given the |ack of

previ ous use of that equitable renmedy in prior FDA cases. Id.

The defendants in Universal Managenent appeal ed the district

court’s decision, which was then affirnmed by the Sixth Crcuit.

The Sixth Crcuit found that the appellants failed to

“establish[] that the FDCA by ‘a necessary and inescapabl e

i nference,

restricts the court’s jurisdiction in equity.’” 191

F.3d at 762 (quoting Mtchell v. Robert DeMario Jewelry, Inc.,

361 U. S. 288, 291 (1960)). The Court went on to hold:

Not hing in the FDCA explicitly precludes a district court
fromordering restitution. To find that restitution is
unaut hori zed, this court requires Congress to make pl ain
its desire to limt the courts inherent powers because
the great principles of equity, securing conplete
justice, should not be yielded to light inferences or
doubt ful construction. Appellants have not denonstrated

t hat

the FDCA or its legislative history conpels a

departure from the courts inherent power to achieve
equity. Therefore, we hold that nothing in the FDCA
precludes a court sitting in equity from ordering
restitution in appropriate cases.

Id. (internal quotation marks and citations omtted).

G ven

Managenent ,

the Sixth Crcuit’s determnation in Universa

Def endants’ argunent, that the Governnent may not

seek restitution or disgorgenent because the | anguage of the FDCA

does not expressly provide for that type of equitable relief, is
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wi thout nmerit. Defendants m sapprehend the fundanmental principle
of inherent equitable relief. A court sitting in equity has al
equitable renedies available to it, unless the statutory
framework specifically deprives the court of those renedies. 1d.
at 761. The Sixth Grcuit in Universal Managenent explained this
principle as applied to the mandate of the FDCA: *“Absent a clear
command by Congress that a statute providing for equitable relief
excludes certain forns of such relief, this court will presune
the full scope of equitable powers nay be exercised by the
courts.” Id.

This Court finds the Sixth Crcuit’s opinion in Universa
Managenment to be well-reasoned and sound. Therefore, this Court
finds that nonetary equitable renedi es beyond injunctive relief
are avail abl e pursuant to the FDCA. '’

Def endants proffer various other arguments in an attenpt to

Y Also instructive to this Court’s deternmination are three
consent decrees obtained by the FDA since the Universal
Managenent deci sion. See Bl unberg, Universal Managenent, Abbot,
Wet h, Schering-Plough, and ...: Restitution and Di sgor genent
Fi nd Anot her Hone at the Food and Drug Adm nistration, 58 Food &
Drug L.J. 169, 170-171 (2003)(citing United States v. Abbott
Labs., Gv. No. 99-7135 (N.D. Ill., filed Nov. 2, 1999); United
States v. Various Articles of Drug..., Weth-Ayerst Labs., Gv.
No. 00-359 (E.D. Tenn., filed Qct. 4, 2000); and United States v.
Schering- Pl ough Corp., Cv. No. 02-2397 (D.N.J., filed May 20,
2002)). Al three consent decrees required the defendant
conpani es to pay disgorgenent of profits derived from adulterated
products sold to consuners. Although these consent decrees were
by their very nature consensual, and carry no precedenti al
weight, it is worth noting that the FDA has been successful in
obt ai ni ng nonetary equi table remedi es pursuant to the FDCA
t hrough these consent decr ees.
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show why this Court should decline to grant nonetary equitable
relief here. Al of Defendants’ argunments fail.

First, Defendants attenpt to distinguish Universa
Managenment fromthis case. In its conplaint in Universa
Managenment, the FDA specifically requested both injunctive relief
and “such other relief as the court deens just and proper,
including but not limted to equitable disgorgenent of profits.”
999 F. Supp. at 980. Here, the Governnent, in addition to
injunctive relief, also prays “that this Court grant such other
and further relief as it deens just and proper.” (Conpl. at I1.)
Al t hough the Governnment did not make a specific request for
restitution or disgorgenent in its Conplaint, this broad | anguage
is sufficient to enconpass the equitable relief the Governnent
now requests.

Second, Defendants attenpt to distinguish Universa
Managenent because the unapproved device in that case, a gas
grill lighter, was alleged to be “adulterated.” 1In this case,

t he Governnment contends that the Products are sinply

“m sbranded.” Defendants’ argunent is neritless because a device
that requires prenmarket approval, but is marketed w thout FDA
approval, is deened “adulterated” under the FDCA. 21 U S.C. 8§
351(f)(1)(B); Universal Mgnmt., 191 F.3d at 754. Therefore, both
here and in Universal Managenent, the governnent sought equitable

monetary relief for the same conduct: the distribution of an
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unapproved product that was nmarketed for the treatnment of
di sease.

Third, Defendants spend a bul k of their opposition to the
Governnment’ s request for restitution and di sgorgenent arguing
that the relevant harmin this case is not economc in nature and
attenpt to distinguish this case from FTC actions in which the
harmis allegedly economc. Defendants further argue that since
t he purpose of the FDCA is not, according to Defendant, to
address econom c¢ harm the Court should decline to grant
restitution or disgorgenent.

The Court is unconvinced by Defendants’ argunents. The
Governnment’ s action serves the dual purpose of protecting the
safety of consunmers by enjoining the sale of unproven products
mar keted for the treatnent of serious diseases, as well as
protecting consuners fromthe econom ¢ harm caused by their
purchase of Defendants’ illegal products. Restitution would
conpensat e Defendants’ victinms for the noney they paid for these
unproven and unapproved drugs. Universal Mnt., 191 F. 3d at 763
(“One of the primary goals of the FDCA is to protect consuners
fromeconomc harm”)(citing HR Conf. Rep. No. 74-2755, at 1
(1938) (one purpose of the FDCA is to prevent “deceit upon the
purchasing public”))(other citations omtted).

Addi tionally, by ordering nonetary equitable relief, the

FDCA s purposes would be directly and materially advanced by
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deterring future violations by Lane Labs and other suppliers of
unapproved treatnents for serious diseases by making it
unprofitable to violate the FDCA. Universal Mnt., 191 F. 3d at
763 (finding that an order of restitution would have a “deterrent
effect”, which is “consistent with the FDCA s purpose in
protecting the public health”).

Finally, Defendants point to the |legislative intent behind
the FDCA in an attenpt to show that Universal Managenent went
beyond the scope of what the statutory framework all owed.

Def endants contend that if this Court grants disgorgenent or
restitution as equitable renedies in this case, that decision
woul d be contrary to Congress’ purpose behind anendi ng the FDCA
by enacting DHSEA. This argunent fails because, as discussed
above, due to Defendants illegal marketing techni ques, the
Products do not fall under the purview of DSHEA at all. |Instead,
the Products nust be classified as drugs under the FDCA
Furthernore, the court in Universal Mnagenent addressed the very
i ssue raised by Defendants and held that nothing in the

| egi slative history of the FDCA “conpels a departure fromthe
courts inherent power to achieve equity.” |Id. at 762 (internal
guotation marks and citation omtted).

Thus, for the foregoing reasons, the Governnent’s request

for nonetary equitable relief is granted.
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C. This Court shall enter an Order of pernmanent injunction
and restitution agai nst Defendants

1. Scope of the injunction

The Order following this Opinion outlines in detail the
scope of the injunction hereby granted by this Court. Both
Def endants and am cus curiae, the AAHF, object to the broad
nature of the injunction contenplated by the proposed order
subm tted by the Governnent.

Def endants and the AAHF clai mthat the Governnent’s proposed
injunction inpermssibly restricts speech and therefore viol ates
the First Amendnent. Commrercial speech, |ike that at issue in
this case, is protected by the First Anendnent as long as it
concerns a lawful activity and is not msleading. Central Hudson
Gas & Electric Corp. v. Public Service Conmm ssion of New York
447 U. S. 564-565 (1980). The governnment nay inpose restrictions
on commerci al speech as long as those restrictions advance a
“substantial” governnent interest and are no “nore extensive than
IS necessary to serve that interest.” 1d. at 566.

A recent D.C. Grcuit opinion is instructive in this regard.
In Whitaker v. Thonpson, the district court upheld the FDA s
refusal to allow the defendant to market a product (saw pal nmetto
extract) under a certain | abel, because the FDA determ ned that a
cl aimcontained on the | abel was a drug claimfor the treatnent
of disease. 353 F.3d 947, 952-953 (D.C. Gr. 2004). The D.C

Crcuit explained:
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Assum ng that the governnent may condition the sale of
drugs on passage through the el aborate testing that the
statute requires..., the key stepis the [] FDCA pri nci ple
that classification of a substance as a “drug” turns on
the nature of the clains advanced on its behalf. That
principle, in turn, rests on the idea that clains about
a product by its manufacturer and vendors, including
product |abeling, serve as evidence of the sellers’
intent that consunmers will purchase and use the product
for a particular purpose —and, therefore, as evidence
whet her the product is or is not a drug. The questionis
whet her this use of speech to infer intent, whichin turn
renders an otherwise permssible act wunlawful, 1is
constitutionally valid. In fact, the First Amendnent
allows the evidentiary use of speech to establish the
el enents of a crinme or to prove notive or intent. Thus
it is constitutionally permssible for the FDA to use
speech, in the form of l|abeling, to infer intent for
pur poses of determ ning that [defendant]’s proposed sal e
of saw palnmetto extract would constitute the forbidden
sal e of an unapproved drug.

Id at 953 (internal quotation marks and citations omtted).
Therefore, follow ng Witaker, the Governnent’s restriction of
certain labeling, as well as the dissem nation of third-party
literature, does not violate free speech principles.

Further, Defendants claimthat the proposed injunction is
overbroad in that much of the behavior the injunction would
prohi bit has al ready been curbed voluntarily by Defendants.
However, if Defendants have already ceased this behavior, it
should not matter if the injunction prohibits it. In this way,
any all eged overbreadth on the face of the injunction should not
be problematic in that it allegedly restricts behavior in which
Def endants are not presently engagi ng.

Both the AAHF and Defendants attack paragraph 4 of the
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proposed order as overbroad, because they claimit would restrict
Def endants fromdistributing “lawful” products.!® The Governnent

does not dispute that, had Defendants conplied with the FDCA from

8 pParagraph 4 of the proposed order prohibits Defendants
from

A Introducing or delivering for introduction into
interstate comerce, holding for sale after shipnment in
Interstate comrerce, manufacturing, |abeling, packing,
processi ng, or distributing BeneFin, SkinAnswer, M3\ 3,
or any drug that is a “new drug” within the nmeaning of
21 U.S.C. 8§ 321(p), unless and until:

1) an approved new drug application filed
pursuant to 21 U.S.C. 8 355 is in effect for such drug;
or

2) an investigational new drug application filed
pursuant to 21 U.S.C. §8 355(1) and 21 CF. R Part 312 is
in effect for such drug and the drug is distributed and
used solely for the purpose of conducting clinical
i nvestigations in strict accordance with the protocol as
authorized as part of the investigational new drug
appl i cation.

B. Introducing or delivering for introduction into
Interstate comrerce, holding for sale after shipnent in
i nterstate comrerce, manufacturing, |abeling, packing,
processing, or distributing any drug that is m sbranded
within the neaning of 21 U . S.C. § 352(f)(1).

C. Wiile the Defendants are narketing any product
containing, or purporting to contain, shark cartil age,
a gl ycoal kal oi d, ar abi noxyl ane, or rice br an
hem cel | ul ose wi th Shiitake nushroomenzynes, pronoting,
advertising, or representing in any media that shark
cartil age, a glycoal kal oi d, arabi noxyl ane, or rice bran
hem cel |l ul ose with Shiitake nushroom enzynes is 1) the
same as, simlar to, as or nore effective than, or
intended for the same uses as BeneFin, SkinAnswer, or
MaN-3; or 2) safe and/or effective in the diagnosis,
cure, mtigation, treatnent, or prevention of any
di sease, unless and wuntil an approved new drug
application authorizing such representations for such
product(s) is in effect for such product(s).
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the outset, Defendants could have marketed shark cartil age and
ar abi noxyl ane as dietary suppl enents and gl ycoal kal oi d skin cream
as a cosnetic. However, the Products have been classified as
drugs under the FDCA as a result of the marketing practices of
Def endants thenselves. See 21 U . S.C. 8§ 321(g)(1)(B). Defendants
cannot be conpared to other responsible producers of shark
cartil age, arabi noxyl ane and gl ycoal kal oi ds, who have fol | owed
the statutory framework of the FDCA and DSHEA and therefore are
permtted to market their products as dietary supplenents and
cosnetics.

Def endants and the AAHF claimthat, if Defendants cease
maki ng di sease clains for the Products, then automatically and
i mredi ately, those Products are no |onger intended to be used for
the treatnment of cancer and H'V and therefore may be sold as
dietary supplenents and as a cosnetic, respectively. That
position is untenable for multiple reasons. First, that scenario
is no nore than a hypothetical, given that Defendants continue to
mar ket the Products for the cure, treatnment and mtigation of
di sease. Second, this is not a case where a conpany made
i nproper clainms for a short period of tine, and those clains
about the treatnment of disease were not w dely di ssem nat ed.
Def endant s have been naki ng such clainms for nearly a decade and
have used a variety of marketing techni ques, including direct

mai | i ng, advertising in alternative health related publications,
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and advertising and pronoting the Products over the Internet.

The Court agrees with the Governnent’s argunent that the third-
party literature used by Defendants to inperm ssibly pronote the
Products by naking clains about the treatnent of disease, is so
intertw ned with consuners’ perception of the Products as to nake
any and all future sales of the Products problematic. E.g. Kasz,
862 F. Supp. at 722 (holding “the consequences of the past
pronotional activities of the defendants will linger for an
unknown period of tine into the future...[and] defendants, if not
appropriately enjoined, wll profit fromtheir past illegal
activity.”).

Accordingly, the injunction granted by this Court shal
permanent|ly prohibit Defendants fromselling and narketing the
Products in any and all forns, not just if Defendants nake
i nproper clains about the treatnent of disease.

2. Restitution

Furthernore, this Court agrees with the Governnent that, in
light of the ongoing nature of Defendants’ illegal activities,
equitable nonetary relief is also warranted. As discussed in
detail above, orders of disgorgenent and restitution are not
punitive. See Universal Mnt., 191 F.3d at 763. |In particular,
restitution |looks to return profits obtained illegally to
consuners in order to make those consunmers whole. 1d.

Def endant s have, according to the Governnent, generated tens of
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mllions of dollars in sales of the Products. Those proceeds
should rightfully be returned to consuners.

As in Universal Mnagenent, this Court is hesitant to order
di sgorgenent of profits. Universal Mnt., 999 F. Supp. at 980
(ordering restitution to “ensure that the public interest [was]
protected by providing each person who purchased [the]
adul terated product the opportunity to receive his noney back,”
but declining to order disgorgenent, given the |ack of use of
that equitable renedy in prior FDA cases).

Therefore, the Order entered by this Court outlines in
detail the scope of the permanent injunction and requires
Def endants to pay restitution. A special master shall be
appoi nted and Def endants nust pronptly provide to himor her al
records necessary to determne the identities and addresses of
t hose individual s who purchased BeneFin, MaN-3, and/or SkinAnswer
products from Septenber 22, 1999 to the date of the Order, as
well as the dates and amobunts of products ordered and price paid
for such products, including any costs of shipping paid by
Def endants’ custoners, |ess any refunds already paid. Defendants
shal |l also be ordered, if necessary, to retain, at their expense,
an i ndependent contractor to effectuate the restitution paynents

ordered by this Court.
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CONCLUSI ON

For the foregoing reasons, the Governnment’s notion for
summary judgnent is hereby granted. The acconpanyi ng O der

outlines in nore detail the scope of the permanent injunction and

restitution renedi es awarded herein.

Dat ed: July 9'", 2004

[SI WLLIAM G BASSLER
UNI TED STATES DI STRI CT JUDGE
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