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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF FLORIDA

CASE NO. 13-21289-CIV-ALTONAGA/ Simonton

DEMETRI SPENCER, on behalf of himself)
and others similarly situated, )

Plaintiffs,

)

)

) First Amended Class Action Complaint
VS. )
)
)

NUTRAMAX LABORATORIES, INC.,
a Maryland corporation, )

)

Defendants. )

)

PLAINTIFF'S FIRST AMENDED CLASS ACTION COMPLAINT

COMES NOW, Plaintiff Demetri Spencer (“Plaintiff’pn behalf of himself and all
others similarly situated, filing Plaintiff's FirsAmended Class Action Complaint against
Defendants Nutramax Laboratories, Inc. (“Defendamt*Nutramax”) pursuant to Federal Rule
of Civil Procedure Rule 15(a)(1)(B). Plaintiff $secertification of his claims against Defendant
as a class action. Plaintiff alleges, based umyagmal knowledge as to Defendant’s action and
upon information and belief as to all other mattassfollows:

l. PARTIES

1. Plaintiff Demetri Spencer is a Florida citizen d#sg in Miami, Florida in the
Southern District of Florida. Plaintiff suffersofn joint pain and has arthritis. During the class
period, Plaintiff Demetri Spencer purchased 1 botl Cosamin DS from a retailer in Miami-
Dade County.

2. Defendant, Nutramax Laboratories, Inc. is a Marglatorporation with its

principal place of business at 2208 Lakeside Bl#tigewood, Maryland 21236, and can be
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served through its registered agent, Mark T. Jerissq., at 29 W. Susquehanna Ave., 6th Floor,
Towson, Maryland 21204. At all relevant times, fdatax Laboratories, Inc. has advertised,
marketed, provided, offered, distributed, and/olds&€osamin DS and Cosamin ASU
(collectively, “Cosamin”) throughout the United & including to individuals in Florida such
as Plaintiff and the Class.

. JURISDICTION AND VENUE

3. This Court has jurisdiction over Defendant sincalatrelevant times Defendant
has regularly and systematically transacted businéghin the State of Florida through the
marketing, providing, offering, distributing, anélltng of Cosamin DS (“Cosamin”). Defendant
derives substantial revenue from Florida residents.

4. This Court has subject matter jurisdiction ovestbiass action under the Class
Action Fairness Act (“CAFA”) because there are mthran one-hundred class members, all of
the members of the class are citizens of a stawmiqg) different from that of Defendant
(Maryland), and the aggregate of class member#nslas more than $5 million. 28 U.S.C. §
1332(d). Notably, in addition to FDUTPA claims (efhn in and of themselves likely reach the
$5 million threshold), Plaintiff seeks punitive dages for violations of Florida’'s Misleading
Advertising Law.

5. Venue is proper in this Court because a substgpdidlof the events or omissions
giving rise to the claim occurred in this distremid a substantial part of property that is the
subject of the action is situated in this distri®laintiff is a resident of this district; the saif
Cosamin occurred in this district; and Defendand heceived substantial compensation from

sales in this district.
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.  EFACTS

A. America’s Joint Pain And Arthritis Epidemic

6. According to the Centers for Disease Control andvémtion (“CDC”), an
estimated 50 million adults in the United Statgsoréed being told by a doctor that they have
some form of arthritis, rheumatoid arthritis, golutpus, or fiboromyalgia. One in five adults
report having doctor- diagnosed arthritis. So wptead is the problem that arthritis and other
rheumatic conditions are the most common causésabiity among U.S. adults and have been
for the past 15 years. Centers for Disease Coatrdl PreventionArthritis-Related Statistics

http://www.cdc.gov/arthritis/data statistics/artisrirelated stats.htm

7. The symptoms of arthritis are “pain and stiffnessand or around one or more
joints.” Centers for Disease Control and PreventiBrequently-Asked Questions- General

Public, http://www.cdc.gov/arthritis/basics/fags.htm#5

8. The focus of treatment for arthritis is to confpain and minimize joint damage.
Centers for Disease Control and Preventiddanagement

http://www.cdc.gov/arthritis/basics/management.htm

9. Arthritis and related conditions cause widespreanh @nd in many individuals
significantly limit their ability to perform vitahkctivities such as walking, kneeling, climbing
stairs, or even attending social gatherings. Reapth doctor-diagnosed arthritis have a
significantly worse quality and life than those lvatit arthritis; adults with arthritis report two to
four times as many unhealthy days in the past mitvath those without arthritidd.

10. In an around 2005, the prevalence of different$ypleU.S. arthritis patients were
as follows: osteoarthritis (27 million), fibromyadg(5 million), gout (3 million), and rheumatoid

arthritis (1.5 million). 1d.



Case 1:13-cv-21289-CMA Document 26 Entered on FLSD Docket 07/01/2013 Page 4 of 28

11. By 2030, an estimated 67 million Americans aged/d&s or older are projected
to have doctor-diagnosed arthrititl.

12.  In 2003, the total cost attributed to arthritis atder rheumatic conditions in the
United States was $128 billion, up from $86.2 biilin 1997.1d.

13. Itis no surprise that the arthritis treatment neaik big business. In 2005 alone,
expenses for the treatment of arthritis totaled Bl##®bn. Medical Expenditure Panel Survey,
Statistical Brief #222: Arthritis Use and Expendds among U.S. Adult Noninstitutionalized

Population, 200%Sep. 2008)http://meps.ahrg.gov/data_files/publications/st2#2222.pdf

B. Promotion of Glucosamine And Chondroitin In The Treatment of Arthritis
and Joint Pain

14.  Glucosamine and chondroitin have been widely prechcds a treatment for
Osteoarthritis (“OA”). Glucosamine, an amino sygeas thought to promote the formation and
repair of cartilage' Chondroitin, a carbohydrate, is a cartilage conepotthat is hypothesized to
promote water retention and elasticity and to iithifiie enzymes that break down cartilage.

15. Despite its explosion on the national marketpldloe,use of glucosamine in the
management of arthritis remains unproven, and utpgrted mechanism of action in arthritis
pain and function modification are still unclearAs a result, the American College of

Rheumatology (“ACR”)? and the UK National Institute for Health and Gimli Excellence

! This theory that glucosamine could build and repaitilage was based on the hypothesis
that glucosamine supplementation provides the imgldblocks necessary to promote the
formation of healthy cartilage. However, this “oxg@mplified” hypothesis does not adequately
explain the purported mechanism of action of glacese, which remains unknownSee
Herrero-Beaumontet al, Use of crystalline glucosamine sulfate in ost#wdis. Future
Rheumatol.2006, 1(4): 397-414. As such, at present thenmeoidonafide medical treatment
capable of rebuilding cartilage. The only wayepair damaged cartilage is to surgically remove
it and replace it with healthy cartilage.

2 American College of Rheumatology Subcommittee ste@arthritis; Recommendations for
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(NICE) have not recommended glucosamine in the gemant of arthritis symptonis.While
at least one source has recommengledosamine sulfatéor the management of hip and knee
Osteoarthriti€, none of the current guidelines have recommended uge of glucosamine
hydrochloride (the main ingredient in Cosamin).

16. Nevertheless, Defendant still promotes Cosamin as oaer-the-counter
supplement that can treat the primary symptomtbfiéis: joint pain.

C. Overview Of Defendant’'s Marketing And Advertising For Cosamin

17. Marketed as a joint health dietary supplement forarthan a decade, Defendant
claims Cosamin purportedly relieves joint pain tigb the combination of its two main
ingredients: glucosamine hydrochloride and chortirgulfate.

18.  According to Defendant’s website, Cosamin DS wakdollows:

The two main ingredients in Cosamin DS, FCHG49&g8amine
and TRH122® chondroitin sulfate, stimulate the piitn of

the medical management of osteoarthritis of thedmgd knee: 2000 updateArthritis Rheum
2000, 43:1905-1915.

® NICE Clinical Guidelines: The care and managenwnbsteoarthritis in adultd\ational
Institute for Health and Clinical Eviden@908.

* SeeW. Zhang,et al, EULAR evidence based recommendations for the gemant of hip
osteoarthritis: Report of a Task Force of the StepmdCommittee for International Clinical
Studies Including Therapeutic Trials (ESCISIAhn Rheum Di2005, 64: 669-681; W. Zhang,
et al, EULAR Recommendations 2003: an evidence basesbapip to the management of knee
osteoarthritis: Report of a Task Force of the StamdCommittee for International Clinical
Studies Including Therapeutic Trials (ESCISIAhn Rheum Di2003, 62: 1145-1155. Another
organization, the Osteoarthritis Research Societyermational (“OARSI”), originally
recommended the use of glucosamine sulfate fommeagement of knee OASeeW. Zhang,et
al., OARSI recommendations for the management ofahiph knee osteoarthritis, Part I: Critical
appraisal of existing treatment guidelines andesystic review of current research evidence.
Osteoarthritis Cartilage2010, 18:476-499. However, glucosamine sulfatends longer
recommended in the most recent OARSI guidelineSee W. Zhang, et al, OARSI
recommendations for the management of hip and losteoarthritis: Part Ill: changes in
evidence following systematic cumulative updataesearch published through January 2009.
Osteoarthritis Cartilage2010, 18:476-499.
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cartilage. In younger, healthier individuals dage cells would
normally accomplish this task. However, as onesagartilage
cells die off and are not replaced. This startgaecof destruction
in the cartilage. There are also enzymes predwait degrade
cartilage. Glucosamine hydrochloride stimulatesrtilege

production while chondroitin sulfate inhibits enzgsnthat break
down cartilage. Chondroitin sulfate has been shawglinical

trials to slow the progression of cartilage detation as well as
reduce joint pain.

http://www.nutramaxlabs.com/index.php/your-healtme/joint-health/cosamin-dfast visited

June 25, 2013).

19. As its product packaging demonstrates, Cosaminubdes lconsumers to “[p]rotect
your cartilage” with “the ONLY BRAND proven to rede joint pain” (emphasis in original).

20. In its product packaging and elsewhere, Defendargages in a pervasive
marketing scheme to not only tout the purportedebitn of Cosamin, but the existence of

scientific proof backing those purported benefi#gnong Defendant’s claims are that Cosamin:

a. “protect[s] your cartilage”;

b. is “the ONLY BRAND proven to reduce joint pain”;

C. has been “proven effective in controlled publiste®. studies to reduce
joint pain”;

d. has been “shown in laboratory tests to protectilage cells from
breakdown”;

e. is “THE BEST” product for treating joint pain; and

f. when “compare[d] to other brands”, “[c]ontains tRe&/LL CLINICAL

STRENGTH of active ingredients”.
21. To emphasize those claims, Cosamin packaging fsm@rcolor image of a red

glowing knee joint, further leading consumers tbdwe that Cosamin will relieve joint pain.
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22.  Another Nutramax website for Cosamin states thieviohg:
a. “The Cosamin® name on the label is your assurahteechighest quality
doctor recommended brand”;
b. “Cosamin® is shown effective in peer-reviewed, colted, published
U.S. research”;
c. “Don’t wait to start feeling better Get Cosamin®d&y!”;

http://Ip.nutramaxlabs.com/WhyCosamin/index.ht(fdst visited June 25, 2013).

23. Defendant has confirmed that, although there anewssizes and varieties of the
Cosamin products on the market (tablets, capsqlemjtities in the bottle, etc.), the advertising
statements on the product labels are substaniidehtical, regardless of the particular SK&eg
Dkt. (17).

24. Defendant’s television advertisements, commercetsl internet advertising
campaign further claims the Cosamin products ane ‘@nly glucosamine chondroitin brand
proven to reduce joint pain” and “anything lesd jga’t the best.”

25. Defendant also makes arthritis-based claims in etanf, advertising and selling
the Cosamin products. For example:

a. Nutramax’s Facebook page states: “Nutramax Laboestand
Cosamin® Joint Health Supplements are proud tabsidered a major
donor to the Arthritis National Research Foundaftmmwhich 91 cents of
every dollar goes to research.”

b. On third-party vendor websites, Nutramax statesfélewing regarding
the Cosamin products: “Cosamin® DS has been proeféective in

controlled clinical studies conducted and publishrethe U.S. In fact, in
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the new bookThe Arthritis Foundation's Guide to Alternative Téygies
patients are reminded, "When a supplement has seeled with good
results, find out which brand was used in the stady buy that."”

26. The net impression of Defendant's marketing andeddsing (including the
packaging) is that Cosamin can treat the symptdmastioritis: joint pain and discomfort.

27. In short, Defendant engages in a pervasive andsprdad marketing campaign to
drive sales of its product, luring consumers intlocpasing Cosamin by making not only claims
as to product efficacy but scientific proof as well

28.  Curiously, Defendant recently began selling anofbart health supplement in
the Cosamin product line, Cosamin ASU. Defendamt olaims “Cosamin DS has served as the
premium joint health supplement on the market” oy combining the exclusive ingredients
found in Cosamin DS with ASU, [Defendant] has matihee best even better.See

http://www.nutramaxlabs.com/your-health-home/jdiealth/cosamin-as(ast viewed June 27,

2013). Defendant also claims Cosamin ASU is itsXimaim strength formula for people with
joint discomfort” and that additional ingredients Cosamin ASU have been shown “to work
better than just the combination of glucosamindendroitin sulfate” contained in Cosamin DS.
Id. Defendant’s claims about ASU cast additional reabtensuspicion upon the accuracy and
truthfulness of Defendant’s claims about Cosamin DS

D. Cosamin Is Not “Proven” To Treat Or Reliev Joint Pain Or Protect
Cartilage.

29. The small scale tests conducted on Cosamin and tije Defendant fail to

provideclinically significant evidence or proof of joint pain relief

> Although Defendant markets the Cosamin produatsiée in animals (calling the product
“Cosequin”), this case is only about marketing addertising for human consumption.
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30. In a document on its official website entitled “@osn® Clinical and
Experimental Studies,” Defendant cites to studiésciv purportedly substantiate its claim that
Cosamin DS is “the ONLY BRAND proven to reduce jgiain.”

31. These studies are the perfect example of the diffex between “statistical
significance” and “clinical significance.” A detamation of statistical significance indicates to
investigators the probability that an apparentedéhce between two or more treatment groups in
a study is real and did not occur merely by chanéecordingly, statistical significance has
nothing at all to do with whether or not the hypestis being tested in a study is true or false, and,
thus, it cannot “prove” one’s hypothesis. Clinisanificance, by comparison, is defined in the
scientific community as denoting whether or notadnserved treatment effect is of therapeutic
importance. Clinical investigators who understémel definition of statistical significance also
understand that just because a treatment effecthanag attained statistical significance, it does
not necessarily mean that clinical significance Ibesn attained.

32. In the studies referenced on Defendant's website, eéffects detected as
statistically significant were, in fact, marginal and barelytitiguishable from the response to
placebo. For instance, the study conducted byddasHammad, the improved pain scores of
nearly 5 of every 6 subjects could be accounte@mdirely by the placebo response.

33.  Accordingly, the findings of these small-scale stgdfall well short ofclinical

relevance, and, thus, cannot possibly “prove” @asamin reduces joint pain.

® Das AK, Hammad TA. Efficacy of a combination of FG49® glucosamine hydrochloride,
TRH122® low molecular weight sodium chondroitin faté and manganese ascorbate in the
management of knee osteoarthri@steoarthritis and Cartilag000;8(5):343-350; Leffler CT,
Philippi AF, Leffler SG, et al. Glucosamine, chooiin and manganese ascorbate for
degenerative joint disease of the knee or low backandomized, double-blind, placebo-
controlled pilot studyMilitary Medicine 1999;164(2):85-91.



Case 1:13-cv-21289-CMA Document 26 Entered on FLSD Docket 07/01/2013 Page 10 of 28

34. Along these lines, any purported “clinical trialdémonstrating the efficacy of
glucosamine and chondroitin have been rejectethéyrtedical community. Independent studies
evaluating these so-called clinical trials “haveowh that trials with methodological flaws,
especially inadequate allocation concealment amseraie of intent-to-treat approaches are
associated with exaggerated estimates of berfefit.”

E. Glucosamine Hydrochloride (One Of The Primary Imgredients In Cosamin)
Is No More Effective Than Placebo

35. As a recent article discussing the body of sciengvidence on glucosamine
explained, [t]here appears to be consensus that GIcN.HCI [glucosamine hydrochloride] lacks
efficacy for the palliation of pain or function in OA [osteoarthritis].”®
36. This “consensus” is reiterated throughout the gifiediterature regarding GH:

a. “[T]wo of the major published guidelines recommetdglucosamine
sulfate in the treatment of OA pain while anoth@egrating more recent
data did not consider glucosamine sulfate. At tinse, glucosamine
hydrochloride cannot be recommended based on thdable clinical
data.”

b. “In other pharmaceutical-grade products, glucosamis supplied as

hydrochloride, that is, a more readily availablel @asier to manufacture

salt that is also present in several dietary suppids available in the

” McAlindon TE et al, Glucosamine and chondroitin for treatment of oat&witis: a
systematic quality assessment and meta-anallAMA 283(11): 1469—-75 (Mar. 2000).

8 Block, et al, The effects of oral glucosamine on joint health:a change in research
approach needed®steoarthritis and Cartilag@010, 18: 5-11.

® Henrotin, et al, Is there any scientific evidence for the use bfcgsamine in the
management of human osteoarthriti&hritis Research & Therap012, 14:201.
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markets around the world. This salt is often siggbin combination with
chondroitin sulfate (CS) and has not proven eféecin several trials™®

C. “Trials using glucosamine hydrochloride had a vemall summary effect
size that was statistically indistinguishable frdme null. The finding that
heterogeneity among these trials was absent s@gtest this summary
effect is valid. Therefore, we conclude that gksmmine hydrochloride
has no effect on pain and that future studies @ fireparation are
unlikely to yield useful results'*

d. “The best available evidence found that glucosamiryerochloride,
chondroitin sulfate, or their combination provide alinical benefit in
patients with primary [Osteoarthritis] of the krid@.

37. The lack of effectiveness of GH was demonstratedentty in the
Glucosamine/Chondroitin  Arthritis Intervention Tri@'GAIT”) Study, the lone, large-scale

clinical trial to use GH® Under the direction of the National InstitutesH#alth (NIH), one of

1 Roy D Altman, Glucosamine therapy for knee ostéwiis: pharmacokinetic

considerationsExpert Rev. Clin. Pharmacd009, 2(4): 359-71.

1 Vlad, et al, Glucosamine for Pain in Osteoarthritis: Why Do TR&sults Differ?Arthritis
& Rheumatisn2007, 56(7): 2267-77.

12 U.S. Department of Health and Human Services —n8gdor Healthcare Research and
Quality, Treatment of Primary and Secondary Osteoarthritié the Knee Evidence
Report/Technology Assessment No. 157, Sept. 2G010& (systematic review of the scientific
literature — including study-level meta-analysed eandomized controlled trials — examining the
clinical effectiveness of glucosamine, chondroisolfate, and a combination of the two
ingredients in relieving joint pain associated wogteoarthritis).

3 The results of the GAIT study were published ia ftew England Journal of Medicine.
SeeClegg, D.O. et al, Glucosamine, chondroitin self&nd the two in combination for painful
knee osteoarthritigy Engl J Med2006, 354(8): 795-808. Defendant references #E Gtudy
in a brochure entitled “Cosamin Clinical and Experntal Studies,” which is available on its
official website. SeeExhibit A. Defendant proudly claims thakt]lhe chondroitin sulfate
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the world’s foremost medical research centers, ijBly prestigious research universities in the
US performed the GAIT Study, which was a randomjzeoluble-blind, placebo controlled,
parallel assignment efficacy study on approximalef00 Osteoarthritis sufferers.

38.  After six months, researchers reported that, oe@H and chondroitin sulfate
(whether alone, or in the exact combination foundEiations) are no more effective than
placebo™

39.  When the GAIT Study was published in the New Engldaurnal of Medicine, it
was accompanied by an editorial which concludedahewing:

The finding that glucosamine hydrochloride was mobre
efficacious than placebo is not surprising. Sevesgstematic
reviews and meta-analyses have examined the efficaic
glucosamine in the treatment of osteoarthritishaf knee. In the
most recent meta-analysis of eight randomizedstrial which
either glucosamine hydrochloride or glucosaminefasell not
manufactured by Rottapharm was compared with ptaceb

differences between the groups in the WOM®AGcores did not
reach significance.... On the basis of the resultsnfiGAIT, it

selected for use in [the GAIT Study] is ONLY foundin Cosamin®DS” 1d. at 6 (emphasis in
original). Defendant conveniently fails to mentidmgwever, that the GAIT Study found that
chondroitin sulfate, whether alone or in combinmatiath GH, is no more effective than placebo.

4 The combination of GH and chondroitin sulfate appd to help a small subset of
participants with moderate-to-severe pain. Howgebercause of the small size of the subset,
researchers specified that such findings shoulddresidered “preliminary” and could not be
confirmed without further testing designed for tpatpose. Moreover, the hypothesis that these
ingredients may help a subset of the population watermined by the 2-year ancillary GAIT
study and another study utilizing GAIT participgntsoth of which found that GH and
chondroitin sulfate do not provide clinically sifjoant relief from OA pain. SeeSawitzke,
A.D., et al, The effect of glucosamine and/or chondroitin &igfon the progression of knee
osteoarthritis: A report from the glucosamine/choitch arthritis intervention trial. Arthritis
Rheum 2008, 58(10): 3183-91; Sawitzke, A.2t al, Clinical efficacy and safety over two
years use of glucosamine, chondroitin sulfate rtbembination, celecoxib or placebo taken to
treat osteoarthritis of the knee: a GAIT repdiin Rheum Di2010, 69(8): 1459-64.

15> WOMAC stands for Western Ontario and McMaster @nsity Osteoarthritis Index, which
is a is a set of standardized questionnaires ugdabalth professionals to evaluate the condition
of patients with osteoarthritis of the knee and hip



Case 1:13-cv-21289-CMA Document 26 Entered on FLSD Docket 07/01/2013 Page 13 of 28

seems prudent to tell our patients with symptomeasieoarthritis
of the knee that neither glucosamine hydrochlondechondroitin
sulfate alone has been shown to be more efficadlwars placebo
for the treatment of knee pain. If patients chotzseéake dietary
supplements to control their symptoms, they shda@dadvised to
take glucosamine sulfate rather than glucosamirgrdayloride
and, for those with severe pain, that taking chottidr sulfate with
glucosamine sulfate may have an additive effct.

40. To study whether GH and/or chondroitin sulfate dodiminish the structural
damage caused by OA, interested GAIT patients wHezed the opportunity to continue their
original study treatment for 18 more months, forotal of two years! The ancillary study
enrolled 572 GAIT patrticipants with moderate orexevknee Osteoarthritis, and the final sample
included 357 subjects with Osteoarthritis in oneboth knees. Each of these subjects was
randomly assigned to receive one of the five treatsiused in the first GAIT study.

41. The second GAIT analysis used x-rays to measureliysical effects of these
supplements on knee joints. Knee images from 8% stibjects were analyzed to see if daily
GH/chondroitin supplements prevented a loss oft jspace—the distance between the ends of
bones in the joint.

42.  Once again, researchers found that there were rmmingdul differences among
people taking the combination of GH/chondroitinfatd and a placebo. In fact, researchers

observed that loss of joint space width was greaittr the combined treatment than with either

treatment alone, which raised the possibility tihat combination of GH and chondroitin sulfate

18 Hochberg, Marc C., Nutritional Supplements for Kr@steoarthritis — Still No Resolution,
N Engl J Med2006, 354(8): 858-60.

17 sawitzke, A.D.,et al, The effect of glucosamine and/or chondroitin aelfon the
progression of knee osteoarthritis: A report fromme tglucosamine/chondroitin arthritis
intervention trial. Arthritis Rheum 2008, 58(10): 3183-91.
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(in identical amounts to that found in Osteo BixFI®ISM) may actually interfere with
absorption'?

43. Since the conclusion of the ancillary GAIT studpere was another study
conducted involving 662 GAIT participants with moake-to-severe knee osteoarthrifis This
subset continued to receive their randomized treat¢: glucosamine HCI (500 mg three times
daily), chondroitin sulfate (400 mg three timeslgaiglucosamine and chondroitin sulfate
combined (same doses), celecoxib (Celebrex, 200mug daily), or a placebo. Over two years,
no treatment achieved a clinically significant diffnce in WOMAC pain or function as
compared with placebo.

44, In addition to the GAIT Study and ancillary GAIT usly, other recent
independent and reliable studies failed to detegtleenefit of glucosamine supplementation on
the treatment of joint pain. Among these is améstudy that concluded that when “[clompared
with placebo, glucosamine, chondroitin, and thembination do not reduce joint pain or have
an impact on narrowing of joint space. Health attles and health insurers should not cover
the costs of these preparations, and new presmigtio patients who have not received

treatment should be discouragéd.”

'8 This hypothesis is supported by another recemtysastablishing that chondroitin sulfate
inhibits GH absorption and decreases its bioaviitiab See Jackson,et al, The human
pharmacokinetics of oral ingestion of glucosamind ehondroitin sulfate taken separately or in
combination. Osteoarthritis Cartilage2010, 18: 297-302.

19 SeeSawitzke, A.D.get al, Clinical efficacy and safety over two years u$glacosamine,
chondroitin sulfate, their combination, celecoxibpdacebo taken to treat osteoarthritis of the
knee: a GAIT reportAnn Rheum Di2010, 69(8): 1459-64.

20 Wandel, et al, Effects of glucosamine, chondroitin, or placebm patients with
osteoarthritis of hip or knee: network meta-analy&MJ 2010, 341:¢c4675.
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45.  This study, published in the British Medical Jouymacluded ten trials and nearly
4,000 subjects. It further employed a Bayesiarr@gagh toward network meta-analysis, which
“allow[ed] a unified, coherent analysis of dataaeted at multiple time points in randomised
trials that compare[d] either of these preparatiqghicosamine, chondroitin, or their
combination] with placebo or head to he&l.This comprehensive study “showed no clinically
relevant effect of chondroitin, glucosamine, oritheombination on perceived joint pain.
Despite abundant statistical power, none of thelgub@stimates crossed the pre-specified
boundary of a minimal clinically important differem of -0.9 cm on a 10 cm visual analogue
scale at any of the recorded time poirfts.”

46. Addressing previous studies, the British Medicalrdal noted that “[t]rials that
have reported large effects on joint pain wereroftampered by poor study quality and small
sample sizes, whereas large methodologically samads often found only small or no
effects.”

47.  Another 2010 study, published in the Journal of tAmerican Medical
Association, further refuted Defendant’s claimsboth product efficacy and scientific prodf.

There, researchers concluded that a “6-month tesatwith oral glucosamine compared with

placebo did not result in reduced pain-relatedhdigg after the 6-month intervention and after

21 4.
22 1d.
23 |d.

4 See Wilkens, et alEffect of Glucosamine on Pain-Related DisabilityPatients with
Chronic Low Back Pain and Degenerative Lumbar Gsteatis. JAMA 2010, 304(1): 45-52.
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1-year follow-up.” The study put it bluntly: “[n]difference was found between glucosamine
and placebo in terms of minimal important clinickknge[.]*

48. Even after Defendant’s claims of efficacy and stienproof were debunked by
the medical community, since at least 2009 Defendeas continued to sell the Cosamin
products and continued to make claims regardingfiisacy and scientific proof thereof.

F. Overwhelming Scientific Evidence Establishes Chmroitin Sulfate |Is
Ineffective

49. As with GH, recent evidence demonstrates that atoitial sulfate is no more
effective than placebo:

a. “Efficacy of chondroitin sulfate over placebo foeating pain in OA was
reported in many of the smaller, earlier studias, the estimates varied
considerably from study to study. In recent yelngyer-scale trials have
reported little to no effect of chondroitin sulfateeatment on the
symptoms of OA.#

b. “No robust evidence supports the use of chondraiinosteoarthritis.
Large-scale, methodologically sound trials indictitat the symptomatic
benefit is minimal to nonexistent. The effect bbadroitin on joint space
narrowing was assessed in only a few trials. Tifisceis likely to be
small, and its clinical significance is uncertdim patients with low-grade
osteoarthritis, the use of chondroitin should b&rieted to randomized,

controlled trials. For patients with advanced oatdwitis, a clinically

25 1d.

26 seeMiller, et al, Glucosamine and Chondroitin SulfaRheum Dis Clin N Ar2011, 37:
103-118.
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relevant benefit is unlikely and the use of chomdroshould be
discouraged

50. Intouting the efficacy of the active ingrediemsGosamin DS, Defendant simply
ignores this scientific evidence which clearly destoates that the products cannot work as
advertised.

51. Defendant omitted material information in its mdnkg to consumers regarding
the recent studies proving the inefficacy of glause and chondroitin sulfate in reducing or
relieving joint pain. Had Plaintiff been aware Bedflant omitted this important information and
the fact that the claims Defendant made about Ciosamre no longer accurate in light of this
information, he would not have purchased Cosamipasd a premium price for it. All in all,
Defendant utilized a deceitful marketing campaignrduce Plaintiff and the Class Members
into purchasing a worthless product.

G. Facts as to Demetri Spencer

52.  Like many Cosamin consumers, Plaintiff Demetri Syersuffers from arthritis.

53.  For years, Plaintiff Spencer has experienced gistomfort and pain.

54. Plaintiff Spencer was exposed to the misrepresentatdiscussed herein (as to
product efficacy in reducing joint pain and proiegtcartilage and scientific proof thereof),
including those contained in Cosamin television garcials, internet advertisements and the
packaging for Cosamin DS. In reliance thereoninBfaSpencer purchased Cosamin DS on or

around October 2012 for approximately $60.

2’ SeeReichenbachet al, Meta-analysis: Chondroitin for Osteoarthritistoé Knee or Hip,
Ann Intern Med2007, 146: 580 — 590.
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55.  But for these representations, and further butifermaterial omissions regarding
studies implicating the inefficacy of Defendant'soguct, Plaintiff Spencer would not have
purchased the product or paid nearly as much for it

56.  Plaintiff Spencer consumed the entire bottle ofdais DS pills as directed on
the product’s package, but his joint pain was matuced, and he did not receive any of the
benefits promised.

IV.  CLASS ACTION ALLEGATIONS

A. Class Definition

57. Pursuant to Federal Rule of Civil Procedure 23jnifé brings this action for
himself and on behalf of a class defined as:

All natural persons residing in the State of Flaridho purchased Cosamin DS
for personal use and not for resale since April2I®)9.

58.  Specifically excluded from the Class are: (a) etldral court judges who preside
over this case and their spouses; (b) all persdrselect to exclude themselves from the Class;
(c) all persons who have previously executed anivated to Defendant releases of all their
claims for all of their Class claims; and (d) Defant's employees, officers, directors, agents,
and representatives and their family members.

B. Rule 23(a) Prerequisites

59. Numerosity. The Class is so numerous that joinder of all mensbis
impracticable. At this time, Plaintiff does notdu the exact size of the Class. Based on
information and belief, the Class is comprised toleast thousands of members so as to render

joinder of all Class Members impracticable.
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60. Commonality. Common questions of law and fact predominate awdividual
issues. There is a well-defined community of ies¢nn the questions of law and fact involved
affecting members of the Class. The questionawfdnd fact common to the Class predominate
over questions affecting only individual Class mensh and include, but are not limited to, the
following:

a. Whether Defendant’'s representations about Cosaefiectiveness are
true;

b. Whether Defendant's representations about the t#oterproof of
Cosamin’s effectiveness are true;

C. Whether Defendant’s deceptive conduct regarding a@ass
effectiveness and/or scientific proof would deceawveobjective consumer
acting reasonably in the circumstances;

d. Whether Defendant’s uniform representations andssioms constituted
deceptive acts in violation of FDUTPA,;

e. Whether Defendant’s sale and marketing of Cosamnstituted an unfair
practice in violation of FDUTPA,;

f. Whether Defendant’s uniform advertisements (proquextkaging and/or
television advertisements) violated Florida’s Maleng Advertising Law,
Fla. Stat. 817.41,

g. Whether Defendant’'s purported violation of Florsla’Misleading
Advertising Law constitutes jger seviolation of FDUTPA;

h. Whether Defendant’s products are worthless;

I. Whether Plaintiff and the Class Members are edtitie damages, and
what is the proper measure of Plaintiffs’ and tih&s€ Members’ loss;

J- Whether Plaintiff and the Class Members are entitie an award of
punitive damages; and

K. Whether Plaintiff and the Class Members are entiiteinjunctive relief.

61. Typicality. Plaintiff's claims are typical of the other Cladembers’ claims. As

described above, Defendant engages in a pervagsivertsing scheme, including most
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importantly the use of common and uniform produetkaging, resulting in substantially
uniform misrepresentation and/or omissions regardime efficacy of Defendant’s product
(misrepresentation), the scientific proof suppatidefendant’s product (misrepresentation), and
the failure to disclose studies highlighting theffitacy of Defendant’'s product (omission).
Further, at all times relevant, Plaintiff has stéfé and continues to suffer from conditions
resulting in joint pain which as do the typical @osn user and Class Member.

62. Adequacy. Plaintiff is an adequate representative of thas€lbecause he fits
within the class definition and their interestsrait conflict with the interests of the members of
the Class they seek to represent. Plaintiff witlsgcute this action vigorously for the benefit of
the entire Class. Plaintiff is represented by elgmeed and able attorneys. Class counsel have
litigated numerous class actions and complex casesb Plaintiff’'s counsel intend to prosecute
this action vigorously for the benefit of the eat{Class. Plaintiff and class counsel can and will
fairly and adequately protect the interests obathe members of the Class.

C. Rule 23(b) Prerequisites

63. Questions of law and fact common to the Class prnedlate over questions
affecting only individual Members, and a class@ctis superior to other available methods for
fair and efficient adjudication of the controversjhe damages sought by each member are such
that individual prosecution would prove burdensoam& expensive given the complex and
extensive litigation necessitated by Defendantisdemt. It would be virtually impossible for the
members of the Class to effectively redress thengsodone to them on an individual basis.
Even if the members of the Class themselves cdidddasuch individual litigation, it would be

an unnecessary burden on the courts.
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64. Furthermore, individualized litigation presents atgmtial for inconsistent or
contradictory judgments and increases the delay exebnse to all parties and to the court
system presented by the legal and factual issussdréy Defendant’s conduct. By contrast, the
class action device will result in substantial dgaeo the litigants and the Court by allowing the
Court to resolve numerous individual claims bageahua single set of proof in just one case.

V. CAUSES OF ACTION

A. First Cause of Action: Violations of Florida's Deceptive and Unfair Trade
Practices Act

65.  Plaintiff incorporates by reference each othergalton set forth in this First
Amended Complaint.

66. Plaintiff and the Class are “consumers” within theaning of Part Il of Chapter
501, Florida Statutes, relating to Florida Deceptiwd Unfair Trade Practices Act (“FDUTPA”).

67. Pursuant to FDUTPA, unfair methods of competitionconscionable acts or
practices, and unfair or deceptive acts or prastinghe conduct of any trade or commerce are
unlawful.

68.  Within four years prior to the filing of this Firshmended Complaint and
continuing to the present, Defendant, in the courfetrade and commerce, engaged in
unconscionable, unfair, and/or deceptive acts actmes harming Plaintiffs and the Class, as
described herein.

69. Plaintiff and the Class Members purchased Cosansinpart of consumer
transactions.

70.  Violation One: Deceptive Acts. Defendant violated FDUTPA by engaging in

deceptive acts against Plaintiff and the Classmélg:
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a. Defendant’s representations and omissions regargnogluct efficacy
and/or scientific proof are representations andforssions that are likely to mislead consumers
acting reasonable in the circumstances, to theurness detriment.

b. Clearly, reasonable consumers would, as a resultDefendant’s
misrepresentations and omissions, be misled aneMieethat Cosamin is (1) effective in treating
joint pain and protecting cartilage (2) has beeawen scientifically to do so; neither of which is
true.

C. It is highly probable that these representationd amissions (regarding
efficacy and proof) are likely to cause injury tor@asonable consumer, and Defendant’s
misrepresentations and omissions are likely toeatsiconsumers.

d. In this case, claims of efficacy and scientific gfravere the integral part
of Defendant’s marketing scheme, and the primaagaoe consumers purchased their product.

71. Violation Two: Unfair Practices. Defendant further violated FDUTPA by
engaging in unfair practices against Plaintiff #imel Class. Namely:

a. Given the high cost of Cosamin and that its consaraee seeking relief
from joint pain, Defendant’s sale of the produchieihr does not relieve joint pain, because it
cannot), especially accompanied by the misrepragens and omissions described herein, is a
practice this is immoral, unethical, oppressivesanapulous, and/or substantially injurious to
consumers. Specifically, Defendant has been pgeypon individuals who suffer from joint
pain, some of whom have arthritis, and seek a mtoduhelp control the pain and/or treat their
arthritis symptoms, and charging them a premiuntepfor a product that cannot work as

promised.
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b. These practices also offend established publiccpoliegarding the
protection of consumeragainst companies, like Defendant, who engage faiumethods of
competition.

C. Defendant’s representations in marketing and acbuagt the efficacy of
Cosamin to treat joint pain (as well as purportedop of this efficacy) is likely to mislead
consumers acting reasonably under the circumstalice$laintiff and members of the Class, to
their detriment. For example, Plaintiff and membafrghe Class spent money on Cosamin, a so-
called “premium joint health supplement,” becauseythad joint pain and/or discomfort and
Defendant promised that Cosamin was “proven” tattjeint pain and protect cartilage. In
reality, relevant and reliable science proves otis&, a material fact Defendant hid from
consumers. Thus, Defendant’s false and misleadiivgréising and material omissions caused
Plaintiff to spend money on a product that was hless.

d. Defendant’s conduct, which caused substantial ynjarPlaintiff and the
Class which could have been avoided, was not ogtveel by countervailing benefits to any
consumers or competition.

e. The practices complained of herein are not limtted single instance but
is rather done pervasively and uniformly at allégras against Plaintiff and the Class.

72.  Violation Three: Misleading Advertising. Defendant further violated FDUTPA
by violating a “statute...which proscribes unfair hreds of competition, or unfair, deceptive, or
unconscionable acts or practices.” Fla. Stat. ZIB(3)(c). Here, Defendant violated Florida’s
Misleading Advertising Law (Fla. Stat. 817.41),described in the “Second Cause of Action”

portion of this First Amended Complaint.
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73. Defendant’s misrepresentations, omissions, decep#ets, unfair practices,
and/or violations of other rules or statutes, ascdbed herein as violating FDUTPA, would
deceive an objectively reasonable consumer.

74.  As a result of Defendant’s misrepresentations, sions, deceptive acts, unfair
practices, and/or violations of other rules origts, Plaintiff and the Class Members suffered
actual damages by losing money. Defendant’s prtotkiavorthless and thus Defendant’s
damages are the purchase price of the producintiffland the Class paid a premium price for
Cosamin.

75. As a result of these FDUTPA violations, Plaintificathe Class Members are
entitled to actual damages, attorney’s fees, cdstdaratory relief, and injunctive relief.

B. Second Cause of Action: Misleading Advertising

76.  Plaintiff incorporates by reference each othergat®mn set forth in this First
Amended Complaint.

77. Through the misrepresentations and omissions madB®efendant’'s product
packaging and/or television advertising regardirffjcacy and scientific proof, Defendant
unlawfully disseminated or caused to be made ndsigaadvertisements in Florida, in violation
of Fla. Stat. 817.41.

78. Though described above, Plaintiff reiterates theecsjg circumstances
surrounding Defendant’s misleading advertising:

a. Who. Defendant made (or caused to be made) the material
misrepresentations and omissions described heRdmintiff is unaware, and therefore unable to
identify, the true names and identities of thogviuals at Nutramax who are responsible for

the false or misleading advertisements.
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b. What. Defendant’s product packaging made material misssgntations
regarding: (1) the efficacy of Cosamin in treatijgnt pain (e.g., the product packaging
advertised that Cosamin protects cartilage andredunce joint pain; (2) the scientific proof of
same (e.g., the representation that Cosamin wasvépr effective in controlled...studies to
reduce joint pain” and “shown effective in peeriesved, controlled, published U.S. research”).
Defendant’s television commercials and interneteaiising also made these misrepresentations
and/or substantially similar misrepresentationefeddant’s advertising was further misleading
in that it failed to disclose testing demonstratiing inefficacy of glucosamine hydrochloride and
chondroitin sulfate in reducing joint pain. PlainSpencer was exposed to these claims via the
product packaging and television advertisements.

C. Where. The false advertising occurred on Defendant’s pcogackaging
and in its television advertising which were (upaformation and belief) transmitted and/or
displayed throughout the State of Florida.

d. When. Defendant engaged in the false advertising detalledein
continuously during the Class Period.

e. Why. Defendant made the false advertisements with tteatrio induce
Plaintiff to rely upon them and purchase Cosamin.

79.  The misrepresentations and omissions as to praafficacy and scientific proof
are material to Plaintiff, the Class Members, dreldverage consumers.

80. Defendant knew or should have known (through thee@se of reasonable care or
investigation) that the advertisements were falag&rue, or misleading.

81. Defendant’s misrepresentations and omissions wesegyded and intended, either

directly or indirectly, for obtaining money from dtiff and the Class Members under false
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pretenses by inducing them to purchase Defendamtduct. Defendant intended that the
representations would induce Plaintiff and the €la&embers to rely upon it and purchase
Defendant’s product.

82.  Plaintiff and the Class Members relied to theirrideént on Defendant’'s false
advertising, by purchasing an expensive produdttttey would not otherwise have purchased.

83. Plaintiff and the Class Members suffered injury jurstifiable reliance on
Defendant’s false advertising; namely they lost eyohy purchasing an expensive product that
they would not otherwise (but for the false adwanty) have purchased.

84. Pursuant to Fla. Stat. 817.41, Plaintiff and thas€IMembers are entitled to costs,
reasonable attorney’s fees, actual damages, antiveuslamages

85. Punitive damages are appropriate here, given Daféné&nowingly misled
consumers including Plaintiff and the Class andagegd in the willful, wanton, and/or reckless
conduct described herein. Here, Defendant engagedtional misconduct (or alternatively,
gross negligence) as to the misrepresentationsoamsisions concerning product efficacy and
testing that form the heart of Plaintiff's claims.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff seeks judgment in favor of ket and the Class for the
following:

a. That the Court determines that this action may laéntained as a class

action under Rule 23 of the Federal Rules of Givdcedure; that Plaintiff

IS a proper class representative; and that thegdrasticable notice of this

action be given to members of the Class represdy@daintiff;
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b. That judgment be entered against Defendant andvr fof Plaintiff and
the Class on the Plaintiffs FDUTPA claim, for aatiand consequential
damages, equitable relief, including restitution d amestitutionary
disgorgement.

C. That judgment be entered against Defendant andvor fof Plaintiff and
the Class on Plaintiffs Misleading Advertising ioa for actual and
punitive damages;

d. That Defendant be permanently enjoined from itsaupfraudulent and
deceitful activity.

e. That judgment be entered imposing interest on dasjag

f. That judgment be entered imposing litigation camtsl attorneys’ fees
under Plaintiffs FDUTPA and Misleading Advertisietaims; and

g. For all other and further relief, including equiabelief, as this Court
may deem necessary and appropriate.

JURY TRIAL DEMANDED
July 1, 2013 Respectfully submitted,
KU & MUSSMAN, PA
/sl Brian T. Ku
Brian T. Ku, Esq. (Fla. # 610461)
brian@kumussman.com
Louis Mussman, Esq. (Fla # 597155)
Louis@kumussman.com
M. Ryan Casey, Es(Pro Hac Vice)
ryan@kumussman.com
Ku& Mussman, P.A.

12550 Biscayne Blvd., Ste. 406
Miami, Florida 33181
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