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INTHE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF KANSAS

GREAT PLAINSLABORATORY, INC,,
Plaintiff,
V.

04-2125-KHV

METAMETRIX CLINICAL LABORATORY
Case No.

and

GREAT SMOKIES DIAGNOSTIC
LABORATORY,

N N N N N N N N N N N N N NS

Defendants.

COMPLAINT AND JURY DEMAND

Pantiff Great Pans Laboratory, Inc. complans againg Metametrix Clinica
Laboratory and Great Smokies Diagnostic Laboratory (collectively “Defendants’) as follows:

THE PARTIES

1 Great Plains Laboratory, Inc. (“Great Plans’) is a Kansas corporation
having its principal place of business at 11813 West 77" Street, Lenexa, Kansas 66214.

2. Metametrix Clinicd Laboratory (“Metametrix”) is a Georgia corporation
having its principd place of busness a 4855 Peachtree Indudtrid Boulevard, Suite 201,
Norcross, Georgia, 30092. Upon information and belief, NuBasix Nutritiond Wellness Center
(“NuBasix”) is a dividon of Metametrix having its principad place of busness a 4855 Peachtree
Industrid Boulevard, Suite 202, Norcross, Georgia, 30092.

3. Great Smokies Diagnostic Laboratory (“Grest Smokies’) is a North
Cardlina corporation having its principd place of busness a 63 Zillicoa Street, Asheville, North

Caroling, 28801.
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JURISDICTION AND VENUE

4, This action arises under the patent laws of the United States, Title 35 of
the United States Code. This Court has subject matter jurisdiction pursuant to 28 U.S.C. 88
1331, 1332, and 1338(a).

5. Upon information and belief, this Court has persond jurisdiction over
Metametrix and Grest Smokies, as they (1) transact business within this judicid digrict, (2) have
committed infringing acts within this judicid didrict by sdling, offering to sdl, and/or providing
certain infringing products and/or sarvices within this judicid digrict, and (3) have caused to
persons within this judicid didrict injury aisng out of infringing acts committed outsde of this
judicid digrict while Metametrix and Grest Smokies were engaged in solicitation or service
activitieswithin thisjudicia didrict.

6. Venuein thisjudicid didtrict is proper under 28 U.S.C. 88 1391 and 1400.

GENERAL ALLEGATIONS

7. Metametrix provides andyticad products and services related to nutritiona

and metabolic tedting of patients. Metametrix represents on its website, www.metametrix.com,

that it offers a broad range of testing procedures for physcians, hospitals, clinica laboratories,
and researchers that it is committed to helping hedth professonds identify nutritiond
influences on hedth and disease, and that it goplies advances in dlinicd biochemisry to
diagnosis and treatment.

8. Metametrix's website dlows individuals to order test kits and to view test
results. Metametrix represents on its webste that it produces and provides materias to guide
interpretation of test results and that its medicd specidists consult with clients concerning the

sgnificance of test results.

1382082v1



Case 2:04-cv-02125-JTM-DJW Document 1 Filed 03/29/04 Page 3 of 7

0. Metametrix represents on its webdte that its amino acid andyss is a
primary tool for the diagnoss of metabolic disorders and that such anaysis provides dinicians
with a useful and powerful tool for diagnosing metabolic disesases and monitoring amino acid
supplementation.  Metametrix further represents on its webdte that its amino acid andyss is
indicated in autism and a variety of other metabolic abnormdities and chronic conditions.

10. Metametrix represents on its webgte that increesng numbers of autigtic
children ae experiencing dramatic improvements in development and achievement due to
supplementation based on the results of Metametrix's Individualized Optima Nutrition (ION™)
profile.

11. Metametrix, through its NuBasix divison, provides andyticd products
and sarvices related to nutritiond and metabolic testing of patients.

12.  Meamerix, through its NuBasx divison, sdIs and offers to sdl amino

acid test kits and asociated sarvices via the NuBasix website, www.nubasix.com.  Metametrix

represents on the NuBasix webdte that autistic spectrum disorders can have an amino acid
insufficiency involvement.  Metametrix further represents on the NuBasx webgte that it
provides guidance in interpreting test results.

13. Meametrix's Dyshioss Metabolic Marker Profile test report lists the
measured quantities of certain metabolic markers including citramdate, [3-ketoglutarate, tartarate,
and adbinose and indicates, under the heading “Clinicd Significance” tha a vaiety of
symptoms, including behaviord disorders and autism have been associsted with overgrowth of
microbes that lead to increased production of citramdate, 3-ketoglutarate, tartarate, arabinose,
and other markers. The report adso indicates that citramaate, tartarate, and 3-ketoglutarate are

thought to have toxic metabolic interference.
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14. Metametrix, through NuBasix, advertises that it asssts in obtaning and
interpreting gppropricie metabolic and nutritiona  testing to identify nutriion and metabolic
imbdances and provides medicdly supervised implementation of the “Defeat Autism Now!”
(“DAN”) protocols for autistic spectrum disorders.  One NuBasix advertisement (entitled
“Mickey, 4 %, Autigic Spectrum, He never sops screaming”) lists “Mickey's’ devated levels of
citramalate and other dysbioss markers.

15. Great Smokies provides anayticd products and services related to
nutritiona, metabolic, and gagtrointestingl testing of patients.

16.  Great Smokies sdlls and offers to sell test kits and associated services via
its webste, www.gsdl.com.  Individuas wishing to purchase test kits related to a particular
condition may sdect the condition (eg., autism) on the Great Smokies webste. The webste
then presents the individua with one or more test kits (eg., amino acids andyss) from which to
choose.

17.  Great Smokies represents on its webdte that the results of its metabolic
andysis profiles can be used to address chronic systemic complaints, that levels of amino acids
secreted in urine can aso provide important clues about dietary and digestive factors influencing
autism, and that its intestind permesbility assessment is a critical tool for developing holistic
intervention strategies to treet autism.

18. Great Smokies represents on its webdte that its medicd science daff
works with clients on a daly bads and ddivers ingght into how functiond laboratory testing
from Grest Smokies directly connects to conditions that hedthcare providers encounter daily in

practice.
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19. Great Smokies dso offers an Autism Resource Center (“ARC’) website,

www.gsdl.com/autism  Great Smokies lists and offars severd “assessments for autism” on its

ARC webdte. Great Smokies represents on its ARC website that most autistic children show
abnormalities that can be measured by urine or plasma amino acid andyss and tha severd
functiona assessments performed by Great Smokies can provide important clues for developing
effective trestment Srategies for autigtic individuds.

20. Great Smokies advertises that its Metabolic Andyss Profile offers
“unique report features’ including “pediatric reference ranges (ages 2-12) for diagnosing
developmentd disorders and individudizing trestment plansin children.”

PATENT INFRINGEMENT

21. US Patent No. 5686311 (“the ‘311 patent”), entitted “Diagnosis of
Autism and Treatment Therefor,” duly and legdly issued to The Children's Mercy Hospitd on
November 11, 1997. A copy of the ‘311 patent is attached hereto as Exhibit A.

22. Great Pans is the current owner by assgnment of dl right, title, and
interest in and to the ‘311 patent and has the right to sue and recover for past infringements of
the ‘311 patent.

23. Metametrix and Grest Smokies have infringed and continue to infringe te
‘311 patent by practicing and performing the methods clamed in and covered by one or more
clams of the ‘311 patent.

24.  Metametrix and Great Smokies have induced and continue to induce
infringement of the ‘311 patent and have contributed to their customers infringement of the ‘311

patent by sdling products and services condituting a materia part of the invention of the ‘311
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patent knowing the same to be especidly made for use in an infringement of the ‘311 patent, and
not staple articles of commerce suitable for substantial non-infringing uses.

25.  The acts of infringement by Metametrix and Great Smokies have been and
continue to be willful.

26.  The acts of infringement by Metametrix and Great Smokies have caused
Great Plains damage and irreparable harm, for which there is no adequate remedy at law.

27. The ats of paent infringement by Metametrix and Great Smokies will
continue unless enjoined by this Court.

PRAYER FOR RELIEF

WHEREFORE, Great Plains prays for judgment against Defendants as follows:
@ That Metametrix and Great Smokies have infringed one or more clams of
the ‘311 patent;
(b) That Meamerix and Great Smokies have induced infringement of the
‘311 patent;

(© That Metametrix and Great Smokies have contributorily infringed the ‘311

(d) Tha Metametrix and Great Smokies be enjoined from further
infringement of the ‘311 patent;

(e That Metametrix and Grest Smokies be enjoined from inducing or
contributing to the infringement of the ‘311 patent;

® That Metametrix and Great Snokies be required to pay al damages
sugtained by Great Plains as a result of their various acts of infringement of the ‘311 patent, and

that such damages be trebled due to their knowing and willful infringement;
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()} That this is an exceptiond case pursuant to 35 U.S.C. § 285 and that
Gresat Plains be avarded its reasonable attorney fees;

(h) That Great Plains be awarded its costs and prgudgment interest on dl
damages, and

0] That Greast Plains be awarded such other and further rdief as the Court
deemsjust and proper.

JURY DEMAND

Great Plains hereby demands and requedts trid by jury of al issues raised that are
tridble by jury.

DESIGNATION OF PLACE OF TRIAL

Great Plains requests that the trid of this matter be held a the Kansas City,
Kansas Courthouse of the United States Didtrict Court for the Digtrict of Kansas.
Respectfully submitted,
SHOOK, HARDY & BACONL.L.P.
/s/ Michael B. Hurd

Michad B. Hurd, KS Bar # 12521
mhurd@shb.com

/9 Bart A. Starr
Bart A. Starr, KS Bar # 20165
bstarr@shb.com

2555 Grand Boulevard

Kansas City, Missouri 64108-2613
Telephone: 816.474.6550
Facamile: 816.421.5547

ATTORNEYSFOR PLAINTIFF
GREAT PLAINS LABORATORY, INC.
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