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STATEMENT COF THE | SSUE

The issue is whether Petitioner is required to provide
coverage for the gastric electrical stinulation device requested

by subscriber B.N.?



PRELI M NARY STATEMENT

By letter dated January 27, 2006, the Ofice of |nsurance
Regul ation (O fice) approved the recommendati on of the
Subscri ber Assistance Panel and directed Petitioner, Health
Options, Inc. (HO), to “authorize coverage for the Subscriber’s
Medtronic Enterra Therapy System” HO tinely filed a petition
for hearing, and | ater an anmended petiti on for hearing,
contesting that directive.

On April 5, 2006, the Ofice referred this case to the
D vision of Administrative Hearings (DOAH) for the assignnment of
an Admni strative Law Judge to conduct the hearing requested by
HO . The final hearing was schedul ed for June 14, 2006.

On June 8, 2006, during the tel ephonic hearing on a Joint
Motion to Continue Final Hearing, the parties agreed that an
evidentiary hearing was not necessary and that this case could
be deci ded based upon a stipulated record. See Order Canceling
Hearing dated June 8, 2006. A Scheduling Order was issued on
June 20, 2006, to establish deadlines for filing the agreed upon
conponents of the stipul ated record.

I n accordance with the Scheduling Oder, on July 10, 2006,
the parties filed Joint Exhibits 1 through 27, and on July 28,
2006, the Ofice filed the deposition Dr. Thomas Abell and HO
filed the deposition of Dr. Paul Hyman. On August 24, 2006, the

Ofice filed a typed errata sheet for Dr. Abell’s deposition



because the handwitten errata sheet included in the deposition
was illegible. On August 28, 2006, HO filed two pages that had
been inadvertently omtted fromJoint Exhibit 1. The stipulated
record conprises those materials and the stipul ations of fact
and | aw contained in the Amended/ Suppl enented Joi nt Pre-hearing
Stipulation, filed June 27, 2006.

HO 's notion to exclude a docunment that the O fice intended
to offer into evidence was granted through a detailed O der
dated July 7, 2006. That docunent -- a letter fromHO to
anot her subscri ber dated Novenber 24, 2003 -- is not part of the
stipul ated record.

The parties were afforded an opportunity to present cl osing
argunents by tel ephone on August 8, 2006. The original deadline
for the parties’ proposed final orders was August 18, 2006, but
t he deadl i ne was extended to August 25, 2006, at the parties’
request. Each party tinely filed a "proposed reconmended order"
even though, as noted in the O der G anting Extension of Tine
dat ed August 16, 2006, and as di scussed in the Concl usions of
Law, DOAH has final order authority in this case. The parties
post - hearing filings and oral argunents have been given due
consideration in preparing this Final Oder.

All statutory references in this Final Order are to the

2005 version of the Florida Statutes.



FI NDI NGS OF FACT

A. HO and the HMO Pl an

1. HA is a health maintenance organi zation (HMD |icensed
to do business in Florida.

2. HA issued a small group HMO contract to Austin Nunez
Creative Solutions, Inc., for the benefit of the conpany’s
enpl oyees and their eligible beneficiaries (hereafter “the HMO
Pl an”).

3. The effective date of the HMO Pl an was April 15, 2003.

4. The operative provisions of the HMO Pl an are contai ned
in the Certificate of Coverage, which was received into evidence
as Joint Exhibit 1.

5. The Certificate of Coverage provides that expenses for
health care services will be covered if, anobng other things not
inplicated in this case, the services are “Medically Necessary”

and “not specifically limted or excluded. One type of service

specifically excluded from coverage under the HMO Plan is

“Experinmental or Investigational services.

6. Wth respect to nedical necessity, the Certificate of
Coverage states:

HO does not cover or provide benefits for
any service which is otherw se covered if,
in the opinion of HO, such service is not
Medi cal ly Necessary, as defined in the

@ ossary Secti on.



HO s Medi cal Necessity decisions under this
Certificate of Coverage are solely for the
pur pose of coverage or paynent. In this
respect, HO may review nedical facts in
maki ng a coverage or paynent deci sion,
however, any and all decisions that require
or pertain to independent professional

nmedi cal judgnment or training, or the need
for medical services, nust be nmade solely by
t he Covered Person and the Covered Person’s
treating Physicians. It is possible that a
Covered Person or the Covered Person’s
treating Physician may conclude that a
particul ar service is beneficial,
appropriate, or desirable even though
expenses for such services nay be deni ed as
not being Medically Necessary.

(Enphasis in original).
7. “Medically Necessary” is defined in the Certificate of
Coverage to nean that:

a medi cal service or supply is required for
the identification, treatnent or nanagenent
of a Condition, and is, in the opinion of
HO :

A. consistent with the synptom
di agnosi s, and treatnment of the Covered
Person’ s Condi ti on;

B. wdely accepted by the practitioners’
peer group as efficacious and reasonably
saf e based upon scientific evidence;

C. universally accepted in clinical use
such that om ssion of the service or supply
in these circunstances rai ses questions
regardi ng the accuracy of diagnosis or the
appropri ateness of the treatnent;

D. not Experinmental or Investigational;

E. not for cosnetic purposes;



F. not primarily for the conveni ence of
t he Covered Person, the Covered Person’s
famly, the Physician or other provider; and

G the nost appropriate |evel of service,
care or supply which can be safely provided
to the Covered Person.

(Enphasi s supplied).

8. The use of the word “and” to connect the paragraphs in
this definition nmeans that a service or supply is nedically
necessary only if it nmeets each paragraph. Thus, a service or
supply is not nedically necessary if any of the paragraphs in
the definition are not net.

9. “Experinental or Investigational” is defined in the
Certificate of Coverage to nean:

any eval uation, treatnent, therapy, or
device . . . if, as determ ned solely by
HO :

A. such evaluation, treatnent, therapy,
or device cannot be lawfully marketed
wi t hout approval of the United States Food
and Drug Admi nistration or the Florida
Departnment of Health and approval for
mar keti ng has not, in fact, been given at
the tine such is furnished to the Covered
Per son;

B. such evaluation, treatnent, therapy,
or device is provided pursuant to a witten
prot ocol which describes as anong its
objectives the follow ng: determ nation of
safety, efficacy, or efficacy in conparison
to the standard eval uati on, treatnent,

t herapy, or device;

C. such evaluation, treatnent, therapy,
or device is delivered or should be



del i vered subject to the approval and
supervision of an institutional review board
or other entity as required and defined by
federal regul ations;

D. reliable evidence shows that such
eval uation, treatnment, therapy, or device is
t he subj ect of an ongoing Phase | or |
clinical investigation, or the experinental
or research armof a Phase Ill clinica
i nvestigation, or under study to determne:
maxi mum t ol er at ed dosage(s), toxicity,
safety, efficacy, or efficacy as conpared
with the standard neans for treatnment or
di agnosis of the Condition in question;

E. reliable evidence shows that the
consensus of opinion anong experts is that
further studies, research, or clinical
i nvestigations are necessary to deternm ne:
maxi mum t ol er at ed dosage(s), toxicity,
safety, efficacy, or efficacy as conpared
with the standard neans for treatnment or
di agnosis of the Condition in question;

F. reliable evidence shows that such
eval uation, treatnment, therapy, or device
has not been proven safe and effective for
treatnment of the Condition in question, as
evi denced in the nost recently published
medical literature in the Untied States,
Canada, or Geat Britain, using generally
accepted scientific, nmedical, or public
heal t h nmet hodol ogi es or statistical
practi ces;

G there is no consensus anobng practicing
Physi ci ans that the treatnent, therapy, or
device is safe and effective for the
Condition in question; or

H.  such eval uation, treatnent, therapy,
or device is not the standard treatnent,
t herapy, or device utilized by practicing



Physicians in treating other patients with
the sane or simlar Condition.

(Enphasi s supplied).

10. The use of the word “or” to connect the paragraphs in
this definition neans that a service or supply is considered to
be experinmental or investigational if any of the paragraphs are
met. Thus, the fact that one paragraph is not nmet does not nean

that a service or supply is not considered to be experinental or

investigational, if one of the other paragraphs is net.
11. “Reliable evidence,” as used in the definition of
“Experinental or Investigational,” is defined in the Certificate

of Coverage to nean:

A. records maintai ned by physicians or
hospital s rendering care or treatnent to
Covered Person or other patients with the
same or simlar Condition;

B. reports, articles, or witten
assessnents in authoritative nedical and
scientific literature published in the
United States, Canada, or Geat Britain

C. published reports, articles, or other
literature of the United States Departnent
of Health and Human Services or the United
States Public Health Service, including any
of the National Institutes of Health, or the
United States Ofice of Technol ogy
Assessnent ;

D. the witten protocol or protocols
relied upon by the treating physician or
institution or the protocols of another
physi cian or institution studying
substantially the same eval uati on,
treatnment, therapy, or device;



12.

E. the witten informed consent used by
the treating physician or institution or by
anot her physician or institution studying
the substantially the sanme eval uati on,
treatnment, therapy, or device; or

F. the records (including any reports) of
any institutional review board of any
institution which has reviewed the
eval uation, treatnent therapy, or device for
the Condition in question.

The Certificate of Coverage also includes this

notation followi ng the definitions of “experinental or

investigational” and “reliable evidence”:

13.

Services or supplies which are determ ned by
HO to be Experinmental or Investigational
are excluded . . . . In making benefit
determ nations, HO may also rely on

predom nant opi ni on anong experts, as
expressed in the published authoritative
literature, that usage of a particular

eval uation, treatnent, therapy, or device
shoul d be substantially confined to research
settings or that further studies are
necessary in order to define safety,
toxicity, effectiveness, or effectiveness
conmpared with standard alternatives.[?

B. The Subscri ber

(1) Cenerally

The subscri ber whose treatnent is at issue in this

case is a 45-year old female who, at all material tines,

i nsured under the HMD Pl an

was



14. The subscriber is not diabetic.

15. The subscri ber has been di agnosed with i ntestinal
dysnotility with gastroparesis, resulting in secondary synptons
of recurrent nausea and vom ting.

16. The subscriber has a history of depression.

17. The subscriber has a history of bulima, which is an
eating disorder. Her nedical records include a handwitten
notation that the bulima was present at the tinme of her divorce
and that the condition has been “resol ved.”?

18. The subscriber is obese. She is five feet, two inches

tall and, as of March 2006, she wei ghed 192 pounds.

(2) Pertinent Medical Hi story

19. In January 2005, the subscriber saw her primary care
physi cian, Dr. Christine Norton, conplaining of stonmach pain,
nausea, and vom ti ng.

20. Dr. Norton referred the subscriber for radiol ogical
eval uations of her liver and gall bl adder. The results of the
eval uations were normal .

21. Dr. Norton also referred the subscriber for an
esophagogast r oduodenoscopy. The procedure was perforned by Dr.
| swari Prasad on February 18, 2005.

22. Dr. Prasad observed a small hiatal hernia in the

subscri ber’s esophagus, and reported an inpression of “erosive
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antral gastritis.” He prescribed Nexium Zelnorm Reglan, and
her bal preparations.

23. Dr. Prasad referred the subscriber for a gastric
enptying study to determ ne whet her she had gastroparesis. A
gastric enptying study is the “gold standard” for diagnosing and
eval uating that condition.

24. Gastroparesis is a chronic nedical condition
characterized by a delay in stomach enptying in the absence of a
mechani cal obstruction. The synptons of gastroparesis include
nausea, vomting, bloating, and upper abdom nal disconfort after
eating.

25. Gastroparesis differs fromthe related condition of
dyspepsia in that patients with dyspepsia have bl oating or
di sconfort after eating, but they typically do not have the
nausea and vom ting associated with gastroparesis

26. A gastric enptying study is performed by a nucl ear
medi ci ne physician using radioactivity to neasure how food is
enptying fromthe stomach. The patient eats a nmeal containing
radi oactive material, and inmages are taken as the food passes
t hrough the stomach into the digestive system |If nore than 10
percent of the material remains in the stomach after a period of
four hours, the patient has gastroparesis.

27. The nedical literature reflects that a gastric

enptyi ng study should be perfornmed over a two to four hour
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period. It is possible to make a di agnosis of gastroparesis
based upon a study lasting |less than two hours, but the shorter
the study, the less reliable its results are because of norma
variations in gastric enptying.

28. The subscriber’s gastric enptying study was perforned
on March 3, 2005. The study was only 90 m nutes in |ength.

29. The study showed that the subscriber had “74% gastric
retention at 90 m nutes” and a “cal culated T one half of 207
m nutes,” which resulted in an inpression of “del ayed gastric
enptying.”

30. The subscriber next saw Dr. Hasan Hashm , a board
certified colon and rectal surgeon. The subscriber’s nedica
records reflect that Dr. Hashm surgically renoved all or part
of the subscriber’s colon in 2003 in an effort to address her
colonic dysnmotility or hyponotility.

31. Dr. Hashm reviewed the results of the gastric
enptying study and referred the subscriber to Dr. Juan Cendan, a
surgeon with the Shands Clinic at the University of Florida
( Shands).

32. The subscriber met wwth Dr. Cendan for an initial
eval uation on April 27, 2005. Dr. Cenden reviewed the
subscri ber’s nmedical history and physically exam ned her at that
visit. He prescribed a six-week trial of erythromycin, which is

a prokinetic drug intended to pronote gastric notility.
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33. The subscriber agreed to proceed with the trial of
erythronycin, but according to Dr. Cendan’s notes, she was
“di sheartened” by that recommended course of treatnent because
“she was hoping [Dr. Cendan] could sinply put in a gastric
pacemaker and fix the problem” Dr. Cendan’s notes reflect that
he explained to the subscri ber that a “gastric pacenaker” was
not a “fix for [her] problent because even though it “allows a
significant inprovenent in gastroparesis synptons,” it “does not
cause her stomach to enpty any faster.”

34. The subscriber returned for a followup visit with Dr.
Cendan on June 8, 2005. Dr. Cendan’s notes fromthat visit
state that the subscriber “has had some inprovenent in her
colonic function with the erythromycin, but continues to have
nausea and vomting, and notes not much change with that since
her last visit.” Dr. Cendan’s notes also state that the
subscri ber “has had sone difficulty with erythromycin froma
rash standpoint,” but that she was taking another mnedication to
counteract the rash and “that she is doing better with it.”

35. Dr. Cendan’s notes fromthe June 8, 2005, visit state
that the subscriber was referred to Shands’ internal
gastroenterol ogy group “for any further reconmendations in an
effort to avoid surgical intervention.” The record does not

refl ect whether the subscriber ever saw anyone in that group.
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36. At the June 8, 2005, visit, the subscriber conpleted a
screening formfor “consideration towards a gastric pacenaker
pl acenent.” On the screening form the subscriber indicated a
frequency of nausea of seven days per week and a frequency of
vomting of three to four tinmes per week, with no
hospitalizations due to her illness in the preceding year.

37. In aletter to HO dated July 5, 2005, Dr. Cendan
requested a predeterm nation of coverage/prior authorization
“for the use of Medtronic Enterra Therapy for Gastroparesis,”

and in that letter, he referred to the subscriber as “an
excel l ent candidate for this therapy.” HO denied coverage, as
descri bed bel ow.

38. The subscriber saw Dr. Norton again in April 2006,
conpl ai ni ng that her nausea and vomiting were worsening, and
that she was suffering fromdizziness. Dr. Norton di agnosed
t hese synptons as side effects of the subscriber’s recurrent
nausea and vomting secondary to gastroparesis.

39. In a letter dated April 17, 2006, Dr. Norton described
t he subscriber’s synptons to include “nausea and vomting daily”
and she characterized the Enterra Therapy System recomended by

Dr. Cendan as the subscriber’s “last and only option to regain

her health."
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(3) Denial of Coverage and |Internal Review by HO

40. In a letter to Dr. Cendan dated August 2, 2005, HO
deni ed coverage of the Medtronic Enterra Therapy System (METS)
recomended for the subscriber (hereafter “original denia
letter”). The letter explained the basis of the denial as
fol | ows:

The nmedtronic enterra therapy for
gastroparesis neets the definition of
Experimental /1 nvestigational as defined in
t he Menber Handbook. Specifically, it neets
this definition because the consensus of
opi ni on anong experts is that further
studi es, research, or clinical
i nvestigations are necessary to determ ne
its safety, efficacy, or efficacy as
conpared to standard neans for the treatnent
of the Condition in question.

41. The subscri ber “appeal ed” the denial of coverage to

HO'’'s Internal Review Panel (IRP).

42. The IRP affirmed the denial of coverage in a letter to
t he subscri ber dated Septenber 1, 2005. The basis of the IRP s
deci sion was the same as that set forth in the original denial
letter, i.e., the METS is experinental or investigational as
defined in the HMO Pl an

43. In making its decision, the IRP received the input of
an external nedical consultant who was board certified in
i nternal nedicine and gastroenterol ogy and who revi ewed the
subscri ber’s nmedical records. The consultant’s report noted the

l[imted published studies on the efficacy of the METS,
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particularly with respect to idiopathic, non-diabetic patients
such as the subscri ber.

44. The subscri ber requested review of the IRP s decision
by HO’'s Board of Directors Gievance Commttee.

45. In a letter to the subscriber dated Septenber 19,
2005, the Gievance Cormittee affirned the denial of coverage
for the sane reason as set forth in the original denial letter
i.e., the METS is experinental or investigational as defined in
t he HMO Pl an.

46. The Gievance Conmittee' s letter advised the
subscri ber of her right under Section 408.7056, Florida
Statutes, to seek review of the denial of coverage through the
Subscri ber Assistance Panel (Panel).

(4) Review of the Denial by the Panel and the Ofice

47. The subscriber tinmely requested that the Panel review
HO ' s denial of coverage for the METS recommended by Dr. Cendan.

48. The Panel obtained a nedical consultation fromDr.
Eugene Trowers at the Florida State University Col | ege of
Medi ci ne.

49. Dr. Trowers is board certified in internal nedicine
with a subspecialty in gastroenterol ogy.

50. Dr. Trowers was of the opinion that the METS i s not
experinmental because it has received approval fromthe U S. Food

and Drug Adm nistration (FDA) under the humanitarian device
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exenption. Dr. Trowers did not refer to the definition of
“experimental or investigational” in the HVO Pl an

51. The Panel held a hearing on Decenber 19, 2005. The
subscri ber made a presentation at the hearing, as did a
representative of HO.

52. The Panel issued its proposed reconmended order on
Decenber 27, 2005, finding in favor of the subscriber and
recommendi ng that HO be ordered to provide coverage for the
subscri ber’s METS.

53. The O fice approved the Panel’s decision in a letter
dated January 27, 2006. The letter stated that “[t]he Ofice
concurs with the Panel’s Proposed Reconmended Order that the
Enterra Therapy systemis not ‘experinental’ and hereby orders
[HO] to authorize coverage for the Subscriber’s Medtronic
Enterra Therapy System”

54. The letter advised HO of its right to request a
summary hearing to contest the O fice’ s decision pursuant to
Sections 120.574 and 408. 7056(13), Florida Statutes.

55. HA tinely requested a hearing, which gave rise to
t hi s DOAH proceedi ng.

56. HA argues that it is not required to provide coverage
for the METS requested by the subscriber for two reasons: (1)
the device neets the definition of “Experinental or

| nvestigational” in the HVMO Plan and, therefore, is specifically
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excl uded from coverage; and (2) the subscriber is not an
appropriate candidate for gastric electrical stimulation based
upon her nedical history and, therefore, the device is not
“Medi cal |y Necessary” for the subscriber as that termis defined
in the HVO Pl an

57. The first point is the basis upon which coverage was
denied in the original denial letter and throughout the review
process that culmnated in the Panel’s recomendati on, which was
accepted by the Ofice. The second point was not raised during
the review process, but rather was raised for the first tine in
t his DOAH proceedi ng.

C. Medtronic Enterra Therapy System

(1) Cenerally

58. The METS is a gastric electrical stinulation device
(GESD), and has been described in layman’s terns as a “stonmach
pacenaker .”

59. The METS is for use in patients with “chronic
intractable (drug-refractory) nausea and voniting secondary to
gastroparesis of diabetic or idiopathic etiology.”

60. The METS is surgically inplanted in the patient and
delivers an electrical pulse that stimulates the stomach nuscle
and/or the enteric nervous system The surgical procedure was
described by Dr. Cendan as follows in his letter requesting pre-

aut hori zati on coverage for the subscriber’s device:
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The [subscriber] will be admtted to the
hospital as an inpatient. Hospitalization
for the procedure is overnight. The inplant
procedure takes approxi mately 1-3 hours and
is perfornmed while the [subscriber] is under
general anesthesia. Two unipol ar
intranuscul ar leads are inplanted in the
nmuscl e wall of the stomach, about 1.0 cm
apart, either via |laparotony or | aparoscopic
techni que. (To reduce the possibility of
stomach wal | perforation, endoscopy is used
interoperatively.) The |eads are connected
to the neurostinmulator, which is placed in a
surgically created subcutaneous pocket in

t he abdom n.

61. Gastric electric stinmulation is an energi ng therapy
for gastroparesis, but as discussed below, its efficacy for
treati ng and nmanagi ng gastroparesis has not yet been proven.

62. (Gastroparesis is typically treated/ nanaged with
dietary restrictions, drug therapies, and/ or suppl enental
nutrition through enteral or parenteral feeding. The drug
t her api es include conbinati ons of prokinetic drugs (such as
erthomycin) to pronote gastric nmotility, and antienetic drugs to
all eviate synptons of nausea and vomiting. The use of a GESD is
appropriate only where the patient does not respond to the other
treat ments

(2) FDA Approva

63. The METS was approved for use by the FDA in March 2000
as a Humanitarian Use Device (HUD) pursuant to the humanitarian

devi ce exenption (HDE) in federal |aw.
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64. A HUDis a device that is intended to benefit patients
by treating or diagnosing a condition that affects fewer than
4,000 individual s per year in the United States.

65. The METS may be lawfully marketed in the United States
by virtue of its status as an HUD

66. The METS is the only GESD that has received approval
under the HDE and, as a result, it is the only GESD avail abl e
for use in the United States.

67. FDA approval of a device under the HDE does not
require a showing that the device is effective. It only
requires a show ng that the device is probably effective.

68. A manufacturer that seeks approval of a device under
the HDE is not required to present results of scientifically
valid clinical investigations denonstrating that the device is
effective for its intended purpose. However, the applicant nust
present sufficient information for the FDA to deternine that the
devi ce does not pose an unreasonable or significant risk of
illness or injury, and that the probable benefit to health
out wei ghs the risk of injury or illness fromuse. Additionally,
the applicant nmust denonstrate that no conparabl e devices are
avail able to treat or diagnose the disease or condition, and
that the applicant could not otherw se bring the device to

mar ket .
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69. The data presented to the FDA to denonstrate the
probabl e effectiveness of the METS was primarily froma 33-
patient clinical study referred as the WAVESS Study. The study
showed reductions in vomting episodes for patients using the
METS, but the reductions were nore significant for diabetic
patients than for idiopathic patients.

70. The FDA inposes restrictions on manufacturers whose
medi cal devices are approved under the HDE. For exanple, the
manuf acturer nust include a | abel on the device stating that
even though the sal e/use of the device is authorized by federal
law, its effectiveness for a specific indication has not been
proven.

71. The label for the METS conplies with this requirenent,
and specifically states that “[t]he effectiveness of this device
has not been denonstrated.”

72. The use of a HUD is subject to the review and approval
of a health care facility s institutional review board (IRB).
The IRB is responsible for initial and continuing review of the
HUD, and it nay approve the use of the device under a protocol
or on a case-by-case basis.

73. The FDA does not require informed consent fromthe
patient prior to using a HUD, but each of the university health
centers where the parties’ testifying experts are affiliated

require patients to sign special consent forns. The forns
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advi se patients that the safety and efficacy of the METS has not
been proven, but that it is probably effective and that it has
recei ved approval fromthe FDA under the HDE

74. The consent formused by the Ofice’'s testifying
expert witness at the University of M ssissippi Medical Center
al so advises patients that their data will be collected and
anal yzed “to determ ne the safety and effectiveness of the
device over tine.” The record does not reflect whether or not
Shands, the facility where the subscriber’s device will be
i npl anted, uses a consent formw th simlar | anguage.

(3) Medical Literature

75. The stipulated record includes a nunber of articles
di scussing gastric electrical stinmulation and the treatnent of
gastroparesis.*

76. The articles are peer-reviewed articles published in
authoritative nedical journals and neet the definition of
“reliable evidence” in the HMO Pl an, even though sone of the
studi es discussed in the articles have been criticized for their
limtations.?>

77. Several of the articles conclude that gastric
el ectrical stinmulation benefits patients with severe
gastroparesis by decreasing vomting frequency and i nproving
quality of life. However, as discussed below, the articles do

not reflect a consensus of opinion that gastric electric
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stimulation is a safe and efficacious treatment for
gastroparesis, particularly with respect to idiopathic patients
such as the subscri ber.

78. Many of the articles, including several of those that
have favorabl e concl usi ons about gastric electrical stinulation,
were “sponsored in part” or “supported in part” by Medtronic,

I nc., which manufactures the METS. Medtronic has an obvi ous
financial interest in the METS gaining as nmuch |l egitimcy as
possible in the scientific comunity, and favorable articles in
the nedical literature is one way for it to do so.

79. The nost current article received into evidence is an
April 2006 article published in the Journal of
Neur ogastroenterol ogy and Motility titled “Treatnent of
Gastroparesis: A Miultidisciplinary Cinical Review (hereafter
“the April 2006 article”).®

80. The April 2006 article is a conprehensive “consensus
docunent” devel oped by the Anmerican Mtility Society Task Force
on Gastroparesis’ to “review{] the current treatnment options for
managenent of gastroparesis.” The article summarizes the
research studi es on gastroparesis that have been published in
the medical literature from 1966 to 2005 in an effort to provide
“practical therapeutic guidelines” for treating and managi ng

patients wi th gastroparesis.
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81. The April 2006 article reports that only two nmulti -
center trials have been conducted to evaluate the efficacy of
gastric electrical stinulation. Only one of those studies --

t he WAVESS Study -- was a “shamsinulation controlled study.”

82. The WAVESS Study showed a statistically significant
reduction in vomting when the GESD was on, but it found that
“the benefits of treatnment were predomnately, if not
excl usively, experienced by the diabetic group.” On this point,
t he August 2003 article that presented the results of the WAVESS
St udy st at ed:

The synptom i nprovenent observed in this
study was nore consistent in the diabetic
(vs. idiopathic) subgroup. This nmay be
because the idiopathic patients reflect a
rel atively heterogeneous popul ati on when
conpared with the diabetic patients. More

specifically, idiopathic gastroparesis my
be related to any of a nunber of factors,

including viral illness, gastroespohagea
refl ux, nonnucl ear dyspepsia, abdom nal
pai n, and depression. Idiopathic patients

tend to have a | onger synptom duration and
poorer quality of life than that seen in
ot her subgroups with gastroparesis, perhaps
explaining the nore limted inprovenent we
observed with that etiol ogy.®
83. After discussing the limted clinical studies that
have been perforned to date, the April 2006 article concl udes
that “[while the results of these investigations are

encour agi ng, the clinical benefits of gastric electrica

stinul ati on have not been unequivocally denonstrated . . . .”
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84. The April 2006 article also notes that “[t]he
mechani sn(s) underlying the clinical benefits of the [GESD] are
not fully understood.” In layman’s ternms, this neans that the
researchers do not know why gastric electrical stimulation
appears to provide synptomreductions for sone patients in the
st udi es.

85. The nedical literature suggests that gastric
el ectrical stimulation may provide a “placebo effect” for the
patient, which neans that the patient feels better sinply
because he or she has the device and is being closely nonitored
by physicians. In this regard, one of the articles noted that
the pl acebo effect of the device “could not be ruled out.”®

86. The April 2006 article states that “[c]andidates for
i mpl antation of the [GESD] include patients with chronic
di abetic or idiopathic gastroparesis with relentl ess nausea or
vom ting who are not responding to appropriate diet and
medi cati on thereapy.” The article does not explain what is
meant by “rel entl ess” nausea or vomting.

87. The April 2006 article includes a table listing the
“consensus opinions of the authors . . . regarding the organized
approach to treating [gastroparesis].” The table includes
gastric electrical stinulation as a treatnent option, but it is
the last option listed in the antienetic therapy category after

various types of drugs.
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88. Thus, it appears fromthe April 2006 article that
there is now a consensus of opinion that gastric electric
stinulation nay be appropriate for certain patients with
gastroparesis, but only in the nost severe cases. This is a
change from Novenber 2004, when it was noted that “[t]here is no
consensus regardi ng nmanagenent of patients with gastroparesis
who do not respond to sinple antienetic or prokinetic therapy or
who devel op severe nedication-induced side effects.”'

89. There are additional ongoi ng studies designed to,
anong ot her things, confirmthe safety and efficacy of the GESD
and to help determ ne which patients are the nost appropriate
candi dates for gastric electrical stimulation.

90. On this point, the American Gastroenterol ogy
Associ ation noted in a conprehensive Novenber 2004 technical
review article that “[f]Jurther investigation is needed to
confirmthe effectiveness of gastric stinmulation in |long-term
bl i nded fashion, which patients are likely to respond, the
opti mal el ectrode position, and the optimal stinulation
paranmeters, none of which have been rigorously evaluated to
date.”' Qher articles also recormended further studies and
eval uation of the safety, efficacy, and optinmal use of gastric

el ectrical stinmulation.
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(4) Expert Opinions

91. HOA's testifying expert witness, Dr. Paul Hyman, is
enpl oyed by the University of Kansas Medical Center. He is a
prof essor of pediatrics and the head of pediatric
gastroenterol ogy at the university.

92. Dr. Hyman is board certified in pediatrics and
pedi atric gastroenterology. He is not board certified in
gastroenterol ogy or internal nedicine.

93. Dr. Hyman has not authored any peer-reviewed articles
regarding gastric electrical stimulation; he has not conducted
any published clinical trials involving the use of the METS and
he has never performed a gastric enptying study on an adult.

94. Alnost all of Dr. Hyman’s gastroenterol ogica
experience is in the context of pediatric patients, but he
testified that he collaborates with Dr. R chard McCallumon a
daily basis about difficult adult gastroenterol ogical patients
that Dr. McCallumis seeing, including patients for whom
“electrical pacing may be the answer to help them” Dr. Hyman
descri bed the nature of the collaboration as “very informal,
everyday, kind of, back and forth” discussions, and the evidence
was not persuasive that Dr. Hyman is responsible for or directly
involved in the treatnment of such patients.

95. Dr. MCallumis a recognized | eader in the field of

gastric electrical stinmulation. He has inplanted 200 to 300
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METS, and he has published a nunber of articles detailing the
reductions in nausea and vomiting epi sodes observed in patients
who have received a METS. Dr. Thomas Abell, the Ofice’'s
testifying expert witness, was a coauthor with Dr. MCal |l um on
several of the articles.

96. Dr. Hyman opined that the subscriber is not an
appropriate candidate for a GESD because she had not been
properly di agnosed with gastroparesis because her 90-m nute
gastric enptying study was not |ong enough to fully assess the
extent that her stomach enptied; because an antroduodenal
manonetry has not been perforned to determ ne whether the
subscri ber has central nervous systemissues rather than
di gestive system i ssues; because she has not pursued al
possi bl e drug therapies, such as doperidone and netocl opram de
(which are prokenetic agents) and a trycyclic anti depressant
such as Neurontin (which is an antienetic agent); and because
her history of bulima excludes her frombeing a candidate for
the METS since an eating disorder is “highly suggestive that
there’s central nervous systemabnornalities” rather than
di gestive abnornalities.

97. Dr. Hyman also opined that there is not consensus in
the medical literature that the METS is an efficacious treatnent
for idiopathic gastroparesis. In his opinion, the only

scientifically valid study was the WAVESS Study and, as noted
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above, that study showed no significant reduction in the nunber
of vom ting episodes for idiopathic patients.

98. Dr. Hyman recognized Dr. Abell, the Ofice's
testifying expert witness, as a leader in the field of gastric
el ectrical stinulation who he respects and admres for his
intelligence and conpassion. He testified that Dr. Abell is the
“best person to ask” about certain characteristics of idiopathic
patients with gastroparesis.

99. Dr. Abell is enployed by the University of M ssissipp
Medi cal Center in the internal nedicine/digestive di sease
depart nent .

100. Dr. Abell is board certified in famly nedi cine,

i nternal nedicine, and gastroenterol ogy.

101. Dr. Abell is recognized as leader in the field of
gastric electrical stimulation. He has authored or coauthored
numer ous peer-reviewed articles regardi ng gastroparesis and
gastric electrical stinmulation, and he has been involved in
several clinical trials involving the use of the METS.

102. Dr. Abell and the University of M ssissippi Mdica
Center inplant nore METS than any ot her physician/center in the
country.

103. Dr. Abell described hinself as “a Medtronic guy.” He
does not own stock in the conpany, but he does have a contract

with the conpany that has paid himan average of $2,000 per year
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for the past 10 years. Medtronic also provided funds to the
Uni versity of M ssissippi Medical Center to sponsor Dr. Abell’s
wor k, although he testified that the support provided by the
conpany “doesn’t cone anywhere close to covering our expenses.”

104. Dr. Abell opined that the subscriber is “a good
candi date” for the METS. |In support of his opinion, Dr. Abell
testified that the 74 percent retention reflected in the
subscriber’s 90-m nute gastric enptying study was adequate for
himto diagnose the patient with gastroparesis even though he
acknow edged that a four-hour test is “hel pful and better”; that
an antroduodenal manonetry would not add anything in the
subscri ber’s case because that test is used when the patient’s
gastric enptying is close to normal or the patient had nausea
but no vomting, or pain and no nausea or vomting; and that the
subscri ber’s past history of bulima and depressi on does not
necessarily exclude her as a candidate for the METS even though
those conditions were used as a basis to exclude patients from
sone of the studies that Dr. Abell conducted.

105. Dr. Abell considers the METS to be “a proven device”
and not experinental or investigational. 1In his opinion, the
efficacy of the device has been accepted by the nedical
comunity as reflected in the April 2006 article discussed

above. Another reason that Dr. Abell does not consider the METS
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to be experinental or investigational is that it has been
appr oved by the FDA under the HDE. '?

D. Utimte Findings

106. The preponderance of the evidence establishes that
the subscriber is an appropriate candidate for the METS. She
has been di agnosed with gastroparesis, and efforts to
treat/ manage her condition with drugs and other therapies have
proven to be unsuccessful.

107. Dr. Abell’s testinony that the subscriber is "a good
candi date" for the device -- and not excluded because of the
eating disorder in her past and/or the fact that she had only a
90-m nute gastric enptying test -- was consistent with the
assessnents of the subscriber’s treating physicians and is found
nore persuasive that Dr. Hyman's contrary testinony.

108. In making the foregoing finding, the undersigned took
into account the reasons given by Dr. Hyman for his opinion that
t he subscriber is not an appropriate candidate for the METS as
well as Dr. Abell’s relationship with Medtronic and its interest
inlegitimzing the device. The weight given to Dr. Hyman's
opinion is tenpered significantly by his limted direct persona
experience in diagnosing and treating adult patients with
gastroparesis. Dr. Abell’s relationship with Medtronic affected

the weight given to his opinion, but it did not, in the

31



undersigned’s view, undernmine his ultimate opinion that the
subscriber is “a good candidate” for the device.

109. Thus, contrary to HO'’'s argunent, coverage for the
METS recommended for the subscriber nmay not be denied on the
basis that the device does not neet paragraphs A and G of the
HVO Pl an's definition of “Medically Necessary.”!®

110. However, the preponderance of the evidence
establishes that the METS is “experinmental or investigational”
as that phrase is defined in the HMO Pl an

111. The evidence establishes that, at a mninmum the
device falls within paragraphs C, E, and F of the definition of
“experinmental or investigational” in the HMO Pl an because the
use of the device is subject to the review and supervision of an
| RB; the nmedical literature reflects a consensus of opinion that
furt her studies are necessary to determ ne the device's efficacy
(as conpared to its probable efficacy that was shown to obtain
FDA approval under the HDE); and the nedical |iterature does not
reflect a consensus of opinion that the device has been proven
effective (as conpared to probably effective), particularly in
i di opat hic patients such as the subscriber.

112. Because the METS is “experinmental or investigational”

as that phrase is defined in the HMO Plan, HO is not required

to provide coverage for the subscriber’s device.
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CONCLUSI ONS OF LAW

113. DOAH has jurisdiction over the parties to and subject
matter of this proceedi ng pursuant to Section 408. 7056, Fl orida
St at ut es.

114. This de novo proceeding is subject to the sunmary
hearing procedures in Section 120.574, Florida Statues. See
8§ 408.7056(13), Fla. Stat.

115. The Adm nistrative Law Judge’'s decision in a
proceedi ng under Section 120.574, Florida Statutes, is final
agency action subject to judicial review and, therefore, is in
the formof a Final Oder rather than a Recormended Order. See

§ 120.574(2)(f), Fla. Stat.; Health Options, Inc. v. Agency for

Health Care Adnin., Case No. 02-3762, 2003 Fla. Dv. Adm Hear.

LEXIS 299 (DOAH Mar. 3, 2003) (final order issued by
Adm ni strative Law Judge in a case arising under Section

408. 7056, Florida Statutes); Foundation Health v. Dept. of

| nsurance, Case No. 00-5007, 2001 Fla. Div. Adm Hear. LEXI S
2479 (DOAH Feb. 28, 2001) (sane).

116. The HMO Plan is an “enpl oyee wel fare benefit plan”
under the Enpl oyee Retirenent Incone Security Act (ERISA), 29
U S.C. Section 1001, et seq.

117. The rights and obligations of Petitioner and the

subscri ber under the HMO Pl an are governed by the ternms of the
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plan, as well as all applicable state and federal |aws and
regul ati ons.

118. Wen construing an insurance policy such as the HVO
Plan, the policy nust be read as a whol e and each provision nust

be given its full nmeaning and operative effect. See Excel sior

Ins. Co. v. Ponona Park Bar & Package Store, 369 So. 2d 938, 941

(Fla. 1979).

119. Wien the | anguage of an insurance policy is clear and
unanbi guous, it must be interpreted according to its plain
nmeani ng, giving effect to the policy as it was witten. See

Swire Pacific Holdings, Inc. v. Zurich Ins. Co., 845 So. 2d 161,

165 (Fla. 2003). The court may not rewite the policy, add
meani ng that is not present, or otherw se reach a result that is
contrary to the intention of the parties. 1d. (quoting

Excel sior, supra).

120. However, if the | anguage of the policy is susceptible
to nore than one reasonable interpretation, it is anbiguous, and
the court will resolve the anbiguity in favor of the insured and

agai nst the insurer who drafted the policy. 1d.; Auto-Oaners

Ins. Co. v. Anderson, 756 So. 2d 29, 34 (Fla. 2000).

121. An insurance policy is not autonatically rendered
anbi guous sinply because a provision in the policy is conplex

and requires analysis for application. See Swire Pacific

Hol di ngs, 845 So. 2d at 165.

34



122. If the insurer fails to define a termin a policy,
the insurer cannot take the position that the term shoul d be

given a narrow, restrictive interpretation. See State FarmFire

& Casualty Co. v. CTC Devel opment Corp., 720 So. 2d 1072, 1076

(Fla. 1998). However, where, as here, the policy defines an
operative term the term should be construed in accordance with
the definition in the policy even if that definition is nore
narrow t han the ordinary understandi ng or usage of the term

123. The HMO Plan is not anbiguous with respect to the
scope of coverage for nedically necessary services or the scope
of the exclusion of experinmental or investigational services.
The HMO Pl an defines the operative terns “nedically necessary”
and “experinmental or investigational” with great specificity and
even defines sone of the terns -- e.g., “reliable evidence” --
used in those definitions.

124. Under ERI SA, insured has the burden to prove that she

is entitled to the benefits being sought. See Horton v.

Reliance Standard Life Ins. Co., 141 F.3d 1038, 1040 (11th Cir.

1998).
125. Simlarly, Florida | aw governing the interpretation
of insurance contracts provides that the insured has the initial

burden to establish coverage under the policy. See, e.g., East

Florida Hauling, Inc. v. Lexington Ins. Co., 913 So. 2d 673, 678

(Fla. 3d DCA 2005).
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126. Thus, the Ofice (on behalf of the subscriber) has
the burden to prove by a preponderance of the evidence that the
subscri ber is an appropriate candi date for the METS based upon
her nedical history and presentation.

127. The Ofice nmet its burden of proof on this issue
See Fi ndings of Fact 106-109.

128. Once the insured establishes that a claimfalls
wi thin the scope of coverage provided by the policy, the insurer
has the burden to prove that the | oss arose froma cause that is

excepted under the policy. State Farm Miutual Autonobile Ins.

Co. v. Pridgen, 498 So. 2d 1245, 1248 (Fla. 1986). See also

East Florida Hauling, 913 So. 2d at 678 (“Once the insured shows

coverage, the burden shifts to the insurer to prove an exclusion
applies to the coverage.”)

129. Thus, HO has the burden to prove by a preponderance
of the evidence that the METS is excluded from coverage under
the terns of the HMO Pl an and, specifically, the definition of
“experinmental or investigational.”

130. The definition of “experinmental or investigational”
in the HMO Pl an nust be given effect as witten even though, as
suggested in Dr. Abell’s testinony and Dr. Trowers report, the
definitionin the plan differs fromthe FDA's usage of the terns

experinmental and investigational.
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131. HO net its burden of proof on this issue. See
Fi ndi ngs of Fact 110-112.

132. Section 408.7056(13), Florida Statutes, provides that
“[1]f the managed care entity does not prevail at the hearing,
the managed care entity nust pay reasonable costs and attorney’s
fees of the . . . office incurred in that proceeding.”

133. There is no correspondi ng provision requiring the
Ofice to pay the managed care entity’s costs and attorney’s
fees where, as here, the managed care entity prevails at the
heari ng.

134. Therefore, no costs or attorney’'s fees are awarded to
ei ther party.

ORDER

Based upon the foregoing Fi ndings of Fact and Concl usi ons
of Law, it is

ORDERED that HO is not required to provide coverage for
the gastric electrical stinulation device requested by the

subscri ber.
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DONE AND ORDERED this 11th day of Septenber, 2006, in

Tal | ahassee, Leon County, Flori da.

//KM/M«/

T. KENT WETHERELL,

Adm ni strative LaM/Judge

Division of Adm nistrative Hearings
The DeSoto Buil di ng

1230 Apal achee Par kway

Tal | ahassee, Florida 32399-3060
(850) 488-9675  SUNCOM 278- 9675
Fax Filing (850) 921-6847

wwwv. doah. state. fl.us

Filed with the Cerk of the
D vision of Adm nistrative Hearings
this 11th day of Septenber, 2006.

ENDNOTES

'/ 1dentifying information about the subscriber was redacted
fromthe nmedical records and other documents included in the
joint exhibits, and she will be referred to only as “the
subscriber” in this Final Oder. See 8§ 408.7056(14)(a), Fla.
Stat.

2/  Certificate of Coverage, page 1-7 (supplenent to Joint
Exhibit 1 filed by HO on August 28, 2006).

3/ Joint Exhibit 2 (second page of Enterra Therapy Screening
Form. See also Joint Exhibit 26, at 12 (subscriber’s
presentation to the Subscri ber Assistance Panel that her divorce
was “15 years ago,” that she went through counseling for her
eating disorder, and that it “has been resol ved and was resol ved
many years ago”).

*/  See Joint Exhibits 3, 19(1)-(5), 25(1)-(9). Each article was
revi ewed, but particular focus was given to the articles
referred to by the parties at oral argument -- e.g., Joint
Exhibits 19(3), 19(5), 25(1)-(4), 25(6) and 25(9).
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°/ See, e.g., Joint Exhibit 19(4), at 13 (raising a nunber of
guestions about the “validity and generalizability” of the
exi sting studies, including the WAVESS St udy).

®/  The article is Exhibit 2 to Dr. Thomas Abel|’s deposition.

'l The Office’s testifying expert, Dr. Thomas Abell was a nenber
of the task force and a coauthor of the article, as was Dr.

Ri chard McCallum who works with HO's testifying expert wtness
at the University of Kansas Medical Center.

8 Joint Exhibit 25(1), at 427.

% See Joint Exhibit 25(9), at 25. That article, published in
January 2006, also stated that “[f]Juture well -controlled studies
to investigate the efficacy of GES therapy and to clarify the
maj or contributing nechanisnms will be inportant and are
currently being conducted.” Id.

10/ Joint Exhibit 19(3), at 1610.

1/ Joint Exhibit 19(3), at 1612.
12/ See Dr. Abell's deposition, at 17-18 (explaining his opinion
that the METS is not experinmental or investigational in relation
to the FDA standards related to those terns) and 127 (expl aining
that “experinmental [is] strictly for experinent |ike one patient
which is the FDA definition of the word” and that
“[i]nvestigation is sonmething that has an | DE, Investigational
Devi ce Exenption”).

13/ Those paragraphs were the focus of HO's argunent that the
subscriber is not an appropriate candidate for the METS. See
HO ' s Proposed Recommended Order, at { 59.

COPI ES FURNI SHED

Kevin M MCarty, Conmm ssioner

O fice of Insurance Regul ation
Fi nanci al Servi ces Conm ssion
Departnent of Financial Services
200 East Gai nes Street

Tal | ahassee, Florida 32399-0305
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St eve Parton, General Counse

O fice of Insurance Regul ation
Fi nanci al Servi ces Comnm ssi on
Departnent of Financial Services
200 East Gai nes Street

Tal | ahassee, Florida 32399-0305

Paul A. Norman, Esquire

O fice of Insurance Regul ation
200 East Gaines Street

612 Larson Buil ding, Room 646-C
Tal | ahassee, Florida 32399

Daniel Alter, Esquire

Gray Robi nson, P.A

401 East Las O as Boul evard, Suite 1850
Fort Lauderdale, Florida 33301

NOTI CE OF RIGHT TO JUDI Cl AL REVI EW

A party who is adversely affected by this Final Oder is
entitled to judicial review pursuant to Section 120.68, Florida
Statutes. Review proceedings are governed by the Florida Rules
of Appell ate Procedure. Such proceedi ngs are commenced by
filing the original Notice of Appeal wth the agency clerk of
the Division of Adm nistrative Hearings and a copy, acconpani ed
by filing fees prescribed by law, with the District Court of
Appeal, First District, or with the District Court of Appeal in
the Appellate District where the party resides. The notice of
appeal nmust be filed within 30 days of rendition of the order to
be revi ewed.
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