STATE OF VERMONT
HUVAN SERVI CES BOARD

In re Fair Hearing No. 19,661

)
)
Appeal of )

| NTRCDUCTI ON

The petitioner appeals a decision by the Departnent for
Chil dren and Fam |lies, Econom c Services Division, (DCF)
denying the petitioner’s request for prior approval for
artifical disc replacenent through the Vernont Health Access

Pr ogam ( VHAP)

FI NDI NGS OF FACT

1. The petitioner has suffered from back pain for over
ten years due to disc herniations caused by a fall on the
ice. He has been treated with pain relieving nmedications and
spinal injections for the last eight years. Hi s treatnents
have been unsuccessful and his physicians have recommended
back surgery for himfor relief of pain and restoration of
| oss functi on.

2. The petitioner is currently in treatnment at a
specialty spine clinic at a university-connected hospital.
His treating physician is an orthopedi c surgeon who

specializes in spinal disorders. His surgeon requested prior
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authorization to performa “Charite artificial disc
repl acenent” operation on the petitioner through the VHAP
program

3. In April of 2005, the VHAP Managed Care division
denied the petitioner’s request for prior authorization,
stating in its witten decision that the procedure is
consi dered “investigative and experinental .”

4. At the hearing held on May 26, 2005, the sole
nmedi cal witness was the petitioner’s treating surgeon, Dr.
S., who testified by tel ephone.

5. Dr. S. is an expert in spinal surgery who has been
active in the devel opnent of disc replacenent surgeries. Dr.
S. and his nedical group have been treating the petitioner
for the better part of ten years using conservative nethods.
However, the petitioner’s pain persists and Dr. S. is now
recommendi ng Spi ne surgery.

6. Dr. S. believes that the petitioner is a good
candi date for spine stabilization through surgery because he
has problems with certain discrete vertebrae. He says that
the traditional treatnment for such stabilization is fusion of
the vertebrae but that this nethod poses a problemfor the
adj acent segnents of the vertebrae which can be danaged by

the fusion due to the need to conpensate for the |ack of
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flexibility in the adjacent vertebrae. He prefers a newer
treatment which is replacenent of the disc in the back with
an artificial disc.

7. Dr. S is reluctant to performthe old surgery on
the petitioner because he considers this one superior and
says it is rapidly taking over for the old treatnment. He
expects the petitioner to be relieved of his pain and recover
his functional ability nore quickly fromthe procedure
because there is no need to wait for the bones to fuse. He
al so expects that the disc replacenent will not have the
grinding effect on the adjacent vertebrae as the old fusion
met hod. He expects that the long termoutconme will be equal
to and likely better than that of the fusion method. Back
surgery is not without its risks but he says that the risk
fromthe disc replacenent is conparable to those of disc
fusion surgery although they are slightly different. There
is an increased risk of vascular damage fromthe disc
repl acenent surgery and an increased risk of adjacent segnent
di sease fromthe fusion surgery.

8. The new procedure has been perfornmed in other parts
of the world since the 1980’s and in the United States since
2000. Dr. S. estimates that the procedure has been perforned

on 8,000 patients worl dw de and about 1,000 in the United
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States. He says that the FDA foll owed up about 200 of the
cases in sixteen nmedical centers for two years before
granting its approval. He says he has only done one such
procedure hinself to date. He has been a peer reviewer of
final papers published in tw scholarly journals reporting
the results of studies on the Charite artificial disc which
he subm tted at hearing. He described one of the Journals,
“The Spine Journal” as the nost inportant journal in the
prof ession and as the nost quoted. Dr. S. described the
second journal, “The Journal of Neurosurgery: Spine” as a
| eadi ng respected journal in spine research as well.

9. The article in the “Spine Journal” dated
Sept enber/ Cct ober 2004 descri bed randonm zed studi es done by
two spine clinics which concluded that the Charite artificial
disc was “a viable alternative to fusion for the treatnent of
single-level synptomatic di sc degeneration unresponsive to

nonoper ative managenent.” It describes the procedure as “an
alternative to traditional fusion and its attendant sl ow
recovery process, plus the theoretical advantage of avoi di ng
excessive stresses on the adjacent levels or the ‘transition
syndronme.” The article in the “Journal of Neurosurgery”

dated March 2004 concluded that the Charite intervetebral

disc “is safe and effective for the treatnent of nmechani cal
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back pain caused by one-level DDD (degenerative disc disease)
at L4-5 or L5-S1. dinical outconmes at 2 years are

equi valent to those resulting fromone-|evel BAK fusion.
(Fusion of the vertebrae). dinical outcones are equival ent
or better than those related to 360 degree or stand-al one

i nterbody fusion reported in the literature; however, there
is the added benefit of restoring and maintaini ng segnent al
nmotion two years postoperatively. The incidence of nmjor
neur ol ogi cal conplications was exceedingly | ow and equi val ent
to those denmonstrated in control individuals in the BAK
fusion group.”

10. Follow ng the publication of these findings, the
FDA approved the Charite intervertebral disc for the
treatment of mechani cal back pain in the United States. DCF
does not deny that the procedure has been DCF approved but
says that the approval requires continued study of the
out cones.

11. Dr. S. was not aware whether a continued study had
been required or not but testified that such a continued
study woul d not be unusual for a newy approved FDA procedure
and that the focus of any continued study in this case would
doubtl ess be the durability of the artificial disc itself

whi ch had only been inplanted for sone twenty plus years at
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this point. It was Dr. S.’s expert opinion that any
expressed need for continued study did not nean that the FDA

| acked confidence in the safety and effectiveness of the

procedure or that it was still seen as investigative and
experinmental. He strongly disagrees that the procedure is
still experinental or investigative, an opinion that he says

is nore than backed up by the nedical journals and DCF
approval .

12. The Departnent had no expert wi tness present at the
hearing to rebut the testinony of Dr. S. The Departnment was
al l owed additional tine to take a tape recording of Dr. S.’s
testinmony to its nedical consultants for response.

13. After eight weeks, the Departnent’s sole response
to the testinony was a hearsay allegation that its nedica
director had reviewed the tape and the journals and had
“determ ned that there is insufficient evidence to concl ude
that the nmedical conmunity in this country has accepted the
Charite artificial disc replacenent as a proven benefici al
option. In light of the fact that the FDA's approval of this
device is conditioned upon the performance of |ong range
studies, the Ofice of Vernont Health Access continues to
view it as an experinental, investigative treatnent.” The

Department offered no evidence in support of this assertion,
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neither a signed affidavit froma nedical expert in this
field nor reference to any FDA published information which
woul d support its opinion.

14. Dr. S s testinony is found to be entirely accurate
and credible in this matter as it is based upon his expert
know edge of spinal surgery, the conclusions of respected
medi cal journals and his own specific and detail ed know edge
of the studies in this area and the course of FDA approval of
this surgery. Furthernore, Dr. S.’s testinony was nmade under
oath, was subject to cross-exam nation, and is uncontradicted
in the record by any adm ssible, detailed or expert evidence
in support of the Department’s position.

15. Therefore, contrary to the assertions of the
Departnment, the Charite artificial disc is found to be a
proven beneficial option for disc surgery and not an

experinmental or investigative treatnent.

ORDER

The decision of the Departnent denying prior approval
because the procedure is investigational or experinmental is

rever sed
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REASONS

The Vernont Health Assistance Program (VHAP) generally
covers paynent for surgical procedures that are nedically
necessary. VHAP 4005B(3)(a). The program specifically
excl udes coverage for “cosnetic surgery or experinental
surgery.” P4005C(16). The Medicaid program of which VHAP
is a part, has nore detailed regulations with regard to the
approval of a request for prior authorization for nedical
servi ces:

Prior Authorization Determ nation

A request for prior authorization of a covered health

service will be approved if the health service:
1. is nedically necessary (see MLO7)
2. is appropriate and effective to the nedical needs

of the beneficiary;

3. is tinely, considering the nature and present state
of the beneficiary’s nedical condition;

4. is the | east expensive, appropriate health service
avai | abl e;

5. is FDA approved, if it is FDA regul ated;

6. iIs subject to a manufacturer’s rebate, if a drug;

7. is not a prelimnary procedure or treatnment |eading

to a service that is not covered,;
8. is not the repair of an itemuncovered by Mdi cai d;

9. is not experinmental or investigational;
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10. is furnished by a provider with appropriate
credenti al s.

MLO6. 3

The sole criterion preventing approval of the
petitioner’s request is paragraph nine, based on the
Departnent’s belief that the procedure is experinental or
investigational. The petitioner offered anple expert
testinmony that the procedure is no | onger experinental or
i nvestigational, although it is certainly new DCF offered
no evi dence what soever in support of its position. As such,
it must be found that the procedure requested by the
petitioner is not investigational or experinental.

As the petitioner has net all of the criteria for prior
approval of the requested disc replacenent surgery, DCF s
denial of the surgery is in violation of its own regul ations
cited above. The Board is thus bound to reverse the decision
of the Departnent as inconsistent with its own regul ations
and the petitioner is entitled to paynent for the surgery. 3
V.S. A 8§ 3091d, Fair Hearing Rule 17.
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