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Members present
Aysel Atli, M.D.

Beth Baker, M.D.
Jeffrey Bonsell, D.C.
Russell Gelfman, M.D.
Michael Goertz, M.D.
John Kipp, M.D., J.D.
Rose Hatmaker
Kimberly Olson

Reed Pollack

James Samuelson

Cally Theisen, M.D., D.P.M.

Dan Wolfe, P.T., G.D.M.T.

Members absent
Glenda Cartney, R.N.
Lisa Hanselman, OTR/L
Kathi Henrickson, R.N.

Minutes

Staff members present

Kate Berger

Deputy Commissioner Kris Eiden
Wendy Legge

William Lohman, M.D.

Pamela Mclaughlin

Jessica Stimac

Lisa Wichterman

Laura Zajac

Visitors present

Cristine Almeida, Almeida, P.A.

Dawn Carlson, Almeida, P.A.

Sherri Giorgio, Medtronic - via phone
Susan Giguere, MAPS

Liesl Hargens, Medtronic

Heather Keenan, MAPS

Anne Thompson, Medtronic

Daniel Wulff, MNA)

Greg Hynan, D.C.

Brian Konowalchuk, M.D., M.P.H.
Jody Ruppert, OTR/L

Robin Peterson, P.T.

Andrew Schmidt, M.D.

Margaret Spartz, M.D.

Call to order and introductions
The meeting was called to order by Chairwoman Dr. Beth Baker. Announcements were made.
Introductions were made. A quorum was met.

Approval of the minutes and agenda
Minutes from the Jan. 19, 2012, meeting were approved with the addition of Rose Hatmaker to the list
of attendees. The April 19, 2012, agenda was approved. '

Announcements and updates

Deputy Commissioner Kris Eiden made announcements about the EOB compliance issue. A story will be
published in the COMPACT newsletter about what is required for compliance of the rule for EOBs. The
biggest offenders of noncompliant EOBs will be contacted to meet with department staff members.
Board members were invited to attend the 2012 Workers’ Compensation Summit in Brainerd, Minn.,
June 12 and 13.

This information can be provided to you in alternative formats (Braille, large print or audio).
An Equal Opportunity Employer




Data practices

Wendy Legge gave a presentation about data practices. The presentation reviewed the different types
of public, nonpublic and private data. Also presented were the responsibilites that go along with the
different types of data. :

Spinal stimulators and implantable pumps

Dr. William Lohman reviewed the draft rules for spinal cord stimulators and implantable pain pumps.
Changes to the draft are adding a psychological examination to the requirement and a second opinion -
by a provider outside of the treating physician’s practice. This provider could be of any type of specialty.
The board discussed whether the rule should state that a physician experienced with pain management
should do the second opinion. A majority of the board members expressed they wanted to leave the
rule language as presented. The board voted and approved the rule as presented.

Spinal fusion and implants

Lohman presented information about spinal fusion. The presentation included different studies of
patients, comparing the results of surgical versus nonsurgical treatments. Guildeline comparisons
between workers’ compensation states Minnesota and Washington, and three general health carriers,
were reviewed. '

Kim Olson presented a study of lumbar fusion in Minnesota from 2009 to 2011. The study included the
number and costs of fusions, broken down by inpatient hospital costs and implant costs. The study
included single, multiple and revised lumbar fusion surgery.

The board discussed what the next steps should be, given the data and information presented: Can the
manufacturer of the hardware present to the board what types of costs go into the final cost of the
hardware? What are the costs to the employee or system if the employee is now PTD due to a failed
fusion? Should risk assessments be done and/or what type of conservative care can be done for
degenerative disk disease? How is the psychological exam used to determine if surgery should be
approved or denied? Cost containment for the hardware is a topic the Workers’ Compensation Advisory
Council decides for possible legislation. The board would also like to have the medical necessity of
discograms.

Draft of 5217 rule revision with the Rehabilitation Review Panel
Laura Zajac reviewed the rule 5217 draft changes for medical and rehabilitation meetings. The board will
vote on the rule changes at the next meeting.

Agenda for the July meeting
The agenda for the next meeting should include the 5217 rule changes.

Adjournment .
A motion to adjourn the meeting at 6 p.m. was approved.

Respectfully submitted,

Lisa Wichterman

Medical Policy Analyst

Department of Labor and Industry :
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Intrathecal Drug Delivery Systems
DRAFT RULES — FOR DISCUSSION PURPOSES ONLY: 04/16/12

5221.6200 Low Back Pain

Subp. 6. Surgery, including decompression procedures and arthrodesis. Surgery may only be
performed if it also meets the specific parameters speciﬁed in subparts 11 to 13 and part
5221.6500. The health care provider must provide prior notification of nonemergency mpat1ent
surgery according to part 5221.6050, subpart 9.

A. In order to optimize the beneficial effect of surgery, postoperative therapy with act
passive treatment modalities may be provided, even if these modalities. had been used i
preoperative treatment of the condition. In the postoperative period the maximum treatm
duration with passive treatment modalities in a clinical setting from the 1mt1at10n of the first -
passive modality used, except bedrest or bracing, is as follows: -

(1) eight weeks following lumbar decompression or implanta

stimulator-or-merphine-pump spinal cord stimulator or mtrathecali dru,q dehverv system;

or
(2) 12 weeks following arthrodesis.

psvcholo mcal‘ contramdwatmns"'

( 2) Before the tnal reemng is conducted, a second opinion, from a provider outside of
'the treating provider’s practice, must confirm that the patient is an appropriate candidate
- for spinal cord stlmulator and has no contraindications.

(3) Long term use effa spinal cord stimulator is indicated if the treating health care
' provider documents that there has been at least a 50% improvement in pain during a trial
- screening period of at least three days.
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Intrathecal Drug Delivery Systems
DRAFT RULES - FOR DISCUSSION PURPOSES ONLY: 04/16/12

D. Intrathecal drug delivery systems have-verylimited-application-as-provided-are
indicated only if the conditions of subitems (1), (2) and (3) are satlsﬁed
(1) A trial screening period of these devices is indicated only 1f the treating health care
provider determines that: :
(a) the patient has intractable pain; : ) L
(b) the patient is not a candidate for another surgical therapy; and =
(c) the patient has no psychological contraindications to this treatment. The
treating health care provider shall refer the patient for consuliation by a
psychologist or psychiatrist to assess the patient for psvcholomcal )
contraindications. T
(2) Before the trial screening is conducted, a second opinion, from a'pr0v1der outside of
the treating provider’s practice, must confirm that the patlent is an appropnate candldate
for an intrathecal drug delivery system and has no contra" i ;

(3) Long term use of a intrathecal drug dehverv svstem' S mdlc ed if the treatmg health
care provider documents that there has been atleasta 5 O% 1mpr ement m paln during a
trial screening period of at least 24 hours ' - SO
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Comparison of Techniques

Cochrane Review:

« 4 trials that assessed whether electrical stimulation could
enhance fusion

- all used different methods

- results suggest that electrical stimulation does have a
modest effect on enhancing fusion

- [but] it is not possible to assess the relative value of
different methods of electrical stimulation

- overall, there was no significant effect [on clinical
outcome].

o 2005, 302312 1320
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Comparison of Techniques

+SRof3RCTsand 3 COS:

- No conclusion about the clinical benefit of instrumenting a
spinal fusion could be made.

-« However, there is moderate evidence that the use of
instrumentation improves the chance of achieving solid
fusion.

Sdtin CR, Orimzrysskd AT, Beemrfisth HA, Fallsash SM, ONed 1, Wi EX “The Suigical Mursgeneat of Degcserative
Limber Spoadylalirthedis, A Syrtenatic Revirw™ Stine 2007 353791-1198

The Swedish Trial

Lumbar fusion vs. PT

N =294

« low back pain more than leg pain, lasting longer than 2 years, and no
evidence of nerve root compression.

- completed a course of conservative freatment that had failed to
produce refief

« randomized into four {reatment groups: 72 patients had more
conservative treatment, and 222 had 1 of three different fusion
techniques

< §8% follow-up ‘at 2 years

‘Fitall 2, Yo O, £l 2001 Veivo.

Spie 201262521-M..
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Comparisons of Techniques

SR & MA of 3 RCTs and 6 comparative observational

studies:

- moderate-quaiity evidence that iPLIF has the advantages
of higher fusion rate and better restoration of spinal
alignment over iPLF.

+ No significant differences were identified between iPLIF
and iPLF conceming clinical outcome, complication rate,
operating time, and blood loss

Zhon 2, Ziao F-D, Fang X-0, Zhao X, Fan 54 stumented
Arview ) Nourmsurg Spe 15205310
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Comparison to Alternative Treatment

Cochrane Review:

- at previous review in 1999 there were no RCTS
comparing fusion to natural history, placebo, or alternative
treatment

- now 2 frials comparing fusion to non-surgical alternative
treatment

- trials showed conflicting results

[ e i, wasaut - i e

The Swedish Trial

- independent assessors rated 46% of the surgical group as “excellent”
or “good,” compared with 18% of the conservative group (P 0.0001)

« more patients who underwent surgery rated their resuilts as “better” or
“much better” (83% vs. 29%, P0.0001)

« patients who underwent surgery had significantly more improvement
in pain and disability

+ “net back to work rate” was significantly in favor of surgical treatment
(36% vs. 13%, P 0.002)

- no significant differences in any outcome among the three surgical
groups.

Fiitell B, fagg O, Wevberp P, o421, 2001 ¥

e 0126252132,




The Norwegiah Trials

Posterolateral fusion with transpedicular screws and
postoperative physiotherapy vs. a “rehabilitation” program
- alternative consisted of an educational intervention and a 3-week course of
intensive exercise sessions, based on cognitive-behavioral principles
- two series:
o 64 patients with fow back pain longer than 1 year plus disc degeneration at L 4/5
and/or L&/S1
o 60 patients with chronic low back pain more than 1 year after previous discectomy
« 97% follow-up at 1 year
- in both series, there were no significant differences in any of the main
outcomes of independent observer rating, patient rating, pain, disability, or
retum to work

4/19/2012
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Comparison to Alternative Treatment

SR 0f4 RCTs-

« low back pain for 12 months or fonger without a specific
diagnosis

- all 4 excluded patients with prior lumbar fusion, but 3
allowed prior laminectomy or discectomy

» variety of fusion techniques between and within studies

- variety of non-surgical treatments in control groups

Mima 5K, Deyo RA o v e i = 2 s Toatmet
of Clavnde Back Peis™ Syis 2007, 32016-523

Comparison to Alternative Treatment

« in all 3 trials that used a structured rehabilitation program
incorporating cognitive-behavior therapy, improvement in
the ODI score was similar in magnitude to the
improvement seen with surgery

« surgery may be more efficacious than unstructured
nonsurgical care for chronic back pain but may not be
more efficacious than structured cognitive-behavior
therapy.

- methodological limitations of the randomized trials prevent
firm conclusions.

‘Bl SK, Dego R

‘of Chronip Back Paa” Spins 2007, 32:816-823 l

Comparisbn to Alternative Treatment

Table 5. Compuasison of the Socondary Outcomes

il
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Compariosn to Alternative Treatment

SR (looked at same 4 RCTs as Mirza & Deyo)

« For non-radicular low back pain with common
degenerative changes -

o fair evidence that fusion is no better than intensive rehabilitation
with a cognitive-behavioral emphasis for improvement in pain or
function

o but slightly to moderately superior fo standard (non-intensive)
nonsurgical therapy

o less than half of patients experience optimal outcomes (defined as
no more than sporadic pain, slight restriction of function, and
occasionial analgesics) following fusion.

Chon R, Beirde J, Catragee EJ, Reslek DK, Shalix WO, Losecr 1D “Scoge Back Poin A Revi i fioms Puin Sosity.

Chiniea Practive Gruidclion™ Sploc 702,34 1034-1109

Spinal Fusion in WC Patients
- e observational study:

« variety of surgeries performed

78 Antedor lambar interbody fusion one lnvet

34 Anterivr lumbar intesbody fusion mubtiple
lesels

30 Anerorpastenior 360 one fevel

39 Anterder-posterior 360 madtipke levels

310 Postertor Iumbar fnserbady fusion one Tovel

68 Posterior umbar interbody fusion multipte
Tovels

26 Posterior un-nstrumented one fevel

5 Postetior un-instawmented
multiple fevels

37 Postedior with instrumentation one Jevel

88 Posterivr with instoumentation nealtiphe
fevels

‘Ngayen TH, Rendelph DX, Talrage J, Soccop F, Travid R “Long-derma Outecmes of Labes Fesdon
Antory; Wirkeoy™ Gon Schjects. A Hidor i
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Spinal Fusion in WC Patients Spinal Fusion in WC Patients

Comparative observational study: Comparative observational study:
» 725 WC patients with fusion surgery vs. 7256 WC controls

(age-, gender- & ICDO- matched) Main outcome RTW 2 yrs. after surgery vs. RTW 2 yrs.

p fsthesis—acaui 7384 after injury:
Radiculitis (feg or lJumbar or lumbosacral) 724.4
Lumbago or sciatica due to displacement of intervertebral disc OR neuritis or

radiculitis due to displacement or rupture of lumbar intervertebral disc 722.10 + 26% (n =188} of fusion cases had RTW, while 67% (n=
Lumbar stenosis 724.02 483) of non-surgical controls had RTW (P 0.001)
P is lumbar or without p 7213
D ive inter dis 722,52 .
Sciatica 724.3
Displacement of lumbar interveriebral disc without myelopathy 722.1

Di ic sy NOS or disc iation or inter bral disc NOS
(extrusion, prolapse, protrusion, rupture) 722.2

Hgeyes TiL, Randolgk DC, Talmage 5, Sacorp P, Travis R~ dcm Octoowmes of Licsbar Fesict ‘Ngryen TH, Sardclph DC, Tabmoge ,
mong Workem™ siom Seljevte. A 1bRer Spiac Amarg Workeey’ foa Suifecs, A
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Spinal Fusion in WC Patients

Comparative observational study:

Other outcomes in fusion patients-

- 36% (n = 264) had complications.
- daily opioid use increased 41% after surgery

« 76% (n = 550) had continuing opioid use after surgery SP I NAL FUS I O N
+ 27% (n =194) had a subsequent surgery Effectiveness

Meyes TH, Roudelph DC, Tobusgs J, Saceog B, Travis 2, “Lovg eem Ostermes of bt Frden.
Amorg Workm® i Sjects. A Bitoc =

American Pain Soéiety Guideline Guideline Comparison
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Recommendation 4

In patients with non-radicular low back pain, common
degenerative spinal changes, and persistent and disabling
sympfloms, it is recommended that clinicians discuss risks and
benefits of surgery as an opfion (weak recommendation,
moderate-quality evidence). It is recommended that shared
decision-making regarding surgery for nonspecific low back pain
include a specific discussion about intensive inferdisciplinary
rehabilitation as a similarly effective option, the small to
moderafe average benefit from surgery versus non-
interdisciplinary nonsurgical therapy, and the fact that the
majority of such patients who undergo surgery do not experience
an optimal outcome (defined as minimum or no pain,
discontinuation of or occasional pain medication use, and refum
of high-level function).

Che &, Lowser ID, Owems I, Roveruisk RW, Ads SJ, Briwden J, Corvagne ES, Grabel &1, Moxphy DR, Reaick DX, Stanon SP, Staflex W, Well E

“aterveas
A erican Pain Society™ Sgine 1009; H:1066-1077




