August 13,2021

Mr. Steve Peters

Chair, Worker's Compensation Advisory Council
Administrator, Wisconsin Worker's Compensation Division
201 East Washington Avenue

Madison, W1 53702

Dear Chair Peters and Members of the Council,

On behalf of Medtronic, | am writing to urge you to reject replacing Wisconsin's existing treatment
guidelines, developed by expert physicians from across the state and a variety of specialties, as
part of the ongoing process by the Worker's Compensation Advisory Council (WCAC) to draft an
“Agreed Upon Bill” for the Legislature’s consideration.

Medtronic is a global medical technology and services company with a variety of therapies to serve
our patients. These include FDA-approved therapies such as spinal cord stimulation (SCS) and
implantable drug delivery systems (IDDS) for the treatment of chronic, intractable pain. SCSis a
technology implanted under the skin to deliver mild electrical pulses to the spine, modifying pain
messages before they reach the brain, and has proven to provide long-term effective pain relief
and improve quality of life.? An IDDS is an implanted pump and catheter, programmed by a
physician, that releases prescribed amounts of pain medication directly into the intrathecal space,
near pain receptors in the spine instead of the circulatory system, at a fraction of the oral
medication dose.

As the WCAC has discussed, we are facing an unprecedented opioid crisis in this country.
Approximately 10.1 million Americans are misusing opioids with 66 percent doing so to relieve
physical pain.? Further, an estimated 25 percent of chronic pain patients are misusing prescription
oral opioids.* While SCS and IDDS do not treat opioid addiction, both provide patients a way to
manage their chronic pain as an alternative or adjunct to oral opioids when conventional therapies
and medications, including oral opioids, provide inadequate pain relief or intolerable side effects.

Inits guidelines, the U.S. Centers for Disease Control recommends nonpharmacologic therapy and
nonopioid pharmacologic therapy as preferred treatments for chronic pain.> Additionally, the Food
and Drug Administration’s updated opioid education Blueprint includes the use of approved/
cleared medical devices for pain management.® Further, the U.S. Department of Health and Human
Services convened the Pain Management Best Practices Inter-Agency Task Force “in conjunction
with the U.S. Department of Defense and the U.S. Department of Veterans Affairs with the Office
of National Drug Control Policy...to identify gaps, inconsistencies, and updates and to make
recommendations for best practices for managing acute and chronic pain.”’ The Task Force
specifically outlined “interventional” procedures of SCS and IDDS along with several other
therapies that can be used alone or as part of a multimodal approach to the management of chronic
and acute pain, depending on the patient and his or her medical conditions.

Given the opioid crisis, the ongoing need to address chronic pain in patients, and the varying
recommendations of therapies like SCS and IDDS by national guideline companies, we oppose
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replacing Wisconsin's existing treatment guidelines, developed with expert opinion by the Health
Care Provider Advisory Committee (HCPAC) in a publicly transparent manner, via adoption of the
national treatment guideline proposal. The clinical studies cited in creation of guidelines vary
across competing guideline companies, therefore resulting in disparate recommendations for a
particular therapy.

SCS and IDDS therapies are widely accepted, FDA-approved, evidence-supported medical care
that are covered by commercial insurers, Medicare and nearly all other state workers’
compensation programs. Injured workers in Wisconsin should not be treated differently than
patients with other types of insurance, and any process to create, draft, or select treatment
guidelines, as well as the rules that govern how they operate within the workers’ compensation
system, should include significant study by and input from the HCPAC and physicians across the
state — particularly those from each medical specialty involved in the workers' compensation
system.

As further background, notably, IDDS has been shown to reduce or eliminate use of oral pain
medication and to reduce side effects compared to systemic (oral or transdermal patch) pain
medication.®* Two large retrospective analyses of commercial insurance claims data found that
43-51 percent of chronic non-malignant pain patients eliminated systemic opioids within one year
of initiating IDDS therapy.'*** Among patients that eliminated systemic opioids in the year
following start of IDDS therapy, total per patient savings to the payer (both medical and pharmacy)
were $11,115 relative to patients with IDDS who remained on systemic therapy.'?

With regard to SCS, multiple studies have provided clinical evidence to suggest some patients
treated with SCS may be able to reduce oral opioid consumption.'*!” One large study of more than
5,000 patients showed that 22 percent discontinued and 20 percent reduced opioid use after
starting SCS, with payer costs significantly reduced in both years of follow-up vs. one year before
start of therapy (excluding the up-front cost of the device).!’” A review of cost-effectiveness
studies has also shown that SCS therapy is cost-effective among patients with chronic low back
pain when compared to conventional medical management or re-operation.'®

Thank you for your consideration of these comments in opposition to replacing Wisconsin's
existing treatment guidelines. If you have any questions, please do not hesitate to contact us using
the information below.

Sincerely,

Nate Myszka

Senior Manager, State Government Affairs
Medtronic

7000 Central Avenue NE, RCE385
Minneapolis, MN, 55432

Phone: 763-514-0145

Email: nate.myszka@medtronic.com
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