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May 5, 2026

Blue Cross and Blue Shield of Illinois
A Division of Health Care Service Corporation
Medical Policy and Utilization Management Leadership

Dear Mr. Robinson, Mr. Snell and Dr. |}

We are both practicing rheumatologists and represent the Coalition of
State Rheumatology Organizations (CSRO) as the President and Vice
President of Advocacy and Government Affairs. The CSRO is an
organization representing state rheumatology societies and their
members across the United States. In that role, we have been directly
involved in payer engagement, utilization management policy, and
access-to-care issues affecting patients with autoimmune disease.
Our work includes extensive interaction with legislators, government
and private insurance plans regarding coverage frameworks, medical
necessity determinations, and regulatory compliance.

We have been contacted by multiple board-certified rheumatologists
practicing in Illinois regarding Blue Cross and Blue Shield of Illinois’
(“BCBSIL”) classification of CPT codes 0908T-0912T under its
“Experimental, Investigational, and/or Unproven” (“EIU”) policy."? We
have reviewed the relevant correspondence submitted to BCBSIL by
our member physicians and have discussed this issue with clinical
and policy experts.

Upon review, we learned that BCBSIL classifies CPT 0908T-0912T as
“not reimbursed” and “not subject to pre-service review,” thereby
precluding any medical necessity determination, prior authorization,
or case-by-case clinical evaluation. Despite repeated requests for
explanation by our member physicians, BCBSIL has not provided a
substantive clinical rationale or the criteria used to support this
classification. Your responses have been inconsistent and do not
reflect physician-level review or engagement with the underlying
clinical data.

Leslie Del Ponte
Executive Director

" Non-Reimbursable Experimental, Investigational and/or Unproven Services (EIU).
BlueCross BlueShield of Illinois. CPCP028. Effective 1/1/2026. (LINK)

22026 Recommended Clinical Review, Post-Service Review and Non-Covered
Procedure Code List. BlueCross BlueShield of Illinois. CPCP028. Effective 1/1/2026.

(LINK)
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Specifically, we are requesting that CPT codes 0908T-0912T be reclassified from:
“Excluded from review (EIU)” to “Eligible for review under Medical Policy Criteria (MP
Criteria)”.

We are deeply concerned about this issue and request the following:

1. Reclassify CPT codes 0908T-0912T from EIU status to a category permitting
prospective medical necessity review (e.g., medical policy criteria);

2. Disclose the evidentiary and methodological basis used to designate these services
as ElU; and

3. Provide a written explanation of how this policy complies with applicable Illinois
statutory and regulatory requirements.

FDA and CMS Position — Not Experimental/Investigational

Neuroimmune modulation therapy is not investigational or experimental. It is an FDA-
approved, breakthrough therapy with CMS pass-through designation. The SetPoint System
received FDA PMA in July 2025, for use in adult patients with moderately to severely active
rheumatoid arthritis who have had an inadequate response, loss of response, or
intolerance to one or more biologic or targeted synthetic DMARDs.® The therapy was also
designated as an FDA Breakthrough Device, reflecting its potential to provide more
effective treatment for a serious condition.

The SetPoint System was granted transitional pass-through payment by CMS effective
January 1, 2026, concluding that the technology represents a substantial clinical
improvement over existing therapies.* Additionally, codes 0908T-0912T and C1607 are
listed as payable codes in relevant CMS fee schedules —no NCD or LCD limits coverage.
Notably, CMS and Medicare Administrative Contractors are prohibited from excluding
coverage on the basis of Category IIl CPT code assignment.

In light of the FDA and CMS stance regarding neuroimmune modulation therapy, we
question BCBSIL position that the therapy is “experimental” or “unproven.”

Neuroimmune Modulation Therapy (SetPoint System)

Neuroimmune modulation therapy with (e.g., SetPoint System) is the first non-
pharmacological approach to treating RA and the first new treatment mechanism to reach
RA patients in over a decade. The SetPoint System is implanted in a single incision
outpatient

3 FDA Premarket Approval Order (P240039). The SetPoint System. Decision Date July 30, 2025.
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P240039
4 CMS Hospital Outpatient (OPPS) CY2026 Final Rule. CR14361 (MM14361). Eff. 1/1/2026. (LINK)
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procedure, automatically provides one minute of stimulation per day and delivers 10 years
of therapy with a single device. This is the most promising autoimmune treatment in years
and has been well received by patients and the rheumatological community.

Clinical Evidence: The published evidence supporting neuroimmune modulation therapy
is substantial and includes randomized controlled trial data, long-term follow-up,
mechanistic studies, and patient-centered outcomes. Taken as a whole, these data show
that neuroimmune modulation therapy:

e Delivers drug-like efficacy without the risks of immunosuppression inherent with
existing biological and targeted synthetic drugs (b/tsDMARDSs)

e Provides a safe, well-tolerated approach to RA treatment

e |s preferred by patients over available b/tsDMARD therapies

e Isnotjust highly cost-effective, but reduces the total cost of care for RA patients as
early as 16 months and contributes to $350K of savings per patient through the
avoidance of high-cost biological DMARDs

Pivotal Randomized Controlled Trial (RESET-RA): The RESET-RA trial (N=242), was a
randomized controlled trial with 12-month outcomes published in Nature Medicine, which
evaluated neuroimmune modulation in patients with active rheumatoid arthritis who were
biologic-experienced. This publication includes the longest duration of follow-up in an
approval study for any RA treatment and the largest randomized MRI analysis of an RA
population ever published. Unlike drug approval studies, RESET-RA enrolled an entirely
U.S. population of biologic-experienced patients, nearly 40% of whom had failed three or
more biologic therapies, representing a more refractory population than typically included
in RA trials.®

Long-Term Safety and Durability: Long-term (36-month) follow-up data in a pilot study
demonstrated sustained efficacy and a favorable safety profile in multidrug-refractory
populations.®

Patient Preference: A discrete choice experiment involving 354 patients with RA
demonstrates a strong preference for treatment modalities that avoid chronic
immunosuppression.’

5 Tesser JRP, et al. Vagus nerve-mediated neuroimmune modulation for rheumatoid arthritis: a pivotal
randomized controlled trial. Nat Med (2025). (LINK)

§ Gaylis NB, et al. Neuroimmune Modulation for Drug-Refractory Rheumatoid Arthritis: Long-Term Safety and
Efficacy in Patients Enrolled in a Pilot Vagus Nerve Stimulation Study. Rheumatol Ther. 2025 Dec;12(6):1125-
1136. (LINK)

7 Curtis JR, et al. Patient Preferences for Treatments of Rheumatoid Arthritis: A Discrete Choice Experiment
Evaluating Preference for Novel Neuroimmune Modulation Devices. J Patient Exp. 2026 Jan
22;13:23743735251415236. (LINK)
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Health Economics: The high cost of b/tsDMARDs is well established, with annual costs
often exceeding $60K-$100K. The RESET-RA study showed 76% b/tsDMARD avoidance
over 12 months, with significant long-term cost savings driven by reduced drug utilization.
A study published in the Journal of Medical Economics revealed unprecedented reductions
in the cost burden to treat RA.

Taken together, this evidence satisfies commonly accepted standards for safety,
effectiveness, durability, and patient-centered value.

Internal Inconsistency in EIU Framework

BCBSIL’s EIU policy is inconsistent with its treatment of comparable technologies.
Specifically, other implantable neuromodulation therapies billed under Category Il CPT
codes (e.g., CPT 0408T-0411T for cardiac contractility modulation) are not subject to
categorical EIU exclusion and remain eligible for review.

This inconsistency raises the following questions:

e What objective criteria are used to distinguish between Category lll services that are
excluded versus those that are reviewable?

e How does BCBSIL reconcile the exclusion of a PMA-approved therapy while
permitting review of other neuromodulation technologies?

e Was a comparative evidentiary assessment conducted, and if so, what standards
were applied?

Absent clear answers, the policy appears arbitrary and lacks a transparent evidentiary
basis.

Compliance with Illinois Law

BCBSIL’s EIU classification raises significant concerns under Illinois statutory and
regulatory requirements.

Utilization Review Requirements (215 ILCS 5/370c; 370c.1): Illinois law requires that
utilization review determinations:

e Be based on written clinical criteria;
e Be conducted by qualified clinical personnel;
e Provide for meaningful review and appeal.

A policy that categorically eliminates pre-service review and individualized medical
necessity determination is difficult to reconcile with these requirements.
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Network Adequacy and Access (215 ILCS 124/10): Health plans must ensure timely
access to medically necessary services and must not impose barriers that effectively deny
access to appropriate care. For patients with moderate-to-severe RA who have failed
available therapies, exclusion of an FDA-approved treatment option may constitute a de
facto access limitation.

Physician-Level Review Requirements (50 Ill. Adm. Code 4520): Adverse determinations
must involve physician-level review reflecting appropriate expertise. The absence of
substantive clinical responses to multiple physician inquiries raises concerns regarding
compliance with this requirement.

Clinical Consequences of Denial of Access

Patients affected by this policy are not theoretical, they are individuals with have tried and
failed first and second-line DMARD treatments, often cycling through medications. Many
have comorbidities, underlying conditions or are young adults who have to balance the
risks associated with a lifetime of immunosuppression against further joint damage and
permanent disability. RA is a women’s health issue — affecting women 4:1 to men.

For the first time in a generation, neuroimmune modulation therapy offers a mechanism of
action that does not involve immunosuppression, with demonstrated clinical efficacy,
durability of benefit, patient-preferred treatment, and favorable economic impact relative
to chronic biologic therapy. The denial of access through administrative exclusion,
rather than clinical evaluation removes a medically appropriate treatment option for a
defined patient population with unmet need.

Requested Action

In light of these facts, we request that BCBSIL provide a written response, within a
reasonable timeframe that addresses the following:

e Reclassify CPT codes 0908T-0912T from EIU status to a category permitting
prospective medical necessity review (e.g., medical policy criteria);

e Disclose the evidentiary and methodological basis used to designate these services
as ElU; and

e Provide a written explanation of how this policy complies with applicable Illinois
statutory and regulatory requirements.

These actions will help us and our members understand the EIU process and whether
BCBSIL policies are consistent with Illinois law, appropriate coverage determination, and
access to medically necessary care.
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Sincerely,

Aaron Broadwell, MD, FACR
President of Coalition of State Rheumatology Organizations (CSRO)

AL A A mmonn

Madelaine Feldman, MD, FACR

Vice President of Advocacy and Government Affairs (and past President)
Coalition of State Rheumatology Organizations (CSRO)

Clinical Assistant Professor of Medicine

Tulane University School of Medicine

Attachments:

1. U.S. Food and Drug Administration. Premarket Approval Letter for SetPoint System
(P240039), July 30, 2025.

2. Tesser JRP, et al. Nature Medicine (RESET-RA trial)

Bibliography of published evidence for the SetPoint System

4, SetPoint System IFU (weblink here): https://setpointmedical.com/wp-
content/uploads/DWG_65155_Attachment_A2__1_.pdf
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