STATE OF MICHIGAN
DEPARTMENT OF INSURANCE AND FINANCIAL SERVICES
Before the Director of the Department of Insurance and Financial Services

In the matter of:

Petitioner
v File 236834-001
Blue Cross Blue Shield of Michigan

Respondent

Issued and entered
this 23rd day of July 2025
by Jeffrey Hayden
Special Deputy Director

ORDER

|. PROCEDURAL BACKGROUND

On June 9, 2025, _ authorized representative of- (Petitioner), filed with the

Director of the Department of Insurance and Financial Services a request for an external review under the
Patient's Right to Independent Review Act, MCL 550.1901 et seq. The request for review concerns the denial
of prior authorization coverage for a prescription drug. The Director accepted the request for review on June
16, 2025.

The Petitioner receives health care benefits through a plan underwritten by Blue Cross Blue Shield
of Michigan (BCBSM). The benefits are described in BCBSM’S- ABC with 5-Tier Rx Booklet. The
Director notified BCBSM of the external review request and asked for the information used to make its final
adverse determination. BCBSM responded on June 25, 2026.

The Director assigned an independent review organization to analyze the medical issues in this
appeal. The review organization submitted its report to the Director on June 30, 2025.

Il. FACTUAL BACKGROUND

The Petitioner is diagnosed with obstructive sleep apnea (OSA), narcolepsy with cataplexy,
hypersomnia, insomnia, morbid obesity, depressive disorder, anxiety disorder, and hypertension. BCBSM
approved the prescription drug Xywav to treat the Petitioner’s narcolepsy for the period October 18, 2024,
through October 18, 2025. On January 1, 2025, BCBSM removed Xywav from its list of covered drugs (its
formulary). The Petitioner’s physician recommended continuation of the drug and asked BCBSM to
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continue coverage. BCBSM denied the request. The Petitioner appealed the denial through BCBSM’s
internal grievance process. At the conclusion of that process, BCBSM issued a final adverse determination
dated March 27, 2025, affirming its coverage denial. The Petitioner now seeks the Director’s review of that

lll. ANALYSIS

Respondent’'s Argument

In its final adverse determination, BCBSM wrote to the Petitioner:

[BCBSM] received an appeal submitted on your behalf from your authorized
representative, Dr.“ of University of Michigan Medicine. This letter is

in response to your appeal and will inform you of the outcome of the managerial-
level conference conducted on March 25, 2025. The purpose of the conference
was to discuss the denial of continued authorization for prescription medication,
Xywav 0.5 gm/ml oral solution. Xywav is a medication used to treat cataplexy or
excessive daytime sleepiness.

As a Grievance and Appeals Coordinator, | reviewed your appeal. You are covered
uncer e A N - - <=

care plan. The prescription drug benefits of your plan are summarized in the

ABC with 5-Tier Rx Booklet. As indicated on Page 5 of the Booklet, the
prior authorization program manages use of certain medications that are used only
for certain health conditions. Pages 6-7 of the Booklet under “Exclusions and
Limitations”, indicates that does not cover all drugs. See
for a complete list. We are unable to approve the requested
medication because it is excluded from coverage, as explained below.

A Blue Cross Medical Director, a board-certified MD in Family Medicine, also
reviewed your appeal. The Medical Consultant used the medical policy or clinical
criteria titled “Your 2025 | 5-Tier Rx Drug List”

The Medical Director determined the following:

We reviewed your health care provider's appeal for coverage of Xywav. We
did not approve the requested medication because it is excluded from
coverage under your drug plan. Covered alternatives may include: Wakix
(with prior authorization). For a complete list of covered alternatives, please
refer to your drug list. The information sent to us does not show that you
cannot use the covered alternative. Therefore, our denial must be
maintained.

As indicated by our Medical Director, Xywav is an excluded drug of your group
health plan, and our denial must be maintained. While we understand you have
been prescribed and covered for Xywav in the past, as of January 1, 2025, Xywav
is excluded from coverage....
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Petitioner's Argument

In a Progress Note dated April 15, 2025, the Petitioner’s physician wrote:

| had the pleasure of meeting [Petitioner] on 4/15/2025 in the adult sleep
medicine clinic at the University of Michigan for a return video visit. [Petitioner] is
al-year-old whose main concern today is daytime sleepiness. He is followed
for narcolepsy and OSA [obstructive sleep apnea] and has comorbid depression
and anxiety.

| last saw himin May 2024. Atthe time of his last visit his OSA was treated with
BPAP [bi-level positive airway pressure]. He planned to continue to work on
weight loss through diet and exercise and hoped to be able to increase his
exercise after obtaining new shoes from his podiatrist. Encouraged continued
BPAP compliance. Continued Provigil. He remained on Lexapro which could
help cataplexy and his depression and anxiety. He was also on Lamictal where |
understood that there was a plan for an increase inits dose. His depression and
anxiety were thought to be improving in control. He had found Propranolol
helpful for his anxiety though we discussed that this could contribute to fatigue or
sleepiness and if his anxiety symptoms were to improve in control, he may
discuss a trial off this medicine with its prescribing physician. He had a history of
difficulty with sleep maintenance though potentially on the basis of his depression
and anxiety though with him prone to sleep disruption from his narcolepsy. He
noted in the past sleeping better and feeling better rested when he tried Xywav in
place of Xyrem prior to it not being covered by his insurance. This has recently
been approved after it was re-prescribed. He planned to contact Jazz
Pharmaceuticals to make sure that they had the approval for Xywav and let us
know if there was anything we could do to help get him started on Xywav. Once
he had the Xywav which we wanted to switch to given its lower sodium content,
we planned to then taper him off Xyrem which he was taking at the time of his last
visit. He had a history of HTN [hypertension] that was continuing to be closely
monitored. Requested BPAP reiteration with TcCO2 monitoring to ensure
effective treatment of his OSA. Even though his PAP data (which was not
available at the time of his last visit) has suggested effective treatment of his OSA
at his current settings, given several empiric changes to his settings and weight
changes since his last study, together with his sleepiness and some difficulty with
sleep maintenance, | wanted to make sure that his OSA was effectively treated.

Director's Review

The Director assigned an independent review organization (IRO) to evaluate BCBSM’s medical
policy criteria and to help determine whether the prescription drug Xywav is medically appropriate for
treating the Petitioner. This review is required by section 11(7) of the Patient's Right to Independent Review
Act, MCL 550.1911(7).
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The IRO reviewer is a physician in active practice who is board certified in neurology. The IRO
reviewer’s report included the following analysis in response to questions from the Director:

Are the plan’s criteria which denied coverage for the nonformulary drug Xywav
consistent with the standard of care?

This reviewer cannot comment on criteria that simply excludes the drug from
formulary. Albeit, Xywav is not generally considered a first line agent, it is proven
and FDA-approved for the requested indication and should not be excluded.

* % %

The Claimant does not meet criteria for non-formulary exception, as there is no
evidence the Claimant has failed the required formulary alternatives. There is also
no medical rationale provided to establish such trials would not be appropriate, or
an FDA listed contra indication to all such agents.

* % %

[T]here is insufficient evidence in the high-quality medical literature, large and well-
designed randomized trials, to establish superiority of Xywav for the requested
indication over all available formulary agents.

[References omitted.]

The IRO reviewer recommended that the Director uphold BCBSM’s denial of coverage.

The Director is not required to accept the IRO’s recommendation. Ross v Blue Care Network of
Michigan, 480 Mich 153 (2008). However, the recommendation is afforded deference by the Director. In a
decision to uphold or reverse an adverse determination, the Director must cite “the principal reason or
reasons why the director did not follow the assigned independent review organization’s recommendation.”
MCL 550.1911(18)(b). The IRO’s review is based on extensive experience, expertise, and professional
judgment. In addition, the IRO’s recommendation is not contrary to any provision of the Petitioner’s
certificate of coverage. MCL 550.1911(17).

The Director, discerning no reason why the IRO’s recommendation should be rejected in the
present case, finds that the prescription drug Xywav is not a medically appropriate medication to treat the
Petitioner’s narcolepsy on an exception basis. For that reason, the drug is not covered under the
Petitioner’s benefit plan.

IV. ORDER

The Director upholds Blue Cross Blue Shield of Michigan’s March 27, 2025, final adverse
determination.

This is a final decision of an administrative agency. Under MCL 550.1915, any person aggrieved by
this order may seek judicial review no later than 60 days from the date of this order in the circuit court for



File No. 236834-001
Page 5

the Michigan county where the covered person resides or in the circuit court of Ingham County. A copy of
the petition for judicial review should be sent to the Department of Insurance and Financial Services, Office
of Appeals, Legal Research, and Market Regulation, Post Office Box 30220, Lansing, Ml 48909-7720.

Anita G. Fox
Director

For the Director:

V e~

Jeffrey Hayden
Special Deputy Director
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