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 No. 230548-001
Blue Cross Blue Shield of Michigan

Respondent

Issued and entered
this 16th day of December 2024
by Jeffrey Hayden
Special Deputy Director

ORDER

|. PROCEDURAL BACKGROUND

On November 13, 2024, _ M.D., 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 coverage for a prescription drug. The Director accepted the request for

review on November 20, 2024.

The Petitioner receives health care benefits through a plan underwritten by Blue Cross Blue Shield
of Michigan (BCBSM). Their benefits are described in BCBSM’s Member Handbook for Active
Employees/COBRA of ||l (the certificate). The Director notified BCBSM of the external review
request and asked for the information used to make its final adverse determination. BCBSM responded on
November 25, 2024.

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 December 3, 2024.

Il. FACTUAL BACKGROUND

The Petitioner has IgA neuropathy (IgAN) with eccentric activity, hypercellularity, and proteinuria.
Recently the Petitioner began having fluid retention with edema in their arms and legs, along with a fine
rash. The Petitioner’s past treatment included oral prednisone which has been helping with the proteinuria.
The Petitioner’s physician recommended the prescription drug Filspari 200 mg tablet for treatment of their
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IgAN. The Petitioner began this treatment through a company quick start program and requested that
BCBSM authorize coverage. BCBSM denied the request on the basis its criteria for coverage have not
been met.

The Petitioner appealed the denial through BCBSM's internal grievance process. At the conclusion
of that process, BCBSM issued a final adverse determination dated September 18, 2024, affirming its
coverage denial. The Petitioner now seeks the Director’s review of that final adverse determination.

lIl. ANALYSIS

Petitioner's Argument

In a letter submitted with the request for review, the Petitioner’s physician wrote:

The patient is an ER physician resident and was able to read up on her disease
condition and the treatments. We talked at length about the findings on the biopsy
and the need to reduce her proteinuria. | showed her the studies done for that and
she is in agreement. The patient is young and, being a female patient, we agreed
that cyclophosphamide is not the best option for her. Rituximab has not been
shown to be efficacious in IgA nephropathy. | gave the patient 2 choices to use
either a renin angiotensin system blocker of Filspari which is the new drug
approved for IgA nephropathy and has dual action of endothelin blockade along
with RAAS blockade. The patient is in agreement and will start the Filspari and we
will monitor her labs on a regular basis. | am hopeful that the patient will respond
to the treatment with the reduction in her proteinuria and eventually creatinine will
improve as a GFR improves because of the underlying disease being treated.

Protein has been reduced from 3.2 on 7-31-24 to 1.7 on 8/14/24 proving reduction
on Filspari already through company quick start program. Please consider the
appeal for the patient’s renal function and reduced protein already seen in the
labs.

Respondent’s Argument

In its final adverse determination, BCBSM wrote:

We followed Blue Cross Blue Shield of Michigan and Blue Care Network’s BCBSM
Custom PPO 5T coverage criteria for Filspari 200 mg tablet in making this
decision. We can'’t provide coverage for this drug for the following reasons:

We cover the requested medication after you have tried at least one: (1) ACE
inhibitor, such as lisinopril, benazepril, or enalapril, OR (2) angiotensin Il receptor
blocker (ARB), such as losartan or Olmesartan. The information provided to us
does not show that you have tried at least one ACE or ARB medication.

Director's Review
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The Director assigned an independent review organization (IRO) to analyze BCBSM's criteria and
help determine whether the prescription drug Filspari 200 mg tablet is medically necessary for treating the
Petitioner’s condition. This review is required by section 11(7) of the Patient's Right to Independent Review
Act, MCL 550.1911(7).

The IRO reviewer is a physician who is board-certified in nephrology and is in active practice. The
IRO reviewer’s report included the following analysis and recommendation:

1. Are the plan’s criteria that denied coverage for the prescription drug
Filspari 200 mg tablet consistent with the standard of care?

The plan’s criteria that denied Filspari are partially consistent with the standard
of care. Angiotensin-converting enzyme inhibitors (ACE) inhibitors or
angiotensin |l receptor blockers (ARBs) are typically first-line treatments for
immunoglobulin A (IgA) nephropathy per Kidney Disease Improving Global
Outcomes (KDIGO) guidelines (see reference #2). However, the plan’s criteria
do not account for [the Petitioner] s’ young age, severe proteinuria, and active
disease. The plan’s criteria do not address the standard care for high-risk
cases like [the Petitioner]'s. In [the Petitioner]’s clinical scenario, steroids,
which have already been used, and Filspari are more appropriate (see
references #1-3).

2. If they are, does the member meet the criteria for coverage such that the
prescription drug Filspari 200 mg tablet is medically necessary?

[The Petitioner] does not fully meet the plan's criteria for Filspari coverage
because they have yet to try ACE inhibitors or ARBs, as required.

3. If the plan’s criteria are inconsistent with the standard of care criteria,
does the member meet the standard of care criteria such that an exception
for the prescription drug Filspari 200 mg tablet is a medically necessary and
appropriate alternative?

Yes, [the Petitioner] meets the standard of care criteria for an exception and
the use of the medication Filspari. Given the severity of her disease, her
young age, and aggressive IgA nephropathy with nephrotic-range proteinuria,
hypoalbuminemia, and reduced GFR, she is at high risk for rapid progression
to kidney failure. While the plan requires a trial of an ACE inhibitor or ARB,
these will not likely address the urgency of her condition. Filspari’ s dual
mechanism of action provides more effective proteinuria reduction and is a
medically necessary alternative in [the Petitioner]'s high-risk scenario to
prevent further renal decline (see references #1-3).

Rationale to support the peer reviewer’s recommendation:

[The Petitioner] is al-year—old female with a two-week history of fluid retention
and edema in her arms and legs in June 2024. She developed a fine petechiae
rash and had an upper respiratory infection a few weeks before this.
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On July 2, 2024, [the Petitioner] saw a nephrologist who noted that she denied any
family history of kidney disease. She has an intrauterine device, takes Zyrtec for
allergies, and Lasix 40 mg once a day. Her edema is still persistent but improving,
and her rash is gone. She is normotensive and does not have urinary issues. Her
renal biopsy in June 2024 showed Immunoglobulin A (IgA) nephropathy with
eccentric activity and hypercellularity. She was given intravenous steroids at the
hospital, followed by oral prednisone 60 mg a day. [the Petitioner] s” nephrologist
is recommending the medication Filspari (sparsentan) 200 mg tablet to treat her
lgA nephropathy.

[The Petitioner] has severe IgA nephropathy, including nephrotic-range
proteinuria, hypoalbuminemia, and reduced glomerular filtration rate (GFR), all of
which put her at high risk for rapid progression to kidney failure. Steroids have
already been used appropriately to address inflammation, but additional therapy is
urgently needed to reduce proteinuria and stabilize her kidney function (see
reference #2). The medication, Filspari, with its dual action on the renin-
angiotensin-aldosterone system (RAAS) and endothelin pathways, offers superior
proteinuria reduction compared to ACE inhibitors or ARBs. The use of Filspari is
supported by clinical evidence for high-risk cases like [the Petitioner]’s (see
references #1-3). Given her critical condition and the severity of her IgA
nephropathy, an exception to the plan’s criteria is warranted.

Therefore, the medication, Filspari, is medically necessary for [the Petitioner]'s
clinical scenario.

The IRO reviewer recommended that the Director reverse 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, finds that
the prescription drug Filspari 200 mg tablet is medically necessary, therefore, it is a covered benefit under
the Petitioner’s benefit plan.

IV. ORDER

The Director reverses Blue Cross Blue Shield of Michigan’s September 18, 2024, final adverse
determination. BCBSM shall immediately provide coverage for the prescription drug Filspari 200 mg tablet.
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See MCL 550.1911(19). Further, BCBSM shall, within seven days of providing coverage, furnish the
Director with proof it has implemented this order.

To enforce this order, the Petitioner may report any complaint regarding its implementation to the
Department of Insurance and Financial Services, Office of Appeals, Legal Research, and Market
Regulation, at this toll-free telephone number: (877) 999-6442.

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
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:

Hfer £ A

Jeffrey Hayden
Special Deputy Director
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