Sleep-Wake Medications

Goal(s):

To promote safe use of drugs for obstructive sleep apnea and narcolepsy.

Limit use to diagnoses where there is sufficient evidence of benefit and uses that are funded by
OHP. Excessive daytime sleepiness related to shift-work is not funded by OHP. Accommodate
individual review for individuals under the EPSDT program.

Limit use to safe doses.

Length of Authorization:

Initial approval of 90 days if criteria met; approval of up to 12 months with documented benefit

Requires PA:

Modafinil or armodafinil without previous claims evidence of narcolepsy diagnosis
Solriamfetol

Pitolisant

All sodium oxybate formulations

Covered Populations:

e Modafinil, armodafinil, solriamfetol: FFS and CCO enrolled patients (pharmacy claims only).
e Sodium oxybate, pitolisant: FFS only

Covered Alternatives:

Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. Funded and/or Evidence-Supported Indications.

Indication

Sodium
Oxybate

Pitolisant
(Wakix™)

Solriamfetol
(Sunosi™)

Armodafinil
(Nuvigil™)

Modafinil
(Provigil™)

products

Excessive daytime sleepiness
(EDS) in narcolepsy X X X X X
Cataplexy in narcolepsy Not FDA approved, insufficient evidence X X

Residual excessive daytime
sleepiness in obstructive sleep X X X
apnea patients treated with CPAP

Not FDA approved;
insufficient evidence

Bipolar disorder (depressed

phase) . .
In combination with conventional X X Not FDA azsirg(\e/ﬁgémsuﬁlment
medications

Traumatic Brain Injury
Shift work disorder

Depression augmentation
(unipolar or bipolar I or Il acute or
maintenance phase)
Cancer-related fatigue X
Multiple sclerosis-related fatigue
Parkinson’s disease-related
fatigue

Not FDA approved; insufficient evidence

X

Idiopathic hypersomnia X (XYWAV)

Not FDA approved; insufficient evidence



http://www.orpdl.org/
http://www.orpdl.org/drugs/

Drug-related fatigue

Excessive daytime sleepiness or
fatigue related to other
neurological disorders (e.g. post-
polio syndrome)

ADHD

Cognition enhancement for any
condition

Not FDA approved; insufficient evidence

ADHD-=attention deficit hyperactivity disorder; CPAP=continuous positive airway pressure

Table 2. Maximum Recommended Dose (consistent evidence of benefit with lower doses).

Minimum
Age

Generic
NE[C!

Maximum FDA-Approved Daily Dose

Armodafinil (NUVIGIL) 18 years 250 mg
Modafinil (PROVIGIL) 18 years 200 mg
Solriamfetol (SUNOSI) 18 years 150 mg
Pitolisant (WAKIX) 6 years 17.8 mg (poor CYP2D6 metabolizers)
Sodium oxybate products (XYWAYV;, 7 years 9 grams (When administered twice nightly;
XYREM; LUMRYZ) divided into two doses)
6 grams (When administered once nightly for
idiopathic hypersomnia )

Key: g=grams; Kg=kilograms

Table 3. Recommended safety assessments

Pitolisant

Sodium oxybate

Modafinil or Solriamfetol

Armodafinil products

For people of
childbearing potential,
documentation that the
provider and patient
have discussed the
teratogenic risks of the

Renal assessment. Dose

for moderate impairment
(EGFR <60 mL/min) and
use in end stage renal
disease is not

adjustment is recommended

Dose adjustment is
recommended for
moderate renal
(EGFR <60 mL/min)
and use in end stage

Renal assessment.

Patient must be
enrolled in the
XYWAYV and
XYREM or
LUMRYZ REMS
program.

renal disease is not
recommended.

drug if the patient were | recommended.

to become pregnant.

Recent cardiovascular risk Contraindicated

assessment (including blood for use with
pressure) within the past 3 sedative
months. Use of solriamfetol hypnotics or with
is not recommended in alcohol.

patients with uncontrolled
hypertension or serious
heart problems.

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.




Approval Criteria

2.

Is this a funded diagnosis?

Non-funded diagnoses:

e Shift work disorder (ICD10 G4720-4729;
G4750-4769; G478)

e Unspecified hypersomnia (ICD10 G4710)

Yes: Go to #4

No: If not eligible for
EPSDT review: Pass
to RPh. Deny; not
funded by the OHP

If eligible for EPSDT
review: Go to #3

Is there documentation that the condition is
of sufficient severity that it impacts the
patient’s health (quality of life, function,
growth, development, ability to participate in
school, perform activities of daily living, etc)
despite lifestyle modifications (e.g., strategic
bright light receipt or avoidance, sleep
hygiene, dietary changes, etc)?

Yes: Document
symptom severity. Go
to #4

Evidence supports
modafinil and
armodafinil in
moderate-severe shift
work disorder (e.g.,
sleep latency < 6
minutes) and risks
likely outweigh
benefits in patients
with mild symptoms.

No: Pass to RPh.
Deny; medical
necessity

Is the requested medication for an FDA-
approved age (Table 2) and evidence-
supported indication (Table 1)?

Yes: Go to #5

No: Pass to RPh.
Deny; medical
appropriateness.

Is the request for continuation of therapy at
maintenance dosage previously approved by
the FFS program?

Yes: Go to Renewal
Criteria

No: Go to #6

Is the drug prescribed by or in consultation
with an appropriate specialist for the
condition (e.g., sleep specialist, neurologist,
or pulmonologist)?

Yes: Go to #7

No: Pass to RPh.
Deny; medical
appropriateness

Will prescriber consider a preferred
alternative with a clinically appropriate
standard stimulant agent?

Yes: Inform prescriber
of preferred first-line
alternatives (e.g.,
preferred
methylphenidate,
amphetamine/
dextroamphetamine,
armodafinil, modafinil)

No: Go to #8

Is the prescribed daily dose higher than
recommended in Table 2?

Yes: Go to #9

No: Go to #11




Approval Criteria

9. Is the request for modafinil over 200 mg daily
with documentation of inadequate symptom
improvement with lower doses?

Yes: Go to #11

No: Go to #10

10.1s the request for pitolisant in a patient with
documentation of all the following:
* CYP2D6 testing which indicates the
patient is not a poor metabolizer.
* Chart notes or provider attestation
indicating lack of hepatic or renal
impairment.

Yes: Go to #11

Max dose for pitolisant
is 35.6 mg dalily.

No: Pass to RPh.
Deny; medical
appropriateness.

11.1s there baseline documentation of fatigue
severity using a validated measure (e.g.,
Epworth score, Brief Fatigue Inventory, or
other validated measure)?

Yes: Go to #12

Document baseline
scale and score

No: Pass to RPh.
Deny; medical
appropriateness

12.1s there documentation or provider
attestation of recent safety assessments for
the requested drug (Table 3)?

Yes: Go to #13

No: Pass to RPh.
Deny; medical
appropriateness

sleep apnea (OSA) (without narcolepsy)?

13.1s the request for treatment of narcolepsy or | Yes: Approve for 90 No: Go to #14
fatigue secondary to major depression days and inform
(MDD), MS, or cancer? prescriber further
approval will require
Note: Methylphenidate is recommended first-line | documented evidence
for cancer. of clinical benefit.
14.Is the request for treatment of obstructive Yes: Go to #15 No: Go to #16

15.Is the patient compliant* with recommended
first-line treatments (e.g., CPAP or other
primary therapy)?

*CPAP compliance = nightly application for at
least 4 h and use for at least 70% of the nights.

Yes: Approve for 90
days and inform
prescriber further
approval will require
documented evidence
of clinical benefit.

No: Pass to RPh;
Deny; medical
appropriateness

benefit.

appropriateness”.

appropriateness”.

16. All other diagnoses must be evaluated as to the OHP-funding level and evidence for clinical
e Evidence to support treatment for excessive daytime sleepiness (EDS) and/or fatigue as a
result of other conditions is currently insufficient and should be denied for “medical
e Evidence to support cognition enhancement is insufficient and should be denied for “medical

If new evidence is provided by the prescriber, please forward request to Oregon DMAP for
consideration and potential modification of current PA criteria.




Renewal Criteria

1. Is the request for solriamfetol? Yes: Go to #2 No: Go to #3

2. Is there documentation of a recent blood Yes: Go to #3 No: Pass to RPh.
pressure evaluation (within the last 3 Deny; medical
months)? appropriateness

3. Is the request for treatment of obstructive | Yes: Go to #4 No: Go to #5

sleep apnea?

4. Is the patient adherent to primary OSA Yes: Go to #5 No: Pass to RPh.
treatment (e.g. CPAP) based on chart Deny; medical
notes? appropriateness

5. Is there documentation of clinical benefit Yes: Approve for up to No: Pass to RPh.
and tolerability from baseline? 12 months Deny; medical
appropriateness

The same clinical measure used to
diagnose excessive daytime sleepiness
(EDS), fatigue secondary to MS and/or
cancer, major depressive disorder (MDD)
or other covered conditions is
recommended to document clinical
benefit. For Epworth Sleepiness Scale,
and improvement of at least 3 points is
considered clinically significant.

P&T Review: 10/25; 8/25; 4/23; 10/20; 2/20; 7/19; 03/16; 09/15
Implementation: 1/1/26; 5/1/23; 11/1/20; 3/1/2020; 8/19/19; 8/16, 1/1/16



