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SPRAVATO"

(esketamine)

FDA INDICATIONS AND USAGE!

Spravato® is indicated for the treatment of:

Treatment-resistant depression (TRD) in adults as monotherapy or in conjunction with
an oral antidepressant.

Depressive symptoms in adults with major depressive disorder (MDD) with acute
suicidal ideation or behavior in conjunction with an oral antidepressant.

Limitations of use:

The effectiveness of Spravato® in preventing suicide or in reducing suicidal ideation or
behavior has not been demonstrated. Use of Spravato® does not preclude the need for
hospitalization if clinically warranted, even if patients experience improvement after an
initial dose of Spravato®.

Spravato® is not approved as an anesthetic agent. The safety and effectiveness of
Spravato® as an anesthetic agent have not been established.

Patient meets FDA labeled age AND;

Prescribed by or in consultation with a psychiatrist AND;

Patient has the diagnosis of treatment-resistant depression or major depressive disorder
(MDD) with acute suicidal ideation or behavior with documentation of at least one of the
following baseline scores:

a. Baseline score on the 17-item Hamilton Rating Scale for Depression (HAMD17)

b. Baseline score on the 16-item Quick Inventory of Depressive Symptomatology

(QIDS-C16)
c. Baseline score on the 10-item Montgomery-Asberg Depression Rating Scale
(MADRS)

d. Baseline score on the Beck Depression Scale (BDI)

e. Baseline score on the Patient Health Questionnaire-9 (PHQ-9) AND;
Medication will be administered under the direct supervision of a health care provider
AND:;

Patient’s blood pressure will be assessed prior to and after each administration AND;
Patient has had a trial, failure, or contraindication to two of the following antidepressant
classes taken for a period of at least 8 weeks:

a. Selective serotonin reuptake inhibitors
Serotonin norepinephrine reuptake inhibitors
Serotonin modulators
Aminoketone
e. Noradrenaline and specific serotoninergic antidepressants
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f. Tricyclic antidepressants
g. Monoamine oxidase inhibitors AND;

7. Patient has tried and failed at least one antidepressant augmented therapy for a period of
at least 8 weeks (i.e., antidepressant plus a second-generation antipsychotic or lithium,
two concurrent antidepressants with different mechanisms of action, etc.) AND;

8. Prescriber is enrolled in the Spravato® REMS program.

DENIAL CRITERIA !

1. Failure to meet approval criteria OR;

Patient has aneurysmal vascular disease (including thoracic and abdominal aorta,

intracranial and peripheral arterial vessels) or arteriovenous malformation OR;

Patient has an intracerebral hemorrhage OR;

4. Patient has a history of psychosis or the prescriber has not attested that the benefits of
Spravato® outweigh the risks.

[98)

CAUTIONS'

e Patients with cardiovascular and cerebrovascular conditions and risk factors may be at an
increased risk of associated adverse effects.

e Spravato® may impair attention, judgment, thinking, reaction speed and motor skills.

e Patients should not drive or operate machinery until the next day after a restful sleep.

e Spravato® may cause fetal harm. Consider pregnancy planning and prevention in females
of reproductive potential.

DURATION OF APPROVAL
e Initial Approval: 3 months

e Reauthorization 12 months with chart notes indicating the patient has had improvements
from the baseline depression score.

UANTITY LIMIT!

e 8 -56mg dose kits per month
e 8- 84mg dose kits per month
e Max dose is 84mg twice weekly

e HCPCS -J0013 (max 84 HCPCS per treatment)
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