Drug Use Criteria For Sumatriptan Nasal Spray

July 2003

Name:  Sumatriptan Nasal Spray

Synonym:       Imitrex®

Use:
Appropriate Indication:

1.  following failure of conventional agents (acetaminophen, aspirin, NSAIDs, etc.) for the treatment of acute migraine with aura

2.  following failure of conventional agents (acetaminophen, aspirin, NSAIDs, etc.) for the treatment of acute migraine without aura

Inappropriate Indication:

1.  prophylactic therapy of migraine headache

2.  treatment of hemiplegic or basilar migraine headache

3.  treatment of cluster headache

Formulary Restrictions:
Restricted to usage criteria as outlined above

Drug Therapy Selection:

Efficacy:

1.  found to be more efficacious than intranasal dihydroergotamine at reducing and completely relieving headaches at 1 and 2 hours

2.  overall rate of headache recurrence is more than with intranasal dihydroergotamine

3.  time to headache recurrence is shorter than with intranasal dihydroergotamine

Safety:

1.  adverse effects: bitter/bad taste (13 - 25%), nausea/vomiting (13.5%), local irritation (burning, numbness, paresthesia, discharge pain, soreness) (5%), dizziness/vertigo (1.4%), musculoskeletal tightness, ischemia, vasospasm

2.  noticed to have more taste disturbance symptoms than intranasal dihydroergotamine

 Contraindications:

1. ischemic heart disease

2.  coronary artery vasospasm or Prinzmetal's variant angina

3.  uncontrolled hypertension

4.  within 24 hours of a serotonin agonist or an ergotamine-containing or ergot-type medication (eg. dihydroergotamine, methysergide)

5.  hemiplegic or basilar migraine

6. hypersensitivity to the medication or inactive ingredients

7. within 2 weeks of discontinuation of a MAO inhibitor

8. seizures

9. history of myocardial infarction or silent myocardial ischemia

10. peripheral vascular disease including ischemic bowel disease

Warnings and Precautions:

1.  risk factors for coronary artery disease (including: diabetes, obesity, cigarette smoking, high cholesterol, strong family history of CAD, man > 40 yo, postmenopausal women)

2.  cerebrovascular events

3.  vasospastic reactions/phenomena

4.  transient increase in blood pressure

5.  local irritation

6.  impaired hepatic or renal function

7.  binding to melanin-containing tissues

8.  corneal opacities

9.  pregnancy (Category C)

10.  caution in nursing mothers

Cost comparison:

	Drug
	Cost

	Sumatriptan nasal spray 5 mg or 20 mg       
	$ 12.90

	Dihydroergotamine mesylate inj 1 mg/ml 1ml  
	$11.50

	Dihydroergotamine mesylate nasal spray 4 mg/ml 1 ml    
	$11.90

	
	

	Sumatriptan inj 6 mg/0.5 ml             
	$ 28.35 – 32.41

	Zolmitriptan tablet 2.5 mg           
	$ 3.20

	Zolmitriptan tablet 5 mg
	$ 3.20

	
	


Dosing:

Acute (initial dosing):

1.  Administer one spray (20 mg) into ONE nostril (a 10 mg dose may be achieved by administering 5 mg into each nostril)

2.  May repeat one spray in one nostril in 2 hours if headache has not

resolved or recurs (not to exceed 40 mg/day)

3. doses above 20 mg do not provide additional effect

4. safety of treating more than 4 headaches in 30 days has not been established

5. intranasal 20 mg dose is safe and effective in children (ages 6-9 years old)

Special Considerations:

1.  DO NOT prime pump

2. Do NOT have patient tilt their head back

3. Instructions for use include:

· gently blow nose to clear nasal passages

· keep head in an upright position

· gently close one nostril with a finger

· breathe out gently through your mouth

· with the other hand, insert the nozzle about ½ inch

· while keeping the other nostril closed with one finger, head upright and mouth closed: gently take a breath through your open nostril and firmly press the blue plunger

· remove nozzle from nostril and release the other nostril

· keep head level for 10-20 seconds while breathing in through the nose and out through the mouth  

· the bitter taste can sometimes be masked by sucking a butterscotch-flavored candy a few minutes before using the nasal spray

Drug-Drug and Drug-Food Interactions:

1.  Other 5-HT 1 agonists (“triptans’) or an ergotamine-containingor ergot-type medication - do not administer with 24 hours (may cause

peripheral vasoconstriction and vasospastic reactions)

2.  Peripheral and central vasoconstictors - do not administer

concomitantly (may result in increased blood pressure)

3.  SSRI - weakness, hyperreflexia and incoordination has been observed

4.  MAOIs - should not be used within 2 weeks of stopping an MAOI, could increase the concentration of endogenous serotonin in the CNS and periphery leading to hypertension, hyperthermia, myoclonus, mental status changes, etc.

5. Sibutramine – may result in a hyperserotonergic state (as with # 1, 2, 4 above)

Laboratory Interactions:

Not applicable.

Recommended Monitoring:

1.  severity of migraine headache

2.  blood pressure and pulse

3.  adverse effects: bitter/bad taste, nausea/vomiting, local irritation

(burning, numbness, paresthesia, discharge pain, soreness),

dizziness/vertigo

Outcome Measures:

Therapeutic:

1.  Decreased severity or resolution of migraine headache

2.  Time to headache resolution

3.  Incidence of headache recurrence

4.  Time to headache recurrence

Safety/Adverse Effect:

1.  No increase in blood pressure or pulse

2.  Incidence of adverse effects: bitter/bad taste, nausea/vomiting, local

irritation (burning, numbness, paresthesia, discharge pain, soreness),

dizziness/vertigo
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