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Formulary Agent

DRUG GENERIC NAME:
Sildenafil

DRUG TRADE NAME:

Viagra( (Pfizer)

DRUG FORM:


Tablet

USES: 



· Appropriate indications:

1. Primary care management of erectile dysfunction (ED) after secondary etiologies of ED have been considered and eliminated. 

2. Adjunctive treatment for primary pulmonary hypertension in patients without adequate response to optimized therapeutic regimens 
(please see http://vaww.pbm.med.va.gov/criteria/Primary%20Pulmonary%20Hypertension.pdf)
(     Inappropriate Uses:

1. Use in women for anorgasmia.

2. Use in men without documented erectile dysfunction, including use for low libido in the absence of erectile dysfunction
3. Contraindicated in patients using prescribed or recreational organic nitrates (see drug interactions section) or patients with known hypersensitivity to sildenafil.

FORMULARY RESTRICTIONS:
· Formulary agent

· Restricted to usage criteria.

· Maximum 4 doses per month. (unless “for pulmonary hypertension” is in the sig)
· Tablets must be split when appropriate.

· Early refill will not be permitted. If lost in mail subsequent Rx’s will be handled by Fed-ex or some process with an audit trail.
· Sildenafil will not be dispensed concomitantly with alprostadil (Muse, Caverject), except when the total number of doses for all ED medications is 4 or fewer per month.

DRUG THERAPY SELECTION: 
· Efficacy:

1. Sildenafil is an oral phosphodiesterase type 5 (PDE5) inhibitor used for the treatment of male erectile dysfunction. It has been found to be effective in roughly 70% of subjects. Sildenafil has not shown efficacy in treating sexual dysfunction in women.

2. To date no large clinical trials have compared sildenafil to the other PDE5 inhibitors (vardenafil and tadalafil). Vardenafil and tadalafil are non-formulary agents.
· Safety:

1. Sildenafil is absolutely contraindicated in patients using prescribed or recreational organic nitrates (see drug interaction section) or patients with known hypersensitivity to sildenafil.

2. Sildenafil is should be used with caution in conditions associated with low blood pressure, administration of medications and chronic renal and hepatic diseases which may increase the serum concentrations or prolong the presence in serum of sildenafil (see (a)-(f) below). In these circumstances, the initial dose should be 25mg, and risks should be discussed with patients prior to initiation of therapy. 

a) Altered End Organ Function

· Age 65

· Hepatic impairment

· Renal impairment

b) Drugs Which Raise Plasma Levels/Delay Clearance of Sildenafil (see drug interaction section)

c) Cardiac Conditions 

· Complex multi-drug antihypertensive regimens

· Ischemic coronary artery disease not on nitrates

· Uncompensated CHF

· Hypotension (BP<90/50) of any etiology

· MI, stroke, or life threatening arrhythmia within 6 months

· Poorly controlled hypertension (170/110)

· Unstable angina

d) Retinal Disorders

· Retinitis pigmentosa

· Macular degeneration

e) Spinal Cord Injury above T5-6 at Risk for Autonomic Dysreflexia Penile Problems

· Anatomic deformity (e.g. angulation, Peyronie's)

· History of priapism or high risk of priapism (e.g. sickle cell disease)

f) Miscellaneous

· Bleeding disorders

· Active peptic ulcer disease
· Cost:

	Drug
	Price*

	Sildenafil 25mg, 50mg, 100mg
	$4.58 per dose

	Tadalafil 5mg, 10mg, 20mg
	$5.33 per dose

	Vardenafil 2.5mg, 5mg, 10mg, 20mg
	$3.82 per dose


*Prices are for full tablets.
· Risks:

· Potential for priapism

· Potential for cardiovascular events with sexual activity

· Potential for confusion with tadalafil or vardenafil

· Risk of patients sharing medication with friends/family members
· Potential for contributing to the spread of sexually transmitted diseases

· Risk of dosing errors if tablet splitting not performed correctly

DUPLICATIVE THERAPY:

· Sildenafil should not be taken at the same time as alprostadil (Muse, Caverject).

DOSING:
· The initial dose is 50mg given one hour prior to sexual activity (therapeutic window 0.5-4 hours). In patients at higher risk for adverse events (see safety section above), sildenafil should be started at the lowest dose (25mg). The first dose may be given in the clinic and the vital signs monitored. Individuals should be reevaluated early and frequently and slowly titrated up to the maximum 100mg dose (or 50mg in those using medications which raise serum concentrations of sildenafil). Maximum daily dose is 100mg.

DRUG-DRUG/FOOD INTERACTIONS:

Sildenafil is absolutely contraindicated in patients using prescribed or recreational organic nitrates.

	Nitroglycerin
	Deponit

Minitran

Nitrek

Nitro-Bid

Nitrocot

Nitro Disc

Nitro-Dur

Nitrogard

Nitroglyn
	Nitrol Ointment

Nitrolingual spray

Nitroquick

Nitrospan

Nitrostat

Nitro-Time

Transderm-Nitro

Tridil IV

	Isosorbide Mononitrate
	Imdur

ISMO

Isotrate ER Monoket
	

	Isosorbide Dinitrate
	Dilatrate-SR

ISDN

Iso-Bid
	Isordil

Sorbitrate

	Nitroprusside Sodium IV
	Nitropress
	


	Illicit Substances Containing Organic Nitrates
	Amylnitrite (or nitrate)

Butyl nitrate

Liquid Gold

Poppers
	Bang

Snappers

Flash


Drugs Which Raise Plasma Levels/Delay Clearance of Sildenafil 

	Antidepressants
	Fluvoxamine (Luvox)

Nefazodone (Serzone)

Norfluoxetine (Prozac metabolite)

	Antifungals
	Fluconazole (Diflucan)

Itraconazole (Sporanox)

Ketoconazole (Nizoral)

	HIV Protease Inhibitors
	Indinavir (Crixivan)

Nelfinavir (Viracept)

Ritonavir (Norvir)

Saquinavir (Fortovase)
(Please note: a maximum dose of sildenafil 25mg Q48H should not be exceeded in patients also receiving PI)

	Macrolides
	[NOT azithromycin]

Clarithromycin (Biaxin)

Erythromycin

Troleandomycin (Tao)

	Other
	Amiodarone (Cordarone)

Cimetidine (Tagamet) 

Ciprofloxacin (Cipro)

Grapefruit juice


LABORATORY INTERACTIONS:
· Not Applicable.

RECOMMENDED MONITORING:
· Baseline:

1. International Index of Erectile Function (IIEF)

2. Blood Pressure, pulse

3. Ophthalmic exam including indirect ophthalmoscopy (if no evidence of ophthalmic exam within the past two years).

4. Renal function

5. Liver function 

· Follow-up:

1. IIEF

2. Blood Pressure, pulse

OUTCOME MEASURES:
· Therapeutic:

1. IIEF

· Safety/Adverse Effects:

1. Vasodilation (hypotension, flushing, headache, nasal congestion)

2. Ocular (bluish tinged and/or hazy vision, increased light sensitivity)

3. Risk of priapism 
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