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Vardenafil is a phosphodiesterase-5 enzyme inhibitor.  It does not directly cause penile 
erections, but affects the response to sexual stimulation. The physiologic mechanism of 
erection of the penis involves release of nitric oxide (NO) in the corpus cavernosum 
during sexual stimulation. NO then activates the enzyme guanylate cyclase, which results 
in increased levels of cyclic guanosine monophosphate (cGMP), producing smooth 
muscle relaxation and inflow of blood to the corpus cavernosum. Vardenafil enhances the 
effect of NO by inhibiting phosphodiesterase type 5 (PDE-5), which is responsible for 
degradation of cGMP in the corpus cavernosum; when sexual stimulation causes local 
release of NO, inhibition of PDE-5 by vardenafil causes increased levels of cGMP in the 
corpus cavernosum, resulting in smooth muscle relaxation and inflow of blood to the 
corpus cavernosum .  At recommended dosing, it has no effect in the absence of sexual 
stimulation.  

Vardenafil is used for the treatment of erectile dysfunction (ED).  

Pre-Authorization Criteria: 

A. VCHCP authorizes Levitra for patients with: 

• organic ED secondary to diabetes mellitus with neuropathy;  

• peripheral vascular disease affecting the ileofemoral system;  

• spinal cord injuries;  

• prior surgery of the prostate or lower urinary tract;  

• radical pelvic surgery or significant injuries of the genitals, lower urinary tract, 
pelvic nerves or rectum;  

• multiple sclerosis;  

• and hypogonadism-related ED despite androgen replacement therapy.   
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B. VCHCP will also authorize Levitra for patients who are taking medications* which 
cause ED but alternative medications are either not available or the patient has failed 
or is intolerant of the alternatives. 

*These medications include estrogen, Elexin, Lupron, Zoladex for prostate cancer 
treatment; amiodarone, mexilitine; hydrochlorothiazide, spironolactone, indapamide; 
propranolol, atenolol, metoprolol, labetolol; clonidine, methyldopa, hydralazine, 
verapamil; Tegretol, Dilantin, Zarontin; antidepressants; antipsychotics 

Quantity Limit: 

VCHCP will authorize 6 tablets per 30 days. 

DOSING: ADULTS 
Erectile dysfunction: Oral: 10 mg 60 minutes prior to sexual activity; dosing range: 5-20 
mg; to be given as one single dose and not given more than once daily 

   DOSING: ELDERLY — Erectile dysfunction: Elderly 65 years: Oral: Initial: 5 mg 60 
minutes prior to sexual activity; to be given as one single dose and not given more than 
once daily. 

DOSING: RENAL IMPAIRMENT — Dose adjustment not needed for mild, moderate, 
or severe impairment; use has not been studied in patients on renal dialysis. 

DOSING: HEPATIC IMPAIRMENT — Child-Pugh class B: Initial: 5 mg 60 minutes 
prior to sexual activity (maximum dose: 10 mg); to be given as one single dose and not 
given more than once daily. 

ADMINISTRATION — May be administered with or without food, 60 minutes prior to 
sexual activity. 

 

CONTRAINDICATIONS — Hypersensitivity to vardenafil or any component of the 
formulation; concurrent use of organic nitrates (nitroglycerin) in any form (potentiates 
the hypotensive effects) 

WARNINGS / PRECAUTIONS — There is a degree of cardiac risk associated with 
sexual activity; therefore, physicians may wish to consider the cardiovascular status of 
their patients prior to initiating any treatment for erectile dysfunction. Agents for the 
treatment of erectile dysfunction should be used with caution in patients with anatomical 
deformation of the penis (angulation, cavernosal fibrosis, or Peyronie's disease), or in 
patients who have conditions which may predispose them to priapism (sickle cell anemia, 
multiple myeloma, leukemia).  Patients should be instructed to seek medical attention if 
erection persists >4 hours. 

Not recommended for use in patients with congenital QT prolongation or those taking 
Class Ia or III antiarrhythmics. Concomitant use with alpha blockers may cause 
hypotension; safety of this combination may be affected by other antihypertensives and 
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intravascular volume depletion. Patients should be hemodynamically stable prior to 
initiating therapy. Use caution with alpha blockers, effective CYP3A4 inhibitors, the 
elderly, or those with hepatic impairment (Child-Pugh class B); dosage adjustment is 
needed. 

Rare cases of nonarteritic ischemic optic neuropathy (NAION) have been reported; risk 
may be increased with history of vision loss. Other risk factors for NAION include heart 
disease, diabetes, hypertension, smoking, age >50 years, or history of certain eye 
problems. 

Safety and efficacy have not been studied in patients with the following conditions, 
therefore, use in these patients is not recommended at this time: Hypotension, 
uncontrolled hypertension, unstable angina, severe cardiac failure; a life-threatening 
arrhythmia, myocardial infarction, or stroke within the last 6 months; severe hepatic 
impairment (Child-Pugh class C); end-stage renal disease requiring dialysis; retinitis 
pigmentosa or other degenerative retinal disorders. The safety and efficacy of vardenafil 
with other treatments for erectile dysfunction have not been studied and are not 
recommended as combination therapy. 

PATIENT EDUCATION —Inform prescriber of all other medications you are taking; 
serious side effects can result when vardenafil is used with nitrates and some other 
medications. Do not combine vardenafil with other approaches to treating erectile 
dysfunction without consulting prescriber. Note: Vardenafil provides no protection 
against sexually-transmitted diseases, including HIV. You may experience headache, 
flushing, or abnormal vision (color changes, blurred or increased sensitivity to light); use 
caution when driving at night or in poorly lit environments. Stop using and notify 
prescriber immediately in case of vision loss. Report immediately acute allergic 
reactions; chest pain or palpitations; persistent dizziness; sign of urinary tract infection; 
skin rash; difficulty breathing; genital swelling; or other adverse reactions. If erection 
lasts >4 hours, contact prescriber immediately; permanent damage to the penis can occur. 
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