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LATANOPROST (la-tan'o-prost)XalatanClassifications: eye preparation; prostaglandinPregnancy Category: C 0.005% solution Actions Prostaglandin analog that is thought to reduce intraocular pressure (IOP) by increasing the outflow of aqueous humor. Therapeutic Effects Reduces elevated intraocular pressure in patients with open-angle glaucoma.
Uses Treatment of open-angle glaucoma, ocular hypertension and elevated intraocular pressure (IOP). Contraindications Hypersensitivity to latanoprost or another component in the solution; pregnancy (category C); intraocular infection; conjunctivitis. Cautious Use Lactation; active intraocular inflammation such as: iritis or uveitis; patients at risk for
macular edema; hepatic or renal impairment. Safety and effectiveness in children are not established. Route & Dosage GlaucomaAdult: Ophthalmic 1 drop in affected eye(s) q.d. in evening Installation Ensure that contact lenses are removed prior to installation and not reinserted for 15 min after installation. Apply only to affected eye(s). Ensure that
only one drop is instilled. Do not allow tip of dropper to touch eye. Wait at least 5 min before/after instillation of other eye drops. Refrigerate at 2°-8° C (36°-46° F). Protect from light. Body as a Whole: Headaches, asthenia, flu-like symptoms. GI: Abnormal liver function tests. Skin: Rash. Special Senses: Conjunctival hyperemia, growth of eyelashes,
ocular pruritus, ocular dryness, visual disturbance, ocular burning, foreign body sensation, eye pain, pigmentation of the periocular skin, blepharitis, cataract, superficial punctate keratitis, eyelid erythema, ocular irritation, and eyelash darkening, eye discharge, tearing, photophobia, allergic conjunctivitis, increases in iris pigmentation (brown
pigment), conjunctival edema. Drug: Precipitation may occur if mixed with eye drops containing thimerosal; space other eye preparations at least 5 min apart. Absorption: Absorbed through the cornea. Onset: 3-4 h. Peak IOP reduction: 8-12 h. Distribution: Minimal systemic distribution. Metabolism: Hydrolyzed in aqueous humor to active form.
Elimination: Renally excreted. Half-Life: 17 min. Assessment & Drug Effects Withhold eye drops and notify physician if acute intraocular inflammation (iritis or uveitis) or external eye inflammation are noted. Note that increased pigmentation of the iris and eyelid, and additional growth of eyelashes on the treated eye are adverse effects that may
develop gradually over months to years. Patient & Family Education Contact physician immediately if any ocular reaction occurs, especially conjunctivitis and lid reactions. Note: Increased pigmentation of the iris and eyelid, and additional growth of eyelashes on the treated eye, are possible adverse effects of this drug. Persons with light colored eyes
receiving treatment to one eye may develop a darker eye. Do not breast feed while using this drug. Purpose: This study evaluated the safety and intraocular pressure-lowering efficacy of two concentrations of travoprost (0.0015% and 0.004%) compared with latanoprost 0.005% and timolol 0.5% in patients with open-angle glaucoma or ocular
hypertension. Methods: Eight hundred one patients with open-angle glaucoma or ocular hypertension were randomly assigned to travoprost 0.0015%, travoprost 0.004%, latanoprost 0.005%, or timolol 0.5%. The efficacy and safety of travoprost (0.0015% and 0.004%) daily was compared with latanoprost daily and timolol twice daily for a period of 12
months. Results: Travoprost was equal or superior to latanoprost and superior to timolol with mean intraocular pressure over visits and time of day ranging from 17.9 to 19.1 mm Hg (travoprost 0.0015%), 17.7 to 19.1 mm Hg (travoprost 0.004%), 18.5 to 19.2 mm Hg (latanoprost), and 19.4 to 20.3 mm Hg (timolol). For all visits pooled, the mean
intraocular pressure at 4 PM for travoprost was 0.7 mm Hg (0.0015%, P =.0502) and 0.8 mm Hg (0.004%, P =.0191) lower than for latanoprost. Travoprost 0.004% was more effective than latanoprost and timolol in reducing intraocular pressure in black patients by up to 2.4 mm Hg (versus latanoprost) and 4.6 mm Hg (versus timolol). Based on a
criterion of 30% or greater intraocular pressure reduction from diurnal baseline or intraocular pressure 17 mm Hg or less, travoprost 0.0015% and 0.004% had an overall response to treatment of 49.3% and 54.7%, respectively, compared with 49.6% for latanoprost and 39.0% for timolol. Iris pigmentation change was observed in 10 of 201 of patients
(5.0%) receiving travoprost 0.0015%, six of 196 of patients (3.1%) receiving travoprost 0.004%, 10 of 194 of patients (5.2%) receiving latanoprost, and none of the patients receiving timolol (0 of 196). The average ocular hyperemia score was less than 1 on a scale of 0 to 3, indicating that on average patients experienced between none/trace and mild
for all treatment groups. There were no serious, unexpected, related adverse events reported for any therapy. Conclusions: Travoprost (0.0015% and 0.004%), a highly selective, potent prostaglandin F (FP) receptor agonist, is equal or superior to latanoprost and superior to timolol in lowering intraocular pressure in patients with open-angle glaucoma
or ocular hypertension. In addition, travoprost 0.004% is significantly better than either latanoprost or timolol in lowering intraocular pressure in black patients. Travoprost is safe and generally well tolerated in the studied patient population. Included as part of the PRECAUTIONS section. PRECAUTIONS Pigmentation XALATAN has been reported to
cause changes to pigmented tissues. The most frequently reported changes have been increased pigmentation of the iris, periorbital tissue (eyelid), and eyelashes. Pigmentation is expected to increase as long as latanoprost is administered. The pigmentation change is due to increased melanin content in the melanocytes rather than to an increase in
the number of melanocytes. After discontinuation of latanoprost, pigmentation of the iris is likely to be permanent, while pigmentation of the periorbital tissue and eyelash changes have been reported to be reversible in some patients. Patients who receive treatment should be informed of the possibility of increased pigmentation. Beyond 5 years the
effects of increased pigmentation are not known [see Clinical Studies]. Iris color change may not be noticeable for several months to years. Typically, the brown pigmentation around the pupil spreads concentrically towards the periphery of the iris and the entire iris or parts of the iris become more brownish. Neither nevi nor freckles of the iris
appear to be affected by treatment. While treatment with XALATAN can be continued in patients who develop noticeably increased iris pigmentation, these patients should be examined regularly [see PATIENT INFORMATION]. Eyelash Changes XALATAN may gradually change eyelashes and vellus hair in the treated eye; these changes include
increased length, thickness, pigmentation, the number of lashes or hairs, and misdirected growth of eyelashes. Eyelash changes are usually reversible upon discontinuation of treatment [see PATIENT INFORMATION]. Intraocular Inflammation XALATAN should be used with caution in patients with a history of intraocular inflammation (iritis/uveitis)
and should generally not be used in patients with active intraocular inflammation because inflammation may be exacerbated. Macular Edema Macular edema, including cystoid macular edema, has been reported during treatment with XALATAN. XALATAN should be used with caution in aphakic patients, in pseudophakic patients with a torn posterior
lens capsule, or in patients with known risk factors for macular edema. Herpetic Keratitis Reactivation of Herpes Simplex keratitis has been reported during treatment with XALATAN. XALATAN should be used with caution in patients with a history of herpetic keratitis. XALATAN should be avoided in cases of active herpes simplex keratitis because
inflammation may be exacerbated. Bacterial Keratitis There have been reports of bacterial keratitis associated with the use of multiple-dose containers of topical ophthalmic products. These containers had been inadvertently contaminated by patients who, in most cases, had a concurrent corneal disease or a disruption of the ocular epithelial surface
[see PATIENT INFORMATION]. Use With Contact Lenses Contact lenses should be removed prior to the administration of XALATAN, and may be reinserted 15 minutes after administration. Nonclinical Toxicology Carcinogenesis, Mutagenesis, Impairment Of Fertility Latanoprost was not carcinogenic in either mice or rats when administered by oral
gavage at doses of up to 170 mcg/kg/day (approximately 2800 times the recommended maximum human dose) for up to 20 and 24 months, respectively. Latanoprost was not mutagenic in bacteria, in mouse lymphoma, or in mouse micronucleus tests. Chromosome aberrations were observed in vitro with human lymphocytes. Additional in vitro and in
vivo studies on unscheduled DNA synthesis in rats were negative. Latanoprost has not been found to have any effect on male or female fertility in animal studies. Use In Specific Populations Pregnancy Teratogenic Effects Pregnancy Category C. Reproduction studies have been performed in rats and rabbits. In rabbits, an incidence of 4 of 16 dams had
no viable fetuses at a dose that was approximately 80 times the maximum human dose, and the highest nonembryocidal dose in rabbits was approximately 15 times the maximum human dose. There are no adequate and well-controlled studies in pregnant women. XALATAN should be used during pregnancy only if the potential benefit justifies the
potential risk to the fetus. Nursing Mothers It is not known whether this drug or its metabolites are excreted in human milk. Because many drugs are excreted in human milk, caution should be exercised when XALATAN is administered to a nursing woman. Pediatric Use Safety and effectiveness in pediatric patients have not been established.
Geriatric Use No overall differences in safety or effectiveness have been observed between elderly and younger patients.
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