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New Product for Review Dossier Provided by Manufacturer: Yes
moxifloxacin ophthalmic solution 0.5% (Vigamox) Quiality of Dossier: 2
[Alcon] 1. Low quality (dossier w/missing

components)

2. Medium quality (all components, except
pharmacoeconomic model

3. High quality (all components, well done)

Executive Summary

Moxifloxacin (Vigamox) ophthalmic solution is a fourth generation fluoroquinolone antibacterial

product that does not contain benzalkonium chloride and is approved for treating bacterial

conjunctivitis in adults and children.

Unlike ciprofloxacin, ofloxacin, levofloxacin (Quixin) and gatifloxacin (Zymar), clinical studies with

moxifloxacin are of poor quality and not published in peer-reviewed journals. These studies report

that moxifloxacin (Vigamox) is:

-- non-inferior to ciprofloxacin and ofloxacin ophthalmic solutions for treating bacterial
conjunctivitis in adults and children.

-- similar to placebo for treating bacterial conjunctivitis in infants <30 days old.

There is no evidence to support the use of moxifloxacin (Vigamox) as a prophylactic agent during

ophthalmologic procedures.

Decision
Maintain moxifloxacin (Vigamox) as non-formulary/non-preferred because this product offers no

additional clinical advantages over other formulary options to treat bacterial conjunctivitis in adults and
children.

Page 1 of 3
© 2004. RegenceRx. All rights reserved.



Products

Drug Product Date of
FDA

Approval

ciprofloxacin 03/30/1998

0.3% ophthalmic

solution (generic)

and ointment

(Ciloxan)

ofloxacin 0.3% 07/30/1993

ophthalmic solution

(generic)

gatifloxacin 0.3% 03/28/2003

ophthalmic solution

(Zymar)

levofloxacin 0.5% 08/18/2000

ophthalmic solution

(Quixin)

moxifloxacin 04/15/2003

ophthalmic solution
0.5% (Vigamox)

FDA Approved Indication(s)

Treatment of a) Corneal Ulcers infections caused
by susceptible strains of Pseudomonas
aeruginosa, Serratia marcescens , Staphylococcus
aureus, Staphylococcus epidermidis,
Streptococcus pneumonia, and Streptococcus
(Viridans Group), and b) Conjunctivitis caused by
susceptible strains of Haemophilus influenza,
Staphylococcus aureus, Staphylococcus
epidermidis, and Streptococcus pneumoniae.
Treatment of infections caused by susceptible
strains of the following bacteria in Bacterial
conjunctivitis (Gram-positive bacteria:
Staphylococcus aureus, Staphylococcus
epidermidis, and Streptococcus pneumoniae.
Gram-negative bacteria: Enterobacter cloacae,
Haemophilus influenzae, Proteus mirabilis, and
Pseudomonas aeruginosa) and Corneal ulcers
(Gram-positive bacteria: Staphylococcus aureus,
Staphylococcus epidermidis, Streptococcus
pneumoniae. Gram-negative bacteria:
Pseudomonas aeruginosa and Serratia
marcescens. Anaerobic species:
Propionibacterium acnes).

Treatment of bacterial conjunctivitis caused by
susceptible strains of a) aerobic Gram-Positive
Bacteria (Cornyebacterium propinquum,
Staphylococcus aureus, Staphylococcus
epidermidis, Streptococcus mitis, and
Streptococcus pneumoniae) and b) Aerobic Gram-
Negative Bacteria (Haemophilus influenzae)
Treatment of bacterial conjunctivitis caused by
susceptible strains of a) aerobic Gram-Positive
Bacteria (Corynebacterium species,
Staphylococcus aureus, Staphylococcus
epidermidis, Streptococcus pneumoniae,
Streptococcus (Groups C/F), Streptococcus
(Group G) and Viridans group streptococci) and
b) susceptible strains of aerobic Gram-Negative
Bacteria (Acinetobacter Iwoffii, Haemophilus
influenzae and Serratia marcescens).

Treatment of bacterial conjunctivitis caused by
susceptible strains of a) Aerobic Gram-positive
microorganisms (Corynebacterium species,
Micrococcus luteus, Staphylococcus aureus,
Staphylococcus epidermidis, Staphylococcus
haemolyticus, Staphylococcus hominis,
Staphylococcus warneri, Streptococcus
pneumoniae and Streptococcus viridans group) b)
Aerobic Gram-negative microorganisms
(Acinetobacter lwoffii, Haemophilus influenzae
and Haemophilus parainfluenzae) and c) Other
microorganisms (Chlamydia trachomatis).

Dose
Route

Ophthalmic

Ophthalmic

Ophthalmic

Ophthalmic

Ophthalmic

Potential Off-
Label Use(s)

All ophthalmic
antibiotic
solutions have
been used for
various eye
surgical
prophylaxis,
blepharitis,
keratitis,
endophthalmitis,
and in neonates.

Page 2 of 3

© 2004. RegenceRx. All rights reserved.



References

1.

10.

11.

Moxifloxacin Ophthalmic Solution, 0.5% (Vigamox™): Alcon Labs. 45/3 Residency Road (Gopalkrishna
Complex). Bangalore 560025, India. (Data from extracted from Biosis database abstract 2002).

Product Dossier: Vigamox™, moxifloxacin hydrochloride ophthalmic solution (0.5%). Alcon Laboratories, Fort
Worth, TX. Data reviewed 12/28/2004.

Katz HR, Andrews W, Creager D. Moxifloxacin ophthalmic solution 0.5% hastens cure and eradicates the
causative pathogens of bacterial conjunctivitis in pediatric and adult patients (Presented at the Association for
Research in Vision and Ophthalmology Meeting, Ft Lauderdale, FL (May 4 -9, 2003). Invest Ophthalmol Vis Sci.
2003 (Program 2114). Data reviewed 12/24/2004.

Gross RD, Lichtenstein SJ, Schlech BA, Gower LA, Potts SL. Early clinical and microbiological responses in the
treatment of bacterial conjunctivitis with moxifloxacin ophthalmic solution 0.5% (Vigamox™) using BID dosing.
Today’s Therapeutic Trends 2003; 21:227-37.

Conjunctivitis: American Academy of Ophthalmology. Preferred Practice Patterns.
http://www.aa0.org/aao/education/library/ppp/upload/Conjunctivitis_.pdf

Robert PY, Adenis JP. Comparative review of topical ophthalmic antibacterial preparations. Drugs. 2001;61:175-
85.

Sheikh A, Hurwitz B, Cave J. Antibiotics for acute bacterial conjunctivitis. Cochrane Database Syst Rev.
2000;(2):CD001211.

Schiebel NE. Evidence-based emergency medicine/systematic review abstract. Use of antibiotics in patients with
acute bacterial conjunctivitis. Ann Emerg Med 2003;41:407-9.

Alcon Technical Report Number 021:38570:0593. Alcon Laboratories, Fort Worth, TX (Data reviewed 12/2004).

Stass H, Dalhoff A, Kubitza D, Schuhly U. Pharmacokinetics, safety, and tolerability of ascending single doses of
moxifloxacin, a new 8-methoxy quinolone, administered to healthy subjects. Antimicrob Agents Chemother 1998;
42:2060-65.

Product Information: Vigamox™, moxifloxacin hydrochloride ophthalmic solution (0.5%).
http://a1020.g.akamai.net/7/1020/2226/ff790f635bdcad/ecatalog.alcon.com/pi/vigamox_us_en.pdf Alcon
Laboratories, Fort Worth, TX (Data reviewed 12/2004).

Page 3 of 3
© 2004. RegenceRx. All rights reserved.



