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Drug Monograph

	Drug/Drug Class:
	Doryx (Doxycycline Hyclate) Tablet Delayed Release / Antimicrobial Agent     NEW DOSE FORM

	Prepared for:
	Missouri Medicaid

	Prepared by:
	ACS - Heritage Information Systems, Inc.


 FORMCHECKBOX 
 New Criteria


 FORMCHECKBOX 
 Revision of Existing Criteria

Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be made available on an open access basis to prescribers, require a clinical edit or require prior authorization for use. 

	
	

	Dosage Forms:
	Each 100 mg delayed release tablet of Doryx contains doxycycline hyclate 100 mg.  Each 75 mg delayed release tablet of Doryx contains doxycycline hyclate 75 mg.

	
	

	Manufacturer:
	FH Faulding & Co., Ltd.,  Salisbury South, South Australia for Warner Chilcott Laboratories, Rockaway, NJ 07866

	
	

	Indications:
	To reduce the development of drug-resistant bacteria and maintain the effectiveness of DORYX and other antibacterial drugs, DORYX should be used only to treat or prevent infections that are proven or strongly suspected to be caused by susceptible bacteria.  When culture and susceptibility information are available, they should be considered in

selecting or modifying antibacterial therapy. In the absence of such data, local epidemiology and susceptibility patterns may contribute to the empiric selection of therapy.  Doxycycline is indicated for the treatment of the following infections: Rocky Mountain spotted fever, typhus fever and the typhus group, Q fever, rickettsialpox, and tick fevers caused by Rickettsiae.  Respiratory tract infections caused by Mycoplasma pneumoniae.  Lymphogranuloma venereum caused by Chlamydia trachomatis.  Psittacosis (ornithosis) caused by Chlamydia psittaci.  Trachoma caused by Chlamydia trachomatis, although the infectious agent is not always eliminated as judged by immunofluorescence.  Inclusion conjunctivitis caused by Chlamydia trachomatis.  Uncomplicated urethral, endocervical or rectal infections in adults caused by Chlamydia trachomatis.  Nongonococcal urethritis caused by Ureaplasma urealyticum.  Relapsing fever due to Borrelia recurrentis.  Doxycycline also is indicated for the treatment of infections caused by the following gram-negative microorganisms: Chancroid caused by Haemophilus ducreyi.  Plague due to Yersinia pestis (formerly Pasteurella pestis).  Tularemia due to Francisella tularensis (formerly Pasteurella tularensis).  Cholera caused by Vibrio cholerae (formerly Vibrio comma).  Campylobacter fetus infections caused by Campylobacter fetus (formerly Vibrio fetus).  Brucellosis due to Brucella species (in conjunction with streptomycin).  Bartonellosis due to Bartonella bacilliformis.  Granuloma inguinale caused by Calymmatobacterium granulomatis. Because many strains of the following groups of microorganisms have been shown to be resistant to doxycycline, culture and susceptibility testing are recommended.  Doxycycline is indicated for treatment of infections caused by the following gram-negative microorganisms, when bacteriological testing indicates appropriate susceptibility to the drug: Escherichia coli. Enterobacter aerogenes (formerly Aerobacter aerogenes).  Shigella species. Acinetobacter species (formerly Mima species and Herellea species).  Respiratory tract infections caused by Haemophilus influenzae.  Respiratory tract and urinary tract infections caused by Klebsiella species.  Doxycycline is indicated for treatment of infections caused by the following gram-positive microorganisms when bacteriological testing indicates appropriate susceptibility to the drug: Upper respiratory infections caused by Streptococcus pneumoniae (formerly Diplococcus pneumoniae) Anthrax due to Bacillus anthracis, including inhalational anthrax (post-exposure): to reduce the incidence or progression of disease following exposure to aerosolized Bacillus anthracis.  When penicillin is contraindicated, doxycycline is an alternative drug in the treatment of the following infections: Uncomplicated gonorrhea caused by Neisseria gonorrhoeae.  Syphilis caused by Treponema pallidum.  Yaws caused by Treponema pertenue.  Listeriosis due to Listeria monocytogenes.  Vincent’s infection caused by Fusobacterium fusiforme.  Actinomycosis caused by Actinomyces israelii.  Infections caused by Clostridium species.  In acute intestinal amebiasis, doxycycline may be a useful adjunct to amebicides.  In severe acne, doxycycline may be useful adjunctive therapy.  Doxycycline is indicated for the prophylaxis of malaria due to Plasmodium falciparum in

short-term travelers (<4 months) to areas with chloroquine and/or pyrimethaminesulfadoxine resistant strains.

	
	

	Costs:
	Each delayed release tablet of Doryx 75 mg is $3.70466 WAC

Each delayed release tablet of Doryx 100 mg is $4.35890 WAC

	
	

	Summary of Findings:
	The Division proposes continued prior authorization of this medication.

	
	

	Status Recommendation:
	 FORMCHECKBOX 
 Prior Authorization (PA) Required

 FORMCHECKBOX 
 Clinical Edit
	 FORMCHECKBOX 
 Open Access

 FORMCHECKBOX 
 PDL

	
	
	

	Type of PA Criteria:
	 FORMCHECKBOX 
 Increased Risk of ADE

 FORMCHECKBOX 
 Appropriate Indications
	 FORMCHECKBOX 
 Non-Preferred Agent

 FORMCHECKBOX 
 PA not required

	
	
	

	

	Prepared By: Mark M. Roaseau, BS Pharmacy, MD

Date: November 15, 2005
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