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Black Box Warnings

Tip-Look for synonyms also such as: warning; black box warning; boxed warning; black label warning

1. FDA website (http://www.fda.gov/Safety/MedWatch/default.htm)

2. MICROMEDEX 2.0 DRUGDEX

Look in menu under Cautions--Black Box Warning:

OVERVIEW B Display Entire Document | 453 P|
DOSING INFORMATION NEFAZODONE

Drug Properties
Adult Dosage

PHARMACOKINETICS

DRUGDEX® Evaluations

F Top of P
Onset and Duration y OVERVIEW
Drug Cencentration Levels
ADME 1) Class
CAUTIONS a) This drug is a member of the following class(es)

Antidepressant
Phenylpiperazine
Serotonin/Morepinephrine Reuptake Inhibitor

Black Box Warning
Contraindications
Precautions

Adverse Reactions 2) Dosing Information

Teratagen\;ln-'-'Eﬂems n a) Mefazodone Hydrochloride
Fregnancy/Breastieeding 1) Adul

Drug Interactions . . .
CLINICAL APPLICATIONS a) TJH!D_[ _dTF:T]ZSNE %SRDJ;TT; . d
e initia mg twice a day
Monitoring Parameters 2) maintenance: may increase dose by 100-200 mg/day (in 2 divided doses) at intervals of no less than 1

Patient Instructions .
Place In Therapy week: max dose 600 mg/day
¥

lechanism of Action / Pharmacalogy 2) Pediatric

Therapeutic Uses . T n . .
a) safety and effectiveness in individuals below 18 years of age have not been established
Comparative Efficacy / Evaluation With ) 4 ' ! 9

Other Therapies 3) Contraindications
REFERENCES a) MNefazodone Hydrochloride

1) previous withdrawal of nefazodone hydrochloride due to evidence of liver injury: reintreduction may increase risk o
liver injury (Prod Info SERZONE(R) oral tablets. 2008)
2) coadministration of astemizole, carbamazepine. cisapride, pimozide, or teffenadine (Prod Info SERZONE(R) oral
tablets, 2005)
3) coadministration with full doses of triazolam. can cause significant increases in triazolam plasma levels (Prod
Info SERZOME(R) oral tablets, 2005)
4) hypersensitivity to nefazodone hydrochleride or other phenylpiperazine antidepressants (Prod Info SERZONE[R)
oral tablets 2005)

3. Access Medicine

Look in menu for Warnings/Precautions and click on link:
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Drug Monographs

Nefazodone
Sections: & print Section &5 Print Chapter
° ST < Previous Section | Next Section >
- Indications & Usage
. Contraindications warnings/Precautions
- Warnings/Precautions Boxed warnings:

« Adverse Reactions
+ Interactions

+ Suicidal thinking/behavior: See "Major psychiatric warnings” below.

Major psychiatric warnings:

« Dosing
- Administraticn « [U.S. Boxed al: the risk of suicidal thinking and behavior in
« Pragnancy & Lactation children, adolescents, and young adults (18-24 years of age h major depres:

o @ e (MDD) and other psyc
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+ Storage & Compatibility
- Additional Information
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4. UpToDate
Look in menu for ‘ALERT: U.S. Boxed Warning’:

Home Contact us About UpToDate Carsers Help
UpToDate.
L ONLINE 18.2 [ B s | » LOGIN
| New Search | Patient Info | What's New | Calculators | * FEEDBACK
° Back to Search Results for "nefa
Nefazodone: Drug information @ Find B eint
-
TOPIC OUTLINE o — - -
. Nefazodone: Drug information
ALERT: U.S. Boxed Warning
Medication Safety Issues Copyright 1978-2010 Lexi-Comp, Inc. All rights reserved.
Medication Guide
Pharmacologic Category (For additional information see "Nefazodone: Patient drug information” and see "Nefazodone: Pediatric drug
Dosing: Adult information")
Dosing: Pediatric )
Dosing: Geriatric ALERT: U.S. Boxed Warning The FDA-approved labeling includes a boxed warning. See

Warnings/Precautions section for a concise summary of this information. For verbatim wording of the boxed

Dosage Forms . X
—| warning, consult the product labeling or www.fda.gov.

Dosage Forms: Concise

Generic Equivalent Available Medication Safety Issues

AR Sound-alike/look-alike issues:

Use

Use - Unlabeled/Investigational Serzone® may be confused with selegiline, Serentil@, Seroquel®, sertraline
Adverse Reactions Significant R ) R
Medication Guide an FDA-approved patient medication guide, which is available with the product
information and at http://dailvmed.nlm.nih.gov/dailymed/druginfo. cfm?id=4522, must be dispensed with
this medication for each new outpatient prescription and refill.

Contraindications
Warnings/Precautions
Metabolism/Transport Effects

Do Interaction Dharmacalanic Catannrs

5. MICROMDEX 2.0
Type Black Box Warnings in the search box to pull up a list:
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6. DailyMed
http://dailymed.nlm.nih.gov/dailymed/about.cfm
*Note: DailyMed does not contain a complete listing of labels for approved prescription drugs.

Search - | &

Limits: © Drug Mame © NDC Code © Drug Class
NEFAZODONE HYDROCHLORIDE tablet fudioun]Naimies
[Ranbaxy Phammaceuticals Inc.] » Review RxMNorm Mormal Fo
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Category DEA Schedule Marketing Status
HUMAN PRESCRIPTION DRUG LABEL

Drug Label Sections

Description Clinical Pharmacology Indications & Usage Contraindications Warnings Precautions

Adverse Reactions Overdosage Dosage & Administration How Supplied Patient Counseling Information

Boxed Warning

Medication Guide

\

Last Update: 08/18/2011


http://dailymed.nlm.nih.gov/dailymed/about.cfm�

	Black Box Warnings

