Food and Drug Administration
Silver Spring MD 20993

NDA 019865/S-020
SUPPLEMENT APPROVAL

Bayer HealthCare Pharmaceuticals, Inc.
Attention: Joseph Marini, MS, RPh

Associate Director, Global Regulatory Affairs
P.O. Box 1000

Montville, NJ 0745-1000

Dear Mr. Marini:

Please refer to your Supplemental New Drug Application (SNDA) dated and received July 22, 2011,
submitted under section 505(b)(1) of the Federal Food, Drug, and Cosmetic Act (FDCA) for Betapace
(sotalol HCI) 80 mg, 120 mg, and 160 mg Tablets.

This “Changes Being Effected” supplemental new drug application provides for the following changes:
1. Under WARNINGS, Anesthesia, the section was revised from:

Anesthesia

The management of patients undergoing major surgery who are being treated with beta-
blockers is controversial. Protracted severe hypotension and difficulty in restoring and
maintaining normal cardiac rhythm after anesthesia have been reported in patients
receiving beta-blockers.

To:

Major Surgery

Chronically administered beta-blocking therapy should not be routinely withdrawn prior
to major surgery; however, the impaired ability of the heart to respond to reflex
adrenergic stimuli may augment the risks of general anesthesia and surgical procedures.

We have completed our review of this supplemental application and it is approved, effective on the date
of this letter, for use as recommended in the enclosed, agreed-upon labeling text.

PROMOTIONAL MATERIALS

You may request advisory comments on proposed introductory advertising and promotional labeling. To
do so, submit the following, in triplicate, (1) a cover letter requesting advisory comments, (2) the
proposed materials in draft or mock-up form with annotated references, and (3) the package insert(s) to:

Food and Drug Administration

Center for Drug Evaluation and Research

Division of Drug Marketing, Advertising, and Communications
5901-B Ammendale Road
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Beltsville, MD 20705-1266

You must submit final promotional materials and package insert(s), accompanied by a Form FDA 2253,
at the time of initial dissemination or publication [21 CFR 314.81(b)(3)(i)]. Form FDA 2253 is available
at http://www.fda.gov/opacom/morechoices/fdaforms/cder.html; instructions are provided on page 2 of
the form. For more information about submission of promotional materials to the Division of Drug
Marketing, Advertising, and Communications (DDMAC), see
http://www.fda.gov/AboutFDA/CentersOfficess: CODER/ucm090142.htm.

All promotional materials that include representations about your drug product must be promptly revised
to be consistent with the labeling changes approved in this supplement, including any new safety
information [21 CFR 314.70(a)(4)]. The revisions in your promotional materials should include
prominent disclosure of the important new safety information that appears in the revised package
labeling. Within 7 days of receipt of this letter, submit your statement of intent to comply with

21 CFR 314.70(a)(4) to the address above or by fax to 301-847-8444.,

REPORTING REQUIREMENTS

We remind you that you must comply with reporting requirements for an approved NDA (21 CFR 314.80
and 314.81).

If you have any questions, please call:

Russell Fortney,R.Ph.
Regulatory Project Manager
(301) 796-1068

Sincerely,

{See appended electronic signature page}
Mary Ross Southworth, Pharm. D.

Deputy Director for Safety

Division of Cardiovascular and Renal Products
Office of Drug Evaluation |

Center for Drug Evaluation and Research

ENCLOSURE(S):
Content of Labeling

Reference ID: 3001173


http://www.fda.gov/opacom/morechoices/fdaforms/cder.html
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

MARY R SOUTHWORTH
08/17/2011

Reference ID: 3001173



	Betapace NDA 19865 S020_TSI 876-draft-labeling.pdf
	DESCRIPTION
	CLINICAL PHARMACOLOGY
	Mechanism of Action
	Electrophysiology 
	Hemodynamics
	Clinical Studies
	Pharmacokinetics 

	INDICATIONS AND USAGE
	CONTRAINDICATIONS 
	WARNINGS
	Mortality 
	Proarrhythmia 
	Congestive Heart Failure 
	Electrolyte Disturbances
	Conduction Disturbances
	Abrupt Withdrawal
	Non-Allergic Bronchospasm (e.g., chronic bronchitis and emphysema)
	Anaphylaxis 
	Major Surgery 
	Diabetes
	Sick Sinus Syndrome
	Thyrotoxicosis

	PRECAUTIONS 
	Renal Impairment
	Drug Interactions 
	Drugs undergoing CYP450 metabolism
	Antiarrhythmics
	Digoxin
	Calcium-blocking drugs
	Catecholamine-depleting agents
	Insulin and oral antidiabetics
	Beta-2-receptor stimulants
	Clonidine
	Other 
	Antacids 
	Drugs prolonging the QT interval

	Drug/Laboratory Test Interactions 
	Carcinogenesis, Mutagenesis, Impairment of Fertility
	Pregnancy Category B
	Nursing Mothers
	Pediatric Use
	Potential Adverse Effects 

	OVERDOSAGE 
	Symptoms and Treatment of Overdosage

	DOSAGE AND ADMINISTRATION 
	Adults
	Children
	For children aged about 2 years and greater
	For children aged about 2 years or younger

	Dosage in Renal Impairment  
	Adults
	Children

	Transfer to Betapace 
	Preparation of Extemporaneous Oral Solution 
	Transfer to Betapace AF from Betapace 

	HOW SUPPLIED 




