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NDA 20-683/S-004, S-006, S-007 
  
 
Wyeth Pharmaceuticals  
Attention:  Robert DiGregorio 
Director, Worldwide Regulatory Affairs 
P.O. Box 8299  
Philadelphia, PA  19101-8299 
 
 
Dear Dr. DiGregorio: 
 
Please refer to your supplemental new drug applications dated October 11, 2001 received  
October 15, 2001 (S-004), October 22, 2002 received October 25, 2002 (S-006), November 1, 2002 
received November 7, 2002 (S-007) submitted under section 505(b) of the Federal Food, Drug, and 
Cosmetic Act for ALESSE® (levonorgestrel and ethinyl estradiol) Tablets. 
 
Your submission of August 2, 2007, constituted a complete response to our June 25, 2007 Approvable 
Letter. 
  
These supplemental new drug applications provide for revisions to the physician package insert and 
patient package inserts. 
 
We have completed our review of these applications, as amended.  These applications are approved, 
effective on the date of this letter, for use as recommended in the agreed-upon labeling text, as 
enclosed. 
 
As soon as possible, but no later than 14 days from the date of this letter, please submit the content of 
labeling [21 CFR 314.50(l)] in structured product labeling (SPL) format as described at 
http://www.fda.gov/oc/datacouncil/spl.html that is identical to the enclosed labeling. Upon receipt, we 
will transmit that version to the National Library of Medicine for public dissemination.  We remind 
you that you must comply with reporting requirements for an approved NDA (21 CFR 314.80 and 
314.81). 

http://www.fda.gov/oc/datacouncil/spl.html
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If you have any questions, call Kassandra Sherrod, R.Ph., Regulatory Project Manager, at  
(301) 796-0997. 
 

Sincerely, 
 

{See appended electronic signature page} 
 

Scott Monroe, M.D.  
Director 
Division of Reproductive and Urologic Products 
Office of Drug Evaluation III 
Center for Drug Evaluation and Research 
 
 

 
Enclosure  
 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Scott Monroe
1/31/2008 08:34:55 PM


	slr4.6.7.draft-labeling(FDA).pdf
	DESCRIPTION 
	CLINICAL PHARMACOLOGY 
	Mode of Action 
	Pharmacokinetics 
	Absorption 
	Distribution 
	Metabolism 
	Excretion 

	Special Populations 
	Race 
	Hepatic insufficiency 
	Renal insufficiency 
	Drug-drug interactions 


	INDICATIONS AND USAGE 
	CONTRAINDICATIONS 
	WARNINGS 
	1. Thromboembolic Disorders and Other Vascular Problems 
	a. Myocardial infarction 
	b. Venous thrombosis and thromboembolism 
	c. Cerebrovascular diseases 
	d. Dose-related risk of vascular disease from oral contraceptives 
	e. Persistence of risk of vascular disease 

	2. Estimates of Mortality from Contraceptive Use 
	3. Carcinoma of the Reproductive Organs and Breasts 
	4. Hepatic Neoplasia 
	5. Ocular Lesions 
	6. Oral-Contraceptive Use Before or During Early Pregnancy 
	7. Gallbladder Disease 
	8. Carbohydrate and Lipid Metabolic Effects 
	9. Elevated Blood Pressure 
	10. Headache 
	11. Bleeding Irregularities 
	12. Ectopic Pregnancy 

	PRECAUTIONS 
	1. General 
	2. Physical Examination and Follow-Up 
	3. Lipid Disorders 
	4. Liver Function 
	5. Fluid Retention 
	6. Emotional Disorders 
	7. Contact Lenses 
	8. Gastrointestinal 
	9. Drug Interactions 
	Changes in Contraceptive Effectiveness Associated with Coadministration of Other Products: 
	Increase in Plasma Levels Associated with Co-Administered Drugs: 
	Changes in Plasma Levels of Co-Administered Drugs: 

	10. Interactions with Laboratory Tests 
	11. Carcinogenesis 
	12. Pregnancy 
	13. Nursing Mothers 
	14. Pediatric Use 
	15. Geriatric use 
	16. Information for the Patient 

	ADVERSE REACTIONS 
	OVERDOSAGE 
	NONCONTRACEPTIVE HEALTH BENEFITS 
	DOSAGE AND ADMINISTRATION 
	During The First Cycle Of Use
	Sunday start
	Day 1 start
	After the first cycle of use
	Switching from another hormonal method of contraception
	If spotting or breakthrough bleeding occurs
	Risk of pregnancy if tablets are missed
	Use after pregnancy, abortion or miscarriage

	HOW SUPPLIED 
	Brief Summary Patient Package Insert 
	HOW TO TAKE ALESSE
	IMPORTANT POINTS TO REMEMBER 
	BEFORE YOU START TAKING ALESSE 
	WHEN TO START THE FIRST PACK OF PILLS 
	DAY 1 START
	SUNDAY START
	WHAT TO DO DURING THE MONTH 
	IF YOU SWITCH FROM ANOTHER BRAND OF COMBINATION PILLS 
	WHAT TO DO IF YOU MISS PILLS 
	If you MISS 1 pink "active" pill:
	If you MISS 2 pink "active" pills in a row in WEEK 1 OR WEEK 2 of your pack:
	If you MISS 2 pink "active" pills in a row in THE 3rd WEEK: 
	If you MISS 3 OR MORE pink "active" pills in a row (during the first 3 weeks):
	If you forget any of the 7 light-green "reminder" pills in Week 4: 
	FINALLY, IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU HAVE MISSED 
	BIRTH CONTROL AFTER STOPPING THE PILL 

	DETAILED PATIENT LABELING
	INTRODUCTION
	EFFECTIVENESS OF ORAL CONTRACEPTIVES
	WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES
	OTHER CONSIDERATIONS BEORE TAKING ORAL CONTRACEPTIVES
	RISKS OF TAKING ORAL CONTRACEPTIVES
	1. Risks of developing blood clots
	2. Heart attacks and strokes
	3. Gallbladder disease
	4. Liver tumors
	5. Cancer of the reproductive organs and breasts
	6. Lipid Metabolism and Pancreatitis

	ESTIMATED RISK OF DEATH FROM A BIRTH-CONTROL METHOD OR PREGNANCY
	WARNING SIGNALS
	SIDE EFFECTS OF ORAL CONTRACEPTIVES
	1. Unscheduled or breakthrough vaginal bleeding or spotting
	2. Contact lenses
	3. Fluid retention
	4. Melasma
	5. Other side effects

	GENERAL PRECAUTIONS
	1. Missed periods and use of oral contraceptives before or during early pregnancy
	2. While breast-feeding
	3. Laboratory tests
	4. Drug interactions
	5. Sexually transmitted diseases

	HOW TO TAKE ALESSE 
	IMPORTANT POINTS TO REMEMBER 
	BEFORE YOU START TAKING ALESSE 
	WHEN TO START THE FIRST PACK OF PILLS 
	DAY 1 START 
	SUNDAY START 
	WHAT TO DO DURING THE MONTH 
	IF YOU SWITCH FROM ANOTHER BRAND OF COMBINATION PILLS
	WHAT TO DO IF YOU MISS PILLS 
	If you MISS 1 pink "active" pill:
	If you MISS 2 pink "active" pills in a row in WEEK 1 OR WEEK 2 of your pack:
	If you MISS 2 pink “active” pills in a row in THE 3rd WEEK: 
	If you MISS 3 OR MORE pink "active" pills in a row (during the first 3 weeks):
	If you forget any of the 7 light-green "reminder" pills in Week 4: 
	FINALLY, IF YOU ARE STILL NOT SURE WHAT TO DO ABOUT THE PILLS YOU HAVE MISSED 
	PREGNANCY DUE TO PILL FAILURE
	PREGNANCY AFTER STOPPING THE PILL
	BIRTH CONTROL AFTER STOPPING THE PILL
	OVERDOSAGE
	OTHER INFORMATION
	HEALTH BENEFITS FROM ORAL CONTRACEPTIVES






