
Your Guide to Treatment With BOTOX®  

for Urinary Incontinence

Important Safety Information 
BOTOX® may cause serious side effects that can be life  
threatening. Call your doctor or get medical help right away  
if you have any of these problems any time (hours to weeks) 
after injection of BOTOX®:

•Problems swallowing, speaking, or breathing, due to  
weakening of associated muscles, can be severe and result  
in loss of life. You are at the highest risk if these problems  
are pre-existing before injection. Swallowing problems may  
last for several months

•Spread of toxin effects. The effect of botulinum toxin may  
affect areas away from the injection site and cause serious  
symptoms including: loss of strength and all-over muscle  
weakness, double vision, blurred vision and drooping  
eyelids, hoarseness or change or loss of voice (dysphonia),  
trouble saying words clearly (dysarthria), loss of bladder  
control, trouble breathing, trouble swallowing. If this  
happens, do not drive a car, operate machinery, or do  
other dangerous activities

Please see additional Important Safety 
Information on the following pages.

BOTOX® (onabotulinumtoxinA) 200 Units for injection is a 
prescription medicine that is injected into the bladder muscle 
and used to treat leakage of urine (incontinence) in adults 
18 years and older with overactive bladder due to neurologic 
disease who still have leakage or cannot tolerate the side 
effects after trying an anticholinergic medication.

Please see Important Safety Information inside.
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If you’ve tried medication for urinary incontinence  
due to a neurologic condition, and you still have  
leakage or experience too many side effects,  
you and your physician can do something about it.

Talk to your doctor today.

For more information refer to the accompanying Medication  
Guide or talk with your doctor.
You are encouraged to report negative side effects of prescription 
drugs to the FDA. Visit www.fda.gov/medwatch or call  
1-800-FDA-1088.
Please see accompanying full Product Information including 
Boxed Warning and Medication Guide.

You can visit www.BOTOXforIncontinence.com to locate a urologist in your area.

Important Safety Information (cont.) 
Other side effects of BOTOX® include: urinary tract infection  
and/or inability to empty your bladder on your own (in people  
being treated for urinary incontinence).

Important Safety Information (cont.) 
Especially tell your doctor if you: have received any other  
botulinum toxin product in the last 4 months; have received  
injections of botulinum toxin such as Myobloc®, Dysport®, or  
Xeomin® in the past (be sure your doctor knows exactly which 
product you received); have recently received an antibiotic by  
injection; take muscle relaxants; take an allergy or cold medicine; 
take a sleep medicine; take anti-platelets (aspirin-like products)  
or anti-coagulants (blood thinners).
Other side effects of BOTOX® include: dry mouth, discomfort or 
pain at the injection site, tiredness, headache, neck pain, and  
eye problems: double vision, blurred vision, decreased eyesight,  
drooping eyelids, swelling of your eyelids, and dry eyes;

Please see additional Important Safety Information on the following page.
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If your physician has recommended treatment 
with BOTOX® (onabotulinumtoxinA), you may 
be wondering, “What happens now?”

Important Safety Information (cont.)
Do not take BOTOX® if you: are allergic to any of the ingredients 
in BOTOX® (see Medication Guide for ingredients); had an  
allergic reaction to any other botulinum toxin product such  
as Myobloc® (rimabotulinumtoxinB), Dysport®  
(abobotulinumtoxinA), or Xeomin® (incobotulinumtoxinA);  
have a skin infection at the planned injection site.

BOTOX® (onabotulinumtoxinA) is a prescription medicine that 
is injected into the bladder muscle and used to treat leakage  
of urine (incontinence) in adults 18 years and older with 
overactive bladder due to neurologic disease who still have 
leakage or cannot tolerate the side effects after trying an 
anticholinergic medication.

This brochure was developed to answer that question. In it 
you’ll find information on how BOTOX® works; how it may 
help; and what to expect before, during, and after treatment. 
As you read, you’ll see various medical terms in italic type, 
and you can find their definitions in the glossary starting on 
page 10.
If you have any additional questions about treatment 
with BOTOX®, please talk with your urologist or visit 
www.BOTOXforIncontinence.com.
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In people living with damage to the nervous system, the  
bladder may not be able to communicate properly with  
the brain.1-3 When that happens, the bladder muscle can  
become overactive.1

When the bladder is filling, the bladder muscle should be  
relaxed, but bladder muscle overactivity causes it to contract  
involuntarily. This can lead to an increase in bladder pressure,  
causing urine leakage, or urinary incontinence (UI).1 In some  
people, depending on their specific medical condition, it may  
even lead to kidney damage.1

If you’ve tried medication for urinary incontinence and still  
have leakage or experience too many side effects, BOTOX®  
is one treatment option that may be able to help.4

Why can neurologic conditions cause 
urinary incontinence?

BOTOX® works in 2 ways
1. BOTOX® can help reduce bladder contractions. That may help4:

• Reduce leakage episodes
• Increase bladder capacity (how much urine your bladder  

can store)
• Decrease the pressure in your bladder (high bladder  

pressure can cause urine leakage)
2. BOTOX® injection is also believed to reduce nerve signals  

coming from the bladder that tell your nervous system that  
your bladder is full.4

• Calming these hypersensitive nerves may also help reduce  
leakage episodes2

Important Safety Information (cont.)
Do not take BOTOX® for the treatment of urinary incontinence  
if you: have a urinary tract infection (UTI) or cannot empty your 
bladder on your own and are not routinely catheterizing.
Please see additional Important Safety Information on the following pages.



Important Safety Information (cont.) 
The dose of BOTOX® is not the same as, or comparable to,  
another botulinum toxin product.

As soon as 2 weeks— 
that’s when improvement  

can be seen
Some patients experienced 

fewer leakage episodes  
compared with placebo as 

soon as 2 weeks after  
treatment with BOTOX®.4

Clinical trials for BOTOX® (onabotulinumtoxinA) included 691  
patients with overactive bladder due to neurologic conditions. 
They had all tried at least one medication for their urinary  
incontinence but did not experience the improvement they were 
hoping to see or could not tolerate the side effects.4

Before the studies, these patients had an average of 32 leakage 
episodes each week.5 Six weeks after treatment with BOTOX®, 
they experienced4,5:

• Fewer leakage episodes
– BOTOX® patients had about 22 fewer leakage  

episodes each week (compared to about  
13 fewer for placebo patients)

• Increased bladder capacity
• Decreased pressure in the bladder

What results could I see from  
BOTOX® (onabotulinumtoxinA) treatment?

About 10 months— 
that’s how long relief of  

urinary incontinence  
symptoms can last

Based on clinical studies,  
the effects of treatment  
with BOTOX® can last for 

about 10 months.4

You can find definitions of words in italics in the glossary beginning on page 10.
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Important Safety Information (cont.) 
The dose of BOTOX® is not the same as, or comparable to,  
another botulinum toxin product.

During the BOTOX® clinical trials, the most common side  
effects reported within the first 12 weeks were urinary tract  
infection (UTI), urinary retention (not being able to empty the 
bladder completely), hematuria (blood in the urine), fatigue,  
and insomnia.4,6

Urinary tract infection occurred in 24% (64/262) of patients  
who received BOTOX® compared with 17% (47/272) of patients 
receiving placebo.4

What are the most common side effects?

Urinary retention (not being able to fully empty the bladder)  
occurred in 17% (45/262) of patients who received BOTOX® 
compared with 3% (8/272) for placebo.4

• This may require that you use a catheter,4 a tube inserted  
into the bladder to allow it to drain completely7

• Clean intermittent catheterization (CIC) is a way to 
manage incomplete bladder emptying.8 The catheter  
is not left in but is used as needed, usually about 4 times  
a day.8,9 You wash and dry the catheter or use a new  
one each time.9 You can do it yourself or someone can  
do it for you8

Important Safety Information (cont.) 
Serious and/or immediate allergic reactions have been  
reported. These reactions include itching, rash, red itchy welts, 
wheezing, asthma symptoms, or dizziness or feeling faint. Tell 
your doctor or get medical help right away if you experience  
any such symptoms; further injection of BOTOX® should be  
discontinued.

4

Please see additional Important Safety Information on the following pages.



Important Safety Information (cont.) 
Tell your doctor about all your muscle or nerve conditions  
such as amyotrophic lateral sclerosis (ALS or Lou Gehrig’s  
disease), myasthenia gravis, or Lambert-Eaton syndrome, as  
you may be at increased risk of serious side effects including  
severe dysphagia (difficulty swallowing) and respiratory  
compromise (difficulty breathing) from typical doses of BOTOX®.

Hematuria (blood in the urine) occurred in 4% (10/262) of  
BOTOX® patients compared with 3% (8/272) for placebo.4  
Fatigue occurred in 4% (10/262) of BOTOX® patients compared 
with 1% (3/272) for placebo.4 Insomnia occurred in 2% (4/262)  
of BOTOX® patients compared with 0% (0/272) for placebo.4

This list does not cover all the possible side effects of  
BOTOX® (onabotulinumtoxinA). Please refer to the Important 
Safety Information included throughout this brochure and 
talk with your doctor. If you have tried an anticholinergic 
medication and you still have leakage or experience too 
many side effects, please talk with your urologist about the 
risks and benefits to you of receiving treatment with BOTOX® 
for urinary incontinence due to a neurologic condition.

• Among patients who were not already using a catheter  
before the clinical trials, 31% (33/108) began using a  
catheter at any time during treatment compared with  
7% (7/104) for placebo4

• Before you and your physician choose BOTOX® treatment,  
you should discuss the possibility that you may need to  
use a catheter after treatment, and you should be willing  
and able to use a catheter if needed4

Common side effects (cont.)
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Important Safety Information (cont.) 
Tell your doctor if you have any breathing-related problems. 
Your doctor will want to monitor you for any breathing problems 
during your treatment with BOTOX® for detrusor overactivity  
associated with a neurologic condition. The risk of pulmonary  
effects in patients with compromised respiratory status is  
increased in patients receiving BOTOX®.

TESTING for urinary incontinence in adults with overactive  
bladder due to a neurologic condition
If you have urinary incontinence resulting from a neurologic 
condition, special tests performed in your urologist’s office  
are used to diagnose the underlying problem, such as bladder 
muscle overactivity.1,9 These tests are called urodynamics.
Before recommending BOTOX® (onabotulinumtoxinA),  
your urologist may use these tests to measure1,9:

• Whether your bladder muscle contracts involuntarily 
when it is filling with fluid

• How much urine is left in your bladder after you are  
finished urinating

• How much pressure is inside your bladder
• How much your bladder can hold (bladder capacity)
• How much pressure your bladder muscle produces

Do I have to undergo testing first?

6

Please see additional Important Safety Information on the following pages.



Important Safety Information (cont.)
Autonomic Dysreflexia and Urinary Retention in Patients  
Treated for Detrusor Overactivity Associated With a  
Neurologic Condition
Autonomic dysreflexia associated with intradetrusor injections  
of BOTOX® could occur in patients treated for detrusor  
overactivity associated with a neurologic condition and may  
require prompt medical therapy. In clinical trials, the incidence  
of autonomic dysreflexia was greater in patients treated with  
BOTOX® 200 Units compared with placebo (1.5% versus 0.4%,  
respectively).

BEFORE treatment, your urologist will:
• Make sure you know that some people may need to begin  

using a catheter (clean intermittent catheterization)  
after treatment5

• Provide education on how to use a catheter in case it  
becomes necessary to use one to drain your bladder  
completely5

• Explain how BOTOX® (onabotulinumtoxinA) treatment is 
done and the results you may expect

• Instruct you to stop taking antiplatelets (aspirin-like  
products) at least 3 days before treatment4

• Give you antibiotics one to 3 days before your treatment  
to help prevent urinary tract infection (UTI)4

What happens before I receive treatment?

7

You can find definitions of words in italics in the glossary beginning on page 10.



Important Safety Information (cont.) 
Autonomic Dysreflexia and Urinary Retention in Patients  
Treated for Detrusor Overactivity Associated With a  
Neurologic Condition (cont.) 
In clinical trials, 30.6% of patients (33/108) who were not using 
clean intermittent catheterization (CIC) prior to injection, required 
catheterization for urinary retention following treatment with  
BOTOX® 200 Units as compared to 6.7% of patients (7/104)  
treated with placebo. 

DURING treatment, your urologist will:
• Test to make sure that you do not have a UTI on the day  

of treatment4

• Explain that you have options for anesthesia—either local,  
regional, or general5

• Administer BOTOX® (onabotulinumtoxinA) either in the 
hospital or in the office5

– After using anesthesia to numb your bladder,  
your urologist will make small injections in the  
bladder wall, where the bladder muscle is located

• Give you antibiotics on the treatment day4

8

What can I expect on the day of treatment?

Please see additional Important Safety Information on the following pages.



Important Safety Information (cont.) 
Autonomic Dysreflexia and Urinary Retention in Patients 
Treated for Detrusor Overactivity Associated With a  
Neurologic Condition (cont.) 
The median duration of post-injection catheterization for these 
patients treated with BOTOX® 200 Units (n=33) was 289 days 
(minimum 1 day to maximum 530 days) as compared to a  
median duration of 358 days (minimum 2 days to maximum  
379 days) for patients receiving placebo (n=7). 

AFTER treatment, your urologist will:
• Ask you to stay in the office for about 30 minutes4 to check  

your blood pressure and pulse rate and make sure that you  
have emptied your bladder5

• Give you antibiotics one to 3 days after your treatment4

• Check whether urine is left in the bladder after you urinate  
(within 2 weeks after treatment and as your doctor  
considers medically appropriate up to 12 weeks)4

Be sure to follow your urologist’s advice after your  
BOTOX® (onabotulinumtoxinA) treatment. Your urologist will  
let you know when you need to come back for an appointment  
to measure your progress.

9

What happens after treatment?

If you have any questions about urinary incontinence  
resulting from a neurologic condition or treatment  
with BOTOX®, please talk with your urologist or visit 
www.BOTOXforIncontinence.com.



Important Safety Information (cont.) 
Autonomic Dysreflexia and Urinary Retention in Patients  
Treated for Detrusor Overactivity Associated With a  
Neurologic Condition (cont.) 
Among patients not using CIC at baseline, those with MS were 
more likely to require CIC post-injection than those with SCI.
Due to the risk of urinary retention, only patients who are willing 
and/or able to initiate catheterization post-treatment, if required, 
should be considered for treatment. 

ANTICHOLINERGICS 
Medications that are approved by the FDA to treat overactive 
bladder (OAB) with symptoms of urinary incontinence (UI),  
urgency, and frequency.10,11

BLADDER CAPACITY 
How much urine your bladder can hold. This can be measured 
using urodynamics (special tests done in your urologist’s office).9

BLADDER PRESSURE 
The pressure inside your bladder. This can be measured using 
urodynamics (special tests done in your urologist’s office).9

CATHETERIZATION 
Inserting a tube into the bladder to help completely empty urine. 
Some catheters are permanent; others are removed and placed 
back in when needed (this is called intermittent).8,9

CLEAN INTERMITTENT CATHETERIZATION (CIC) 
A common way to manage incomplete bladder emptying.8 The 
catheter is not left in but is used as needed, usually about 4 times 
a day.8,9 You wash and dry the catheter or use a new one each 
time.9 You can do it yourself or someone can do it for you.8

Glossary

10

Please see additional Important Safety Information on the following pages.



Important Safety Information (cont.) 
Autonomic Dysreflexia and Urinary Retention in Patients  
Treated for Detrusor Overactivity Associated With a  
Neurologic Condition (cont.) 
In patients who are not catheterizing, post-void residual (PVR)  
urine volume should be assessed within 2 weeks post-treatment 
and periodically as medically appropriate up to 12 weeks.  
Catheterization should be instituted if PVR urine volume exceeds 
200 mL and continued until PVR falls below 200 mL. Patients 
should be instructed to contact their physician if they experience 
difficulty in voiding as catheterization may be required.

PLACEBO 
An inactive substance such as a sugar pill or saline (salt water).7 

A placebo helps researchers show a difference between the  
effect of a study medication and no treatment. The placebo  
in the BOTOX® (onabotulinumtoxinA) clinical studies was a  
saline injection.5

URINARY FREQUENCY 
Urinating more often than normal and before the bladder is full.7

URINARY INCONTINENCE (UI) 
Leakage of urine that is not under a person’s voluntary control.7,9

URINARY RETENTION 
When the bladder cannot empty completely, even after urination.7

URINARY TRACT INFECTION (UTI) 
Infection of one or more structures in the urinary system that can 
cause urinary frequency, burning pain with urination, and possibly 
blood and/or pus in urine.7

URINARY URGENCY 
The sudden, nearly uncontrollable feeling that you have to urinate.7

Glossary (cont.)
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Important Safety Information (cont.) 
Human albumin and spread of viral diseases. BOTOX® contains 
albumin, a protein component of human blood. The potential risk 
of spreading viral diseases (eg, Creutzfeldt-Jakob disease [CJD]) 
via human serum albumin is extremely rare. No cases of viral  
diseases or CJD have ever been reported in association with  
human serum albumin. 

URINE FLOW RATE 
How quickly the stream of urine comes out from your bladder.9

URODYNAMICS 
Special tests done by your urologist to measure several things 
including: whether your bladder muscle contracts involuntarily 
when it is filling, urine flow rate, urinary retention, bladder  
pressure, bladder capacity, and how much pressure your bladder 
muscle produces. These tests can determine whether a person  
has urinary incontinence resulting from overactive bladder due  
to a neurologic condition.1,9

UROLOGIST 
A physician who specializes in treating people who have problems 
or disorders of the urinary system.7

Tell your doctor about all your medical conditions, including  
if you: have or have had bleeding problems; have plans to have  
surgery; had surgery on your face; weakness of forehead muscles, 
such as trouble raising your eyebrows; drooping eyelids; any other 
abnormal facial change; have symptoms of a urinary tract infection 
(UTI) and are being treated for urinary incontinence. Symptoms of 
a urinary tract infection may include pain or burning with urination, 
frequent urination, or fever; have problems emptying your bladder  
on your own and are being treated for urinary incontinence; are  
pregnant or plan to become pregnant (it is not known if BOTOX®  
can harm your unborn baby); are breastfeeding or plan to  
breastfeed (it is not known if BOTOX® passes into breast milk).

12

Please see additional Important Safety Information on the following pages.



Important Safety Information (cont.) 
Tell your doctor about all the medicines you take, including  
prescription and nonprescription medicines, vitamins, and herbal 
products. Using BOTOX® with certain other medicines may cause 
serious side effects. Do not start any new medicines until you  
have told your doctor that you have received BOTOX® in the past. 

If you still have leakage or cannot tolerate the side effects  
after trying an anticholinergic medication to treat your urinary 
incontinence resulting from a neurologic condition, it’s important 
for you to talk to your physician about other options. You can 
do something about it. 
Your doctor may recommend that you see a urologist, who may 
use special tests that can be done in the office. These tests help 
the urologist understand more about your urinary incontinence 
resulting from a neurologic condition, provide insight into  
the appropriate treatment for you, and help your urologist  
understand how well your current treatment is working.1

The sooner you talk to your doctor, the sooner you can receive 
treatment appropriate for you. 

Practice Contact Information

13

What’s my next step? 
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help; and what to expect before, during, and after treatment. 
As you read, you’ll see various medical terms in italic type, 
and you can find their definitions in the glossary starting on 
page 10.
If you have any additional questions about treatment 
with BOTOX®, please talk with your urologist or visit 
www.BOTOXforIncontinence.com.

Important Safety Information (cont.) 
Especially tell your doctor if you: have received any other  
botulinum toxin product in the last 4 months; have received  
injections of botulinum toxin such as Myobloc®, Dysport®, or  
Xeomin® in the past (be sure your doctor knows exactly which 
product you received); have recently received an antibiotic by  
injection; take muscle relaxants; take an allergy or cold medicine; 
take a sleep medicine; take anti-platelets (aspirin-like products)  
or anti-coagulants (blood thinners).
Other side effects of BOTOX® include: dry mouth, discomfort or 
pain at the injection site, tiredness, headache, neck pain, and  
eye problems: double vision, blurred vision, decreased eyesight,  
drooping eyelids, swelling of your eyelids, and dry eyes;

Please see additional Important Safety Information on the following page.

References: 1. Chancellor MB, et al. Am J Phys Rehabil. 2006;85(6):536-545. 2. Fowler CJ, et al. Nat Rev Neurosci. 
2008;9(6):453-466. 3. Abrams P, et al. Neurourol Urodyn. 2010;29(1):213-240. 4. BOTOX® Prescribing Information, 
November 2011. 5. Data on file, Allergan, Inc. 6. National Institute of Diabetes and Digestive and Kidney Diseases 
(NIDDK). Urinary retention. Available at: http://kidney.niddk.nih.gov/kudiseases/pubs/UrinaryRetention/.  
Accessed July 28, 2011. 7. Mosby’s Dictionary of Medicine, Nursing & Health Professions. 7th ed. Myers T, ed.  
St. Louis, MO: Mosby Elsevier; 2006. 8. Wyndaele JJ, et al. Neurourol Urodyn. 2010;29(4):662-669. 9. Abrams P,  
et al. Urology. 2003;61(1):37-49. 10. Kershen RT. Curr Urol Rep. 2009;10(5):352-361. 11. Ellsworth P, et al.  
Urol Nurs. 2010;30(1):29-38, 53. 
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51081_albnui_APC68TA12_Prdct_cvr_6x9_fa2.indd   2 3/17/12   7:29 PM



Your Guide to Treatment With BOTOX®  

for Urinary Incontinence

Important Safety Information 
BOTOX® may cause serious side effects that can be life  
threatening. Call your doctor or get medical help right away  
if you have any of these problems any time (hours to weeks) 
after injection of BOTOX®:

•Problems swallowing, speaking, or breathing, due to  
weakening of associated muscles, can be severe and result  
in loss of life. You are at the highest risk if these problems  
are pre-existing before injection. Swallowing problems may  
last for several months

•Spread of toxin effects. The effect of botulinum toxin may  
affect areas away from the injection site and cause serious  
symptoms including: loss of strength and all-over muscle  
weakness, double vision, blurred vision and drooping  
eyelids, hoarseness or change or loss of voice (dysphonia),  
trouble saying words clearly (dysarthria), loss of bladder  
control, trouble breathing, trouble swallowing. If this  
happens, do not drive a car, operate machinery, or do  
other dangerous activities

Please see additional Important Safety 
Information on the following pages.

BOTOX® (onabotulinumtoxinA) 200 Units for injection is a 
prescription medicine that is injected into the bladder muscle 
and used to treat leakage of urine (incontinence) in adults 
18 years and older with overactive bladder due to neurologic 
disease who still have leakage or cannot tolerate the side 
effects after trying an anticholinergic medication.

Please see Important Safety Information inside.

©2012 Allergan, Inc., Irvine, CA 92612 ® marks owned by Allergan, Inc. 
www.BOTOXMedical.com  1-800-44-BOTOX    APC68TA12    ALBNUI51081

If you’ve tried medication for urinary incontinence  
due to a neurologic condition, and you still have  
leakage or experience too many side effects,  
you and your physician can do something about it.

Talk to your doctor today.

For more information refer to the accompanying Medication  
Guide or talk with your doctor.
You are encouraged to report negative side effects of prescription 
drugs to the FDA. Visit www.fda.gov/medwatch or call  
1-800-FDA-1088.
Please see accompanying full Product Information including 
Boxed Warning and Medication Guide.

You can visit www.BOTOXforIncontinence.com to locate a urologist in your area.

Important Safety Information (cont.) 
Other side effects of BOTOX® include: urinary tract infection  
and/or inability to empty your bladder on your own (in people  
being treated for urinary incontinence).

Important Safety Information (cont.) 
Especially tell your doctor if you: have received any other  
botulinum toxin product in the last 4 months; have received  
injections of botulinum toxin such as Myobloc®, Dysport®, or  
Xeomin® in the past (be sure your doctor knows exactly which 
product you received); have recently received an antibiotic by  
injection; take muscle relaxants; take an allergy or cold medicine; 
take a sleep medicine; take anti-platelets (aspirin-like products)  
or anti-coagulants (blood thinners).
Other side effects of BOTOX® include: dry mouth, discomfort or 
pain at the injection site, tiredness, headache, neck pain, and  
eye problems: double vision, blurred vision, decreased eyesight,  
drooping eyelids, swelling of your eyelids, and dry eyes;

Please see additional Important Safety Information on the following page.

References: 1. Chancellor MB, et al. Am J Phys Rehabil. 2006;85(6):536-545. 2. Fowler CJ, et al. Nat Rev Neurosci. 
2008;9(6):453-466. 3. Abrams P, et al. Neurourol Urodyn. 2010;29(1):213-240. 4. BOTOX® Prescribing Information, 
November 2011. 5. Data on file, Allergan, Inc. 6. National Institute of Diabetes and Digestive and Kidney Diseases 
(NIDDK). Urinary retention. Available at: http://kidney.niddk.nih.gov/kudiseases/pubs/UrinaryRetention/.  
Accessed July 28, 2011. 7. Mosby’s Dictionary of Medicine, Nursing & Health Professions. 7th ed. Myers T, ed.  
St. Louis, MO: Mosby Elsevier; 2006. 8. Wyndaele JJ, et al. Neurourol Urodyn. 2010;29(4):662-669. 9. Abrams P,  
et al. Urology. 2003;61(1):37-49. 10. Kershen RT. Curr Urol Rep. 2009;10(5):352-361. 11. Ellsworth P, et al.  
Urol Nurs. 2010;30(1):29-38, 53. 
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HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not include all the information needed to use 
BOTOX® safely and effectively. See full prescribing information  
for BOTOX. 
BOTOX (onabotulinumtoxinA) for injection, for intramuscular, 
intradetrusor, or intradermal use 
Initial U.S. Approval: 1989

WARNING: DISTANT SPREAD OF TOXIN EFFECT 
See full prescribing information for complete boxed warning. 
The effects of BOTOX and all botulinum toxin products may spread 
from the area of injection to produce symptoms consistent with 
botulinum toxin effects. These symptoms have been reported hours 
to weeks after injection. Swallowing and breathing difficulties can 
be life threatening and there have been reports of death. The risk of 
symptoms is probably greatest in children treated for spasticity but 
symptoms can also occur in adults, particularly in those patients 
who have an underlying condition that would predispose them to 
these symptoms. (5.2)

RECENT MAJOR CHANGES

INDICATIONS AND USAGE
BOTOX

Important limitations:
BOTOX

BOTOX

BOTOX

DOSAGE AND ADMINISTRATION

BOTOX

DOSAGE FORMS AND STRENGTHS

CONTRAINDICATIONS

WARNINGS AND PRECAUTIONS
BOTOX

BOTOX

BOTOX

ADVERSE REACTIONS

To report SUSPECTED ADVERSE REACTIONS, contact Allergan at  
1-800-433-8871 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch.

DRUG INTERACTIONS
BOTOX

BOTOX
USE IN SPECIFIC POPULATIONS

See 17 for PATIENT COUNSELING INFORMATION and Medication Guide
Revised: 11/2011
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FULL PRESCRIBING INFORMATION

WARNING: DISTANT SPREAD OF TOXIN EFFECT 
Postmarketing reports indicate that the effects of BOTOX and all 
botulinum toxin products may spread from the area of injection to 
produce symptoms consistent with botulinum toxin effects. These 
may include asthenia, generalized muscle weakness, diplopia, 
ptosis, dysphagia, dysphonia, dysarthria, urinary incontinence and 
breathing difficulties. These symptoms have been reported hours 
to weeks after injection. Swallowing and breathing difficulties can 
be life threatening and there have been reports of death. The risk of 
symptoms is probably greatest in children treated for spasticity but 
symptoms can also occur in adults treated for spasticity and other 
conditions, particularly in those patients who have an underlying 
condition that would predispose them to these symptoms. In 
unapproved uses, including spasticity in children, and in approved 
indications, cases of spread of effect have been reported at doses 
comparable to those used to treat cervical dystonia and at lower 
doses. [See Warnings and Precautions (5.2)]

1  INDICATIONS AND USAGE
1.1 Detrusor Overactivity associated with a Neurologic Condition
BOTOX

1.2 Chronic Migraine
BOTOX

Important limitations

1.3 Upper Limb Spasticity
BOTOX 

Important limitations
BOTOX

BOTOX
BOTOX

BOTOX

1.4 Cervical Dystonia 
BOTOX

1.5 Primary Axillary Hyperhidrosis
BOTOX

Important limitations
BOTOX

BOTOX

BOTOX

1.6 Blepharospasm and Strabismus
BOTOX

2 DOSAGE AND ADMINISTRATION
2.1  Instructions for Safe Use
The potency Units of BOTOX (onabotulinumtoxinA) for injection are 
speci!c to the preparation and assay method utilized. They are not 
interchangeable with other preparations of botulinum toxin products 
and, therefore, units of biological activity of BOTOX cannot be compared 
to nor converted into units of any other botulinum toxin products 
assessed with any other speci!c assay method [see Warnings and 
Precautions (5.1) and Description (11)].

BOTOX

BOTOX

BOTOX

2.2  Preparation and Dilution Technique
BOTOX

BOTOX

BOTOX

BOTOX
BOTOX

5 WARNINGS AND PRECAUTIONS

BOTOX

BOTOX

BOTOX

6 ADVERSE REACTIONS

7 DRUG INTERACTIONS
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10 OVERDOSAGE
11 DESCRIPTION
12 CLINICAL PHARMACOLOGY

13 NONCLINICAL TOXICOLOGY

14 CLINICAL STUDIES

16 HOW SUPPLIED/STORAGE AND HANDLING
17 PATIENT COUNSELING INFORMATION



Table 1: Dilution Instructions for BOTOX Vials (100 Units and 200 Units)

Diluent*  
Added to 

100 Unit Vial 

Resulting  
Dose Units  
per 0.1 mL

Diluent*  
Added to 

200 Unit Vial 

Resulting  
Dose Units  
per 0.1 mL

BOTOX

BOTOX

BOTOX
BOTOX

2.3  Detrusor Overactivity associated with a Neurologic Condition

see Drug Interactions (7))

BOTOX

BOTOX

BOTOX

BOTOX

BOTOX

BOTOX

BOTOX

BOTOX

Figure 1: Injection Pattern for Detrusor Overactivity associated with  
a Neurologic Condition

2.4  Chronic Migraine

A. Corrugator:  
5 U each side

 D. Temporalis:  
20 U each side

 E. Occipitalis:  
15 U each side

 F. Cervical 
paraspinal: 
10 U each side

B. Procerus:  
5 U (one site)

G. Trapezius: 
15 U each side

C. Frontalis:  
10 U each side

Table 2: BOTOX Dosing by Muscle for Chronic Migraine

Head/Neck Area Recommended Dose  
(Number of Sitesa)

Total Dose: 155 Units divided in 31 sites
a Each IM injection site = 0.1 mL = 5 Units BOTOX 
b Dose distributed bilaterally

2.5  Upper Limb Spasticity

BOTOX



Table 3: BOTOX Dosing by Muscle for Upper Limb Spasticity

Muscle Recommended Dose  
Total Dosage (Number of Sites)

BOTOX

BOTOX

2.6  Cervical Dystonia

BOTOX
BOTOX

BOTOX [see Clinical 
Studies (14.4)].

BOTOX

[see Warnings and 
Precautions (5.2, 5.5, 5.6)].

2.7  Primary Axillary Hyperhidrosis

BOTOX

Instructions for the Minor’s Iodine-Starch Test Procedure:

BOTOX

2.8  Blepharospasm
BOTOX

BOTOX

BOTOX

2.9  Strabismus
BOTOX

BOTOX

BOTOX

BOTOX [see Dosage and 
Administration (2.2)]

Initial doses in Units 

Subsequent doses for residual or recurrent strabismus

Figure 2: Injection Pattern for Primary Axillary Hyperhidrosis



3  DOSAGE FORMS AND STRENGTHS

4  CONTRAINDICATIONS
4.1  Known Hypersensitivity to Botulinum Toxin
BOTOX

[see Warnings and Precautions (5.4)].

4.2  Infection at the Injection Site(s)
BOTOX

4.3 Acute Urinary Tract Infection and/or Acute Urinary Retention
BOTOX

5  WARNINGS AND PRECAUTIONS
5.1 Lack of Interchangeability between Botulinum Toxin Products
The potency Units of BOTOX are speci!c to the preparation and assay 
method utilized. They are not interchangeable with other preparations 
of botulinum toxin products and, therefore, units of biological activity 
of BOTOX cannot be compared to nor converted into units of any other 
botulinum toxin products assessed with any other speci!c assay 
method [see Dosage and Administration (2.1), Description (11)].

5.2 Spread of Toxin Effect
BOTOX

BOTOX BOTOX® Cosmetic

BOTOX

5.3  Injections In or Near Vulnerable Anatomic Structures

BOTOX

BOTOX

5.4  Hypersensitivity Reactions

BOTOX

5.5   Dysphagia and Breathing Difficulties in Treatment of  
Cervical Dystonia

BOTOX

[see Warnings and 
Precautions (5.2)].

[see Warnings and Precautions (5.2) 
and Adverse Reactions (6.1)].

5.6  Pre-Existing Neuromuscular Disorders

BOTOX [see Adverse 
Reactions (6.1)].

5.7   Pulmonary Effects of BOTOX in Patients with Compromised 
Respiratory Status Treated for Spasticity or for Detrusor 
Overactivity associated with a Neurologic Condition

BOTOX

BOTOX

Table 4: Event rate per patient treatment cycle among patients with 
reduced lung function who experienced at least a 15% or 20% decrease 
in forced vital capacity from baseline at Week 1, 6, 12 post-injection with 
up to two treatment cycles with BOTOX or placebo

BOTOX 
360 Units 

BOTOX
240 Units Placebo

4% 0% 3% 0% 7% 3%

7% 4% 4% 2% 2% 2%

10% 5% 2% 1% 4% 1%

BOTOX [see Warnings and Precautions 
(5.10)].

BOTOX



Table 5: Number and percent of patients experiencing at least a 15%  
or 20% decrease in FVC from baseline at Week 2, 6, 12 post-injection 
with BOTOX or placebo

BOTOX 
200 Units Placebo

0/12 (0%) 0/12 (0%) 1/11 (9%) 0/11 (0%)

2/11 (18%) 1/11 (9%) 0/11 (0%) 0/11 (0%)

0/11 (0%) 0/11 (0%) 0/6 (0%) 0/6 (0%)

5.8   Corneal Exposure and Ulceration in Patients Treated with BOTOX  
for Blepharospasm

BOTOX

5.9   Retrobulbar Hemorrhages in Patients Treated with BOTOX  
for Strabismus

BOTOX

5.10   Bronchitis and Upper Respiratory Tract Infections in Patients 
Treated for Spasticity

BOTOX

BOTOX

5.11  Autonomic Dysre"exia and Urinary Retention in Patients Treated 
for Detrusor Overactivity associated with a Neurologic Condition

BOTOX

BOTOX

BOTOX

Table 6: Proportion of Patients not using CIC at baseline and then 
Catheterizing for Urinary Retention and Duration of Catheterization 
following injection in double-blind, placebo-controlled clinical trials

Timepoint BOTOX 200 Unit 
(N=108)

Placebo 
(N=104)

Proportion of Patients Catheterizing for Urinary Retention

Duration of Catheterization for Urinary Retention (Days)

Table 7: Proportion of Patients by Etiology (MS and SCI) not using 
CIC at baseline and then Catheterizing for Urinary Retention following 
injection in double-blind, placebo-controlled clinical trials

Timepoint

MS SCI
BOTOX 
200 Unit 
(N=86)

Placebo 
(N=88)

BOTOX 
200 Unit 
(N=22)

Placebo 
(N=16)

5.12 Human Albumin and Transmission of Viral Diseases

6 ADVERSE REACTIONS
BOTOX

[see Warnings and Precautions (5.2)]
[see Contraindications (4.1) and Warnings and 

Precautions (5.4)]

[see Warnings and Precautions (5.5)]

[see Warnings and Precautions (5.10)]

6.1 Clinical Trials Experience

BOTOX BOTOX Cosmetic

BOTOX Cosmetic
BOTOX

BOTOX

[see Warnings and 
Precautions (5.2)].
Detrusor Overactivity associated with a Neurologic Condition

Table 8: Adverse Reactions Reported by >2% of BOTOX treated Patients 
and More Frequent than in Placebo-treated Patients Within the First 12 
Weeks after Intradetrusor Injection in Double-blind, Placebo-controlled 
Clinical Trials

Adverse Reactions by Body Systems
BOTOX 

200 Units 
(N=262)

Placebo  
(N=272)

Infections and infestations 
 Urinary tract infection   64 (24%) 47 (17%)

Renal and urinary disorders 
 Urinary retention 
 Hematuria

  45 (17%) 
10 (4%)

8 (3%) 
8 (3%)

General disorders and administration site conditions  
 Fatigue 10 (4%) 3 (1%)

Psychiatric disorders 
 Insomnia 4 (2%) 0 (0%)

BOTOX

BOTOX

Chronic Migraine

BOTOX

BOTOX
BOTOX



BOTOX

Table 9: Adverse Reactions Reported by ≥2% of BOTOX treated Patients 
and More Frequent than in Placebo-treated Patients in Two Chronic 
Migraine Double-blind, Placebo-controlled Clinical Trials

Adverse Reactions by Body Systems
BOTOX 

155 Units-195 
Units (N=687)

Placebo  
(N=692)

Nervous system disorders  
 Headache 
 Migraine 
 Facial paresis

32 (5%) 
26 (4%) 
15 (2%)

22 (3%) 
18 (3%) 
 0 (0%)

Eye disorders 
 Eyelid ptosis 25 (4%)     2 (< 1%)
Infections and Infestations 
 Bronchitis 17 (3%) 11 (2%)
Musculoskeletal and connective tissue disorders 
 Neck pain 
  Musculoskeletal stiffness 
  Muscular weakness 
 Myalgia 
  Musculoskeletal pain 
   Muscle spasms

60 (9%) 
25 (4%) 
24 (4%) 
21 (3%) 
18 (3%) 
13 (2%)

19 (3%) 
 6 (1%) 

    2 (< 1%) 
 6 (1%) 
10 (1%) 
 6 (1%)

General disorders and administration site conditions  
 Injection site pain 23 (3%) 14 (2%)
Vascular Disorders 
 Hypertension 11 (2%)   7 (1%)

BOTOX

BOTOX

BOTOX

Upper Limb Spasticity

BOTOX

Table 10: Adverse Reactions Reported by ≥2% of BOTOX treated 
Patients and More Frequent than in Placebo-treated Patients in Adult 
Spasticity Double-blind, Placebo-controlled Clinical Trials

Adverse Reactions by 
Body System

BOTOX 
251 Units- 
360 Units 
(N=115)

BOTOX  
150 Units- 
250 Units 
(N=188)

BOTOX  
<150 Units 

(N=54)

Placebo  
(N=182)

Gastrointestinal disorder  
 Nausea 3 (3%) 3 (2%) 1 (2%) 1 (1%)
General disorders and 
administration site conditions  
 Fatigue 4 (3%) 4 (2%) 1 (2%) 0
Infections and infestations 
 Bronchitis 4 (3%) 4 (2%) 0 2 (1%)
Musculoskeletal and 
connective tissue disorders 
 Pain in extremity 
 Muscular weakness

7 (6%) 
0

10 (5%) 
7 (4%)

5 (9%) 
1 (2%)

8 (4%) 
2 (1%)

Cervical Dystonia

BOTOX

BOTOX
[see Warnings and Precautions (5.2, 5.5)].

BOTOX
[see Warnings and 

Precautions (5.2, 5.5)].

[see Warnings and Precautions (5.5)].

BOTOX

Primary Axillary Hyperhidrosis

BOTOX

BOTOX
BOTOX

Blepharospasm

BOTOX

BOTOX

Strabismus

BOTOX

6.2 Immunogenicity

BOTOX

BOTOX
BOTOX

BOTOX

BOTOX

BOTOX

BOTOX

6.3  Post-Marketing Experience

[see Warnings and Precautions (5.4, 5.5)].



BOTOX

7  DRUG INTERACTIONS
BOTOX

BOTOX

BOTOX

BOTOX

8  USE IN SPECIFIC POPULATIONS
8.1  Pregnancy

BOTOX

BOTOX

BOTOX

8.3 Nursing Mothers
BOTOX

BOTOX

8.4 Pediatric Use
Urinary Incontinence due to Detrusor Overactivity associated with a  
Neurologic Condition

Prophylaxis of Headaches in Chronic Migraine

Spasticity

Axillary Hyperhidrosis

Cervical Dystonia

Blepharospasm and Strabismus

8.5 Geriatric Use
BOTOX

10 OVERDOSAGE
BOTOX

[see Boxed Warning and Warnings and 
Precautions (5.2, 5.5)]

11  DESCRIPTION
BOTOX

BOTOX 

BOTOX BOTOX Cosmetic BOTOX

BOTOX

BOTOX

BOTOX

12  CLINICAL PHARMACOLOGY
12.1  Mechanism of Action
BOTOX

BOTOX 

BOTOX
BOTOX



BOTOX
BOTOX

12.3  Pharmacokinetics

BOTOX

13 NONCLINICAL TOXICOLOGY
13.1  Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenesis

BOTOX
Mutagenesis
BOTOX

Impairment of Fertility
BOTOX

13.2 Animal Toxicology

14 CLINICAL STUDIES
14.1 Detrusor Overactivity associated with a Neurologic Condition

BOTOX BOTOX

BOTOX

BOTOX

Table 11: Key Primary and Secondary Endpoints at Baseline  
and Change from Baseline in Study 1

BOTOX  
200 Units Placebo Treatment 

Difference* p-value*

Weekly Frequency of Urinary 
Incontinence Episodesa

N
Mean Baseline
Mean Change* at Week 2
Mean Change* at Week 6**

Mean Change* at Week 12

–

–

Maximum Cystometric 
Capacityb (mL)

N
Mean Baseline
Mean Change* at Week 6**

Maximum Detrusor Pressure 
during First Involuntary 
Detrusor Contractionb (cmH2O)

N
Mean Baseline
Mean Change* at Week 6** –

Table 12: Key Primary and Secondary Endpoints at Baseline  
and Change from Baseline in Study 2

BOTOX  
200 Units Placebo Treatment 

Difference* p-value*

Weekly Frequency of Urinary 
Incontinence Episodesa

N
Mean Baseline
Mean Change* at Week 2
Mean Change* at Week 6**

Mean Change* at Week 12

–

–

Maximum Cystometric 
Capacityb (mL)

N
Mean Baseline
Mean Change* at Week 6**

Maximum Detrusor Pressure 
during First Involuntary 
Detrusor Contractionb 
(cmH2O)

N
Mean Baseline
Mean Change* at Week 6** –

Figure 3: Mean Change from Baseline in Weekly Frequency of Urinary 
Incontinence Episodes During Treatment Cycle 1 in Study 1

Figure 4: Mean Change from Baseline in Weekly Frequency of Urinary 
Incontinence Episodes During Treatment Cycle 1 in Study 2



14.2  Chronic Migraine
BOTOX

BOTOX

BOTOX

Table 13: Week 24 Key Efficacy Variables for Study 1 and Study 2

Efficacy per 28 days

Study 1 Study 2

BOTOX 
(N=341)

Placebo 
(N=338)

BOTOX 
(N=347)

Placebo  
(N=358)

Change from baseline in 
frequency of headache days -7.8* -6.4 -9.2* -6.9

Change from baseline in 
total cumulative hours of 
headache on headache days

-107* -70 -134* -95

BOTOX

Figure 5: Mean Change from Baseline in Number of Headache Days  
for Study 1

Figure 6: Mean Change from Baseline in Number of Headache Days  
for Study 2

14.3  Upper Limb Spasticity
BOTOX

BOTOX

BOTOX

Table 14: Study Medication Dose and Injection Sites in Study 1

Muscles Injected Volume 
(mL)

BOTOX  
(Units)

Number of 
Injection Sites

Wrist 
Flexor Carpi Radialis 1 50 1

Flexor Carpi Ulnaris 1 50 1

Finger 
Flexor Digitorum Profundus 1 50 1

Flexor Digitorum Sublimis 1 50 1

Thumb 
Adductor Pollicisa 0.4 20 1

Flexor Pollicis Longusa 0.4 20 1

Table 15: Primary and Key Secondary Endpoints by Muscle Group  
at Week 6 in Study 1

BOTOX  
(N=64)

Placebo 
(N=62)

Median Change from Baseline in Wrist 
Flexor Muscle Tone on the Ashworth Scale -2.0* 0.0

Median Change from Baseline in Finger 
Flexor Muscle Tone on the Ashworth Scale -1.0* 0.0

Median Change from Baseline in Thumb 
Flexor Muscle Tone on the Ashworth Scale†† -1.0 -1.0

Median Physician Global Assessment of 
Response to Treatment†† 2.0* 0.0

†

††

BOTOX
BOTOX

BOTOX
BOTOX

BOTOX BOTOX BOTOX

BOTOX



Table 16: Study Medication Dose and Injection Sites in Study 2  
and Study 3

Total Dose

Muscles Injected

BOTOX 
low  

dose 
(90 Units)

BOTOX 
mid  
dose  

(180 Units)

BOTOX 
high  
dose  

(360 Units)

Volume 
(mL) 

per site

Injection 
Sites 
(n)

Wrist 
Flexor Carpi Ulnaris 10 Units 20 Units 40 Units 0.4 1

Flexor Carpi Radialis 15 Units 30 Units 60 Units 0.6 1

Finger 
Flexor Digitorum 
Profundus 7.5 Units 15 Units 30 Units 0.3 1

Flexor Digitorum 
Sublimis 7.5 Units 15 Units 30 Units 0.3 1

Elbow 
Biceps Brachii 50 Units 100 Units 200 Units 0.5 4

Table 17: Primary and Key Secondary Endpoints by Muscle Group  
and BOTOX Dose at Week 6 in Study 2

BOTOX 
low dose 
(90 Units)

(N=21)

BOTOX  
mid dose 

(180 Units) 
(N=23)

BOTOX  
high dose 
(360 Units) 

(N=21)

Placebo  
(N=26)

Median Change from 
Baseline in Wrist Flexor 
Muscle Tone on the 
Ashworth Scale†b

-1.5* -1.0* -1.5* -1.0

Median Change from 
Baseline in Finger Flexor 
Muscle Tone on the 
Ashworth Scale††c

-0.5 -0.5 -1.0 -0.5

Median Change from 
Baseline in Elbow Flexor 
Muscle Tone on the 
Ashworth Scale††d

-0.5 -1.0* -0.5a -0.5

Median Physician Global 
Assessment of Response 
to Treatment

1.0* 1.0* 1.0* 0.0

†

††

BOTOX

BOTOX

BOTOX
BOTOX

BOTOX BOTOX BOTOX

BOTOX

Table 18: Primary and Key Secondary Endpoints by Muscle Group  
and BOTOX Dose at Week 4 in Study 3

BOTOX 
low dose 
(90 Units)

(N=23)

BOTOX  
mid dose 

(180 Units) 
(N=21)

BOTOX  
high dose 
(360 Units) 

(N=22)

Placebo  
(N=19)

Median Change from 
Baseline in Wrist Flexor 
Muscle Tone on the 
Ashworth Scale†b

-1.0 -1.0 -1.5* -0.5

Median Change from 
Baseline in Finger Flexor 
Muscle Tone on the 
Ashworth Scale††c

-1.0 -1.0 -1.0* -0.5

Median Change from 
Baseline in Elbow Flexor 
Muscle Tone on the 
Ashworth Scale†d

-0.5 -0.5 -1.0* -0.5

†

††

BOTOX

BOTOX

BOTOX

14.4 Cervical Dystonia

BOTOX

BOTOX

BOTOX

Table 19: Efficacy Outcomes of the Phase 3 Cervical Dystonia Study  
(Group Means)

Placebo 
(N=82)

BOTOX  
(N=88)

95% CI on 
Difference

Baseline CDSS 9.3 9.2

Change in CDSS at Week 6 -0.3 -1.3 (-2.3, 0.3)[a,b]

% Patients with Any Improvement 
on Physician Global Assessment 31% 51% (5%, 34%)[a]

Pain Intensity Baseline 1.8 1.8

Change in Pain Intensity at Week 6 -0.1 -0.4 (-0.7, -0.2)[c]

Pain Frequency Baseline 1.9 1.8

Change in Pain Frequency at Week 6 -0.0 -0.3 (-0.5, -0.0)[c]



BOTOX
BOTOX

Table 20: Number of Patients Treated per Muscle and Fraction of Total 
Dose Injected into Involved Muscles

Muscle

Number of 
Patients Treated 
in this Muscle 

(N=88)

Mean % Dose 
per Muscle

Mid-Range of 
% Dose per 

Muscle*

Splenius capitis/
cervicis 83 38 25-50

Sternocleidomastoid 77 25 17-31

Levator scapulae 52 20 16-25

Trapezius 49 29 18-33

Semispinalis 16 21 13-25

Scalene 15 15 6-21

Longissimus 8 29 17-41

BOTOX

14.5  Primary Axillary Hyperhidrosis
BOTOX

BOTOX
BOTOX

BOTOX
BOTOX

BOTOX
BOTOX

BOTOX

BOTOX

BOTOX

Table 21: Study 1 - Study Outcomes

Treatment 
Response

BOTOX 
50 Units 
(N=104)

BOTOX 
75 Units 
(N=110)

Placebo  
(N=108)

BOTOX 
50-placebo  

(95% CI)

BOTOX 
75-placebo 

(95% CI)

HDSS Score 
change ≥2 (n)

55% (57) 49%  
(54)

6% (6) 49.3% 
(38.8, 59.7)

43% 
(33.2, 53.8)

>50% decrease 
in axillary sweat 
production % (n)

81% (84) 86%  
(94)

41% (44) 40% 
(28.1, 52.0)

45% 
(33.3, 56.1)

14.6  Blepharospasm

BOTOX

14.7  Strabismus

BOTOX

16   HOW SUPPLIED/STORAGE AND HANDLING
BOTOX

BOTOX

Storage
BOTOX

BOTOX
BOTOX

BOTOX

17  PATIENT COUNSELING INFORMATION
“See FDA-approved patient labeling (Medication Guide)”



17.1   Swallowing, Speaking or Breathing Difficulties, or Other  
Unusual Symptoms

[see Boxed 
Warning and Warnings and Precautions (5.2, 5.5)].

17.2  Ability to Operate Machinery or Vehicles

17.3  Voiding Difficulties after Bladder Injections

®

MEDICATION GUIDE
BOTOX®

BOTOX® Cosmetic  
(Boe-tox)

(onabotulinumtoxinA)  
for Injection

BOTOX
BOTOX Cosmetic

What is the most important information I should know 
about BOTOX and BOTOX Cosmetic?

BOTOX and BOTOX Cosmetic may cause serious side 
effects that can be life threatening, including:

These problems can happen hours, days, to weeks after an 
injection of BOTOX or BOTOX Cosmetic. Call your doctor 
or get medical help right away if you have any of these 
problems after treatment with BOTOX or BOTOX Cosmetic:

1.  Problems swallowing, speaking, or breathing. These 
problems can happen hours, days, to weeks after an 
injection of BOTOX or BOTOX Cosmetic 

BOTOX or BOTOX Cosmetic.

BOTOX BOTOX Cosmetic

BOTOX BOTOX Cosmetic

2. Spread of toxin effects.

BOTOX BOTOX Cosmetic

BOTOX BOTOX Cosmetic?

BOTOX

BOTOX Cosmetic

What are BOTOX and BOTOX Cosmetic?

BOTOX

BOTOX

BOTOX Cosmetic

 

BOTOX



BOTOXCosmetic
 

BOTOX BOTOX Cosmetic

BOTOX BOTOX Cosmetic

Who should not take BOTOX or BOTOX Cosmetic?

BOTOX BOTOX Cosmetic
BOTOX

BOTOX Cosmetic
BOTOX BOTOX Cosmetic

Myobloc® Dysport® Xeomin®

What should I tell my doctor before taking BOTOX  
or BOTOX Cosmetic?

Tell your doctor about all your medical conditions, 
including if you:

BOTOX BOTOX Cosmetic

BOTOX BOTOX Cosmetic

BOTOX BOTOX Cosmetic

Tell your doctor about all the medicines you take,

BOTOX BOTOX Cosmetic
Do 

not start any new medicines until you have told your 
doctor that you have received BOTOX or BOTOX Cosmetic 
in the past.

Myobloc® Dysport®

Xeomin®

Ask your doctor if you are not sure if your medicine is  
one that is listed above.

How should I take BOTOX or BOTOX Cosmetic?

BOTOX BOTOX Cosmetic

BOTOX

BOTOX Cosmetic

BOTOX
BOTOX Cosmetic

Your doctor will tell you how often you will receive 
your dose of BOTOX or BOTOX Cosmetic injections.

What should I avoid while taking BOTOX or  
BOTOX Cosmetic?

BOTOX BOTOX Cosmetic

BOTOX BOTOX Cosmetic If  
this happens, do not drive a car, operate machinery,  
or do other dangerous activities. 

BOTOX
BOTOX Cosmetic



What are the possible side effects of BOTOX and  
BOTOX Cosmetic?

BOTOX and BOTOX Cosmetic can cause serious side 
effects. 

BOTOX BOTOX Cosmetic

Other side effects of BOTOX and BOTOX Cosmetic include:

BOTOX BOTOX Cosmetic

BOTOX
BOTOX Cosmetic

General information about BOTOX and BOTOX Cosmetic:

BOTOX BOTOX Cosmetic

BOTOX
BOTOX Cosmetic

BOTOX BOTOX Cosmetic

What are the ingredients in BOTOX and  
BOTOX Cosmetic?
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®

Myobloc®

Dysport®

Xeomin®
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