
Equipm
ent and procedure guide

C
ontrol that’s in another class.

Indications 
B

ladder D
ysfunction: 

O
veractive B

ladder
B

O
TO

X
® for injection is indicated for the treatm

ent of overactive bladder w
ith sym

ptom
s of urge urinary incontinence, urgency, and frequency, in adults w

ho have an inadequate response to 
or are intolerant of an anticholinergic m

edication. 
D

etrusor O
veractivity A

ssociated W
ith a N

eurologic C
ondition

B
O

TO
X

® is indicated for the treatm
ent of urinary incontinence due to detrusor overactivity associated w

ith a neurologic condition (eg, SC
I, M

S) in adults w
ho have an inadequate response to 

or are intolerant of an anticholinergic m
edication.
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P
lease see additional Im

portant S
afety Inform

ation on follow
ing pages.

W
A

R
N

IN
G

: D
IS

TA
N

T S
P

R
E

A
D

 O
F TO

X
IN

 E
FFE

C
T

P
ostm

arketing reports ind
icate that the effects of B

O
TO

X
® and all botulinum

 toxin p
rod

ucts m
ay sp

read from
 the area of injection to p

rod
uce sym

ptom
s consistent 

w
ith botulinum

 toxin effects. These m
ay includ

e asthenia, generalized m
uscle w

eakness, d
iplopia, ptosis, d

ysp
hagia, d

ysp
honia, d

ysarthria, urinary incontinence, 
and breathing d

iffi culties. These sym
ptom

s have been reported hours to w
eeks after injection. S

w
allow

ing and breathing d
iffi culties can be life threatening, and there 

have been reports of d
eath. The risk of sym

ptom
s is p

robably greatest in child
ren treated for spasticity, but sym

ptom
s can also occur in ad

ults treated for spasticity 
and other cond

itions, particularly in those patients w
ho have an und

erlying cond
ition that w

ould p
red

ispose them
 to these sym

ptom
s. In unap

p
roved uses and in 

ap
p

roved ind
ications, cases of sp

read of effect have been reported at doses com
parable to those used to treat C

ervical D
ystonia and spasticity and at low

er doses.

 *O
veractive bladder. 

 
†N

eurogenic detrusor overactivity.

for B
O

TO
X

® O
AB

* and N
D

O
†



IM
P

O
R

TA
N

T S
A

FE
T

Y
 IN

FO
R

M
ATIO

N
 (continued)

C
O

N
TR

A
IN

D
IC

ATIO
N

S
B

O
TO

X
® is contraindicated in the presence of infection 

at the proposed injection site(s) and in patients w
ho are 

hypersensitive to any botulinum
 toxin product or to any 

of the com
ponents in the form

ulation.
B

O
TO

X
® is contraindicated for intradetrusor injection 

in patients w
ith a urinary tract infection; or in patients 

w
ith urinary retention or post-void residual (P

VR
) urine 

volum
e > 200 m

L w
ho are not routinely perform

ing 
clean interm

ittent self-catheterization (C
IC

).
W

A
R

N
IN

G
S

 A
N

D
 P

R
E

C
A

U
TIO

N
S

S
pread of Toxin E

ffect
S

ee B
oxed W

arning.
Lack of Interchangeability B

etw
een B

otulinum
 

Toxin P
roducts

The potency U
nits of B

O
TO

X
® are specifi c to the 

preparation and assay m
ethod utilized. They 

are not interchangeable w
ith other preparations 

of botulinum
 toxin products and, therefore, 

U
nits of biological activity of B

O
TO

X
® cannot 

be com
pared to nor converted into U

nits of any 
other botulinum

 toxin products assessed w
ith 

any other specifi c assay m
ethod.

P
lease see additional Im

portant S
afety 

Inform
ation on follow

ing pages.

B
O

TO
X

® equipm
ent

O
rder w

hat you w
ant, w

hen you w
ant it, w

ith A
llergan D

irect

O
rdering B

O
T
O

X
®

Enrolling in A
llergan D

irect provides you w
ith online convenience, so you can m

anage your account, 
purchase products, pay your A

llergan bills, and access valuable account reports around your schedule.

S
et up an account w

ith A
llergan D

irect today by calling A
llergan custom

er service at 
1-855-246-3728. O

nce your account is established, you can order B
O

TO
X

® 
and other products through A

llergan D
irect at: A

llerg
anD

irect.co
m

.

W
hen ordering B

O
TO

X
® by phone or online, please use the follow

ing N
ational D

rug C
odes (N

D
C

s):

B
O

TO
X

® 100-U
nit vial:

N
D

C
 0023-1145-01

B
O

TO
X

® 200-U
nit vial:

N
D

C
 0023-3921-02

Unopened vials of BOTOX
® should be stored in a refrigerator (2°C – 8°C) for up to 36 m

onths for the 100-Unit vial or up to 24 m
onths 

for the 200-Unit vial.



* Price includes ground shipping. Prices are subject to change.
† These needles are just 2 of the options that can be used 
for fl exible or rigid cystoscopes. The needles represented 
here w

ere com
m

only used in clinical trials, but this is not an 
exhaustive list of all needle options. C

ontact your equipm
ent 

representative for additional options. 
 N

otw
ithstanding the above, this list should not be construed, in 

any w
ay, as an endorsem

ent or recom
m

endation by A
llergan 

as to the quality or appropriateness of any needle on this list. 
A

llergan m
akes no guarantees that using a needle from

 this list 
w

ill result in your desired outcom
e. It is w

holly and solely your 
responsibility to assess the quality and appropriateness of the 
needles you use to perform

 the procedure.
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W
A

R
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IN
G
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N
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S
 (continued)

S
erious A

dverse R
eactions W

ith U
napproved U

se
S

erious adverse reactions, including excessive 
w

eakness, dysphagia, and aspiration pneum
onia, 

w
ith som

e adverse reactions associated w
ith fatal 

outcom
es, have been reported in patients w

ho 
received B

O
TO

X
® injections for unapproved uses. 

In these cases, the adverse reactions w
ere not 

necessarily related to distant spread of toxin, but m
ay 

have resulted from
 the adm

inistration of B
O

TO
X

® to the 
site of injection and/or adjacent structures. In several 
of the cases, patients had pre-existing dysphagia 
or other signifi cant disabilities. There is insuffi cient 
inform

ation to identify factors associated w
ith an 

increased risk for adverse reactions associated w
ith 

the unapproved uses of B
O

TO
X

®. The safety and 
effectiveness of B

O
TO

X
® for unapproved uses have not 

been established.
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.

Flexible and rigid needle inform
ation

FLE
X

IB
LE

R
IG

ID

For your convenience, you can order som
e cystoscopic injection needles 

through A
llergan

Supplier
Nam

e
Part 
Num

ber
Gauge

French 
Size

Tip 
Length

W
orking 

Length
Product 
Description

Price*
Allergan Ordering

Needle 
Com

pany
W

ebsite

Laborie
injeTAK

® 
Precision 
Cystoscopic 
Injection 
Needle

†

96009
23G

4.8F
Adjustable 
depth of 
0 m

m
, 

2 m
m

, 
3 m

m
, 

4 m
m

, 
or 5 m

m

70 cm
Disposable needle; 
70-cm

 adjustable 
tip length

2 needles 
for $96.00

Online order: 
allergandirect.com
Phone order: 
1-800-377-7790

laborie.com

For m
ore detailed inform

ation on the abovem
entioned needles, please visit their respective w

ebsites: coloplast.us and laborie.com
.

For concerns or nonm
edical issues, call 1-800-442-6869, option 2.

Supplier
Nam

e
Part 
Num

ber
Gauge

French 
Size

Tip 
Length

W
orking 

Length
Product 
Description

Price*
Allergan Ordering

Needle 
Com

pany
W

ebsite

Coloplast
BoNee

® 
Bladder 
Injection 
Needle

†

94825
22G

5F
4 m

m
35 cm

Rigid needle
1 needle 
for $36.00

Online order: 
allergandirect.com
Phone order: 
1-800-377-7790

coloplast.us

Laborie
injeTAK

®

Precision
Cystoscopic 
Injection 
Needle

96031
23G

4.8F
Adjustable 
depth of 
0 m

m
, 2 m

m
, 

3 m
m

, 4 m
m

, 
or 5 m

m

35 cm
Disposable needle; 
35-cm

 adjustable 
tip length

2 needles
for $74.00

Online order: 
allergandirect.com
Phone order: 
1-800-377-7790

laborie.com
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W
A
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 (continued)

H
ypersensitivity R

eactions
S

erious and/or im
m

ediate hypersensitivity reactions 
have been reported. These reactions include 
anaphylaxis, serum

 sickness, urticaria, soft-tissue 
edem

a, and dyspnea. If such a reaction occurs, 
further injection of B

O
TO

X
® should be discontinued 

and appropriate m
edical therapy im

m
ediately instituted. 

O
ne fatal case of anaphylaxis has been reported 

in w
hich lidocaine w

as used as the diluent, and 
consequently the causal agent cannot be 
reliably determ

ined.
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.

Flexible needle inform
ation

FLE
X

IB
LE

O
rder these needles directly from

 the supplier

Supplier
Nam

e
Part 
Num

ber
Gauge

French 
Size

Tip 
Length

W
orking 

Length
Product 
Description

Price
Custom

er Service 
Phone Num

ber
Com

pany
W

ebsite

Coloplast
BoNee

® 
Bladder 
Injection 
Needle

NBI070
22G

5F
4 m

m
70 cm

Flexible and 
rigid needles

$68.00
1-800-533-0464

coloplast.us

Laborie
injeTAK

® 
Precision 
Cystoscopic 
Injection 
Needle

DIS201
23G

4.8F
Adjustable 
depth of 
2, 3, 4, or 
5 m

m

70 cm
Disposable 
needle; 
70-cm

 
adjustable 
needle

2 to a box
1–2 $119.00/box
3–7 $99.00/box
8+ $89.00/box

1-800-522-6743
laborie.com

Olym
pus

Contact 
Custom

er 
Service

NM
-101C-

0427
25G

6F
4 m

m
105 cm

Contact 
Custom

er 
Service

Contact Custom
er 

Service
1-800-852-9361

olym
pus.de

M
AJ-655

25G
6F

4 m
m

105 cm

M
AJ-656

25G
6F

4 m
m

105 cm

Supplier
Nam

e
Part 
Num

ber
Gauge

French 
Size

Tip 
Length

W
orking 

Length
Product 
Description

List Price*
Custom

er Service 
Phone Num

ber
Com

pany
W

ebsite

Coloplast
BoNee

® 
Bladder 
Injection 
Needle

NBI070
22G

5F
4 m

m
70 cm

Flexible and 
rigid needles

$74.00
1-800-533-0464

coloplast.us

Laborie
injeTAK

® 
Precision 
Cystoscopic 
Injection 
Needle

DIS201
23G

4.8F
Adjustable 
depth of 
0 m

m
, 

2 m
m

, 
3 m

m
, 

4 m
m

, 
or 5 m

m

70 cm
Disposable 
needle; 
70-cm

 
adjustable 
tip length

2 to a box
1–4: $137.00/box
5–9: $109.00/box
10+: $98.00/box

1-800-522-6743
laborie.com

Olym
pus

Flexcystoscope 
Injection 
Needle Set

NM
-

101C-
0427

27G
6F

4 m
m

105 cm
Contact 
Custom

er 
Service

$500.00
1-800-852-9361

olym
pus.com

Flexcystoscope 
Needle Sheath

M
AJ-

655
N/A

6F
N/A

N/A
$225.00

Flexcystoscope 
Needle

M
AJ-

656
27G

N/A
4 m

m
105 cm

$425.00

*Prices are subject to change.
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W
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 (continued)

Increased R
isk of C

linically S
ignifi cant E

ffects 
W

ith P
re-existing N

eurom
uscular D

isorders
Individuals w

ith peripheral m
otor neuropathic 

diseases, am
yotrophic lateral sclerosis (A

LS), or 
neurom

uscular junction disorders (eg, m
yasthenia 

gravis or Lam
bert-Eaton syndrom

e) should be 
m

onitored w
hen given botulinum

 toxin. Patients 
w

ith know
n or unrecognized neurom

uscular 
disorders or neurom

uscular junction disorders m
ay 

be at increased risk of clinically signifi cant effects 
including generalized m

uscle w
eakness, diplopia, 

ptosis, dysphonia, dysarthria, severe dysphagia, and 
respiratory com

prom
ise from

 therapeutic doses of 
B

O
TO

X
® (see W

arnings and P
recautions). 

P
lease see additional Im

portant S
afety 

Inform
ation on follow

ing pages.

R
igid needle inform

ation

R
IG

ID

O
rder these needles directly from

 the supplier

Supplier
Nam

e
Part 
Num

ber
Gauge

French 
Size

Tip 
Length

W
orking 

Length
Product 
Description

List Price*
Custom

er Service 
Phone Num

ber
Com

pany
W

ebsite

Coloplast
BoNee

® 
Bladder 
Injection 
Needle

NBI035
22G

5F
4 m

m
35 cm

Rigid needle
$74.00

1-800-533-0464
coloplast.us

Cook
W

illiam
s 

Cystoscopic 
Injection 
Needles

G14220
23G

5F
8 m

m
35 cm

Contact
Custom

er 
Service

Contact
Custom

er 
Service

1-800-457-4448
cookm

edical.com

G15296
23G

3.7F
8 m

m
35 cm

G16112
23G

5F
8 m

m
45 cm

G15276
25G

5F
8 m

m
35 cm

Laborie
injeTAK

®

Precision
Cystoscopic 
Injection 
Needle

DIS199
23G

4.8F
Adjustable 
depth of 
0 m

m
, 

2 m
m

, 
3 m

m
, 

4 m
m

, 
or 5 m

m

35 cm
Disposable 
needle; 
35-cm

 
adjustable 
tip length

2 to a box
1–4: $114.00/box
5–9: $87.00/box
10+: $76.00/box

1-800-522-6743
laborie.com

Olym
pus

Contact
Custom

er 
Service

EAW
E-N

N/A
3F

N/A
N/A

Reusable 
injection 
needle

$400.00
1-800-852-9361

olym
pus.com

*Prices are subject to change.
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 (continued)

D
ysphagia and B

reathing D
iffi culties

Treatm
ent w

ith B
O

TO
X

® and other botulinum
 toxin 

products can result in sw
allow

ing or breathing 
diffi culties. Patients w

ith pre-existing sw
allow

ing or 
breathing diffi culties m

ay be m
ore susceptible to these 

com
plications. In m

ost cases, this is a consequence of 
w

eakening of m
uscles in the area of injection that are 

involved in breathing or oropharyngeal m
uscles that 

control sw
allow

ing or breathing (see B
oxed W

arning). 
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.

Procedure setup/preference
The supplies and equipm

ent needed to inject B
O

TO
X

® into the detrusor are sim
ilar to those required for 

cystoscopy and are com
m

only used in a U
rology offi ce.

S
u
p
p
lies for recon

stitution an
d p

rep
aration

B
O

TO
X

® injection for O
A

B
 •  11 m

L of sterile, nonpreserved 0.9%
 saline (10 m

L 
for reconstituting B

O
TO

X
® and 1 m

L for fi nal fl ush) 
 •  O

ne 10-m
L syringe* and an additional syringe* for 

1-m
L fl ush 

 •  21-gauge needle (a different injection needle w
ill 

be used during the injection procedure) 
 •  A

lcohol sw
abs

 •  S
terile gloves

B
O

TO
X

® injection for N
D

O
 •  31 m

L of sterile, nonpreserved 0.9%
 saline (30 m

L 
for reconstituting B

O
TO

X
® and 1 m

L for fi nal fl ush) 
 •  Three 10-m

L syringes* and an additional syringe* 
for 1-m

L fl ush 
 •  21-gauge needle (a different injection needle w

ill 
be used during the injection procedure) 

 •  A
lcohol sw

abs 
 •  S

terile gloves 

*Luer-Lok
® syringes are recom

m
ended.

† S
peak to your A

llergan U
rology M

edical C
onsultant about 

com
patible cystoscopic needles and access to video equipm

ent.

Local an
esth

esia an
d gen

eral su
p
p
lies

•  Lidocaine jelly or sim
ilar (for com

fort during scope 
insertion)

• Lidocaine (50 cc)
 

– 1%
 to 2%

 lidocaine or sim
ilar-acting agent for 

 
 

local anesthesia w
ith or w

ithout sedation
• C

atheter tip syringe (50 cc-60 cc)
• S

traight catheter (14F-16F) 
• S

terile gloves
• S

tandard offi ce sedative (optional)

E
q
u
ip

m
ent for B

O
T

O
X

® in
jection

• C
ysto set and tubing

•  In addition to a rigid or fl exible cystoscope w
ith 

a w
orking channel, equipm

ent requirem
ents 

m
ay include:

–  R
ecom

m
ended sterile w

ater 
 

–   Vial of B
O

TO
X

®

 
–  Light cord and light source 

 
–  C

am
era and video m

onitor
† (optional) 

 
–   C

om
patible cystoscopic injection needle

† 
 

–  S
topcock
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W
A

R
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N
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 P
R

E
C
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S
 (continued)

P
ulm

onary E
ffects of B

O
TO

X
® in P

atients W
ith 

C
om

prom
ised R

espiratory S
tatus Treated 

for D
etrusor O

veractivity A
ssociated W

ith a 
N

eurologic C
ondition

Patients w
ith com

prom
ised respiratory status treated 

w
ith B

O
TO

X
® for detrusor overactivity associated w

ith a 
neurologic condition should be m

onitored closely.
A

utonom
ic D

ysrefl exia in P
atients Treated 

for D
etrusor O

veractivity A
ssociated W

ith a 
N

eurologic C
ondition 

Autonom
ic dysrefl exia associated w

ith intradetrusor 
injections of B

O
TO

X
® could occur in patients treated 

for detrusor overactivity associated w
ith a neurologic 

condition and m
ay require prom

pt m
edical therapy. In 

clinical trials, the incidence of autonom
ic dysrefl exia 

w
as greater in patients treated w

ith B
O

TO
X

® 200 U
nits 

com
pared w

ith placebo (1.5%
 vs 0.4%

, respectively).
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.

Pretreatm
ent counseling

Topics to cover using language your patient w
ill understand

D
iscuss the risk of urinary tract infection (U

TI) and how
 you w

ill address it
 • 

Explain how
 you w

ill m
ake efforts to reduce the risk of a U

TI 

 
–  “To help prevent a urinary tract infection, w

e’ll prescribe an antibiotic for you to take 1 to 3 days 
before your treatm

ent, on the day of your treatm
ent, and for 1 to 3 days after your treatm

ent”

D
em

ystify retention and self-catheterization w
ith these 3 key p

oints:
1.  H

ighlight the actual risk observed in clinical studies. 
 

–  “94 out of every 100 patients in clinical studies did not need to self-catheterize. 1 A
lso, rem

em
ber 

that if it happens, it’s tem
porary. W

e’ll be here to help you” 

2.  S
hare your personal experience in treating other patients.

 
–  A

lso, consider using “tem
porary inability to em

pty your bladder” or “incom
plete bladder em

ptying” 
instead of the w

ord “retention”
2

 
–  “I’ve had a sm

all percentage of patients w
ho had incom

plete bladder em
ptying and needed to self-

catheterize. For those w
ho did, it w

as usually tem
porary and w

e helped them
 out along the w

ay” 

3.  If a patient expresses concern, show
 the self-catheter’s ease of use.

 
–  “This is very different from

 a catheter you see in the hospital. You can carry it in your purse or 
pocket. It is ready to use w

hen it’s needed”

 
–  “You can do it on your ow

n, in private. The urine goes right into the toilet”

 
–  “If you ever needed to use one, w

e w
ould show

 you how
” 

A
d

d
ress discontinuation of anti-p

latelet therapy
•  Explain the need to discontinue anti-platelet therapy at least 3 days before the procedure

D
iscuss p

atient com
fort m

anagem
ent

•  “O
ne option is anesthesia, or if you w

ant the ease of doing it in the offi ce, w
e num

b your bladder”



Injection procedure
U

sing a fl exible or rigid cystoscope, B
O

TO
X

® can 
be adm

inistered in the offi ce, am
bulatory surgical 

center, or outpatient operating room
. 

For rigid scop
es:

•  30-degree lens preferred
•  17F-21F sheath

In
still th

e b
lad

d
er w

ith en
ou

gh salin
e to ach

ieve ad
eq

u
ate 

visu
alization (overdisten

sion sh
ou

ld b
e avoid

ed
). 1

O
ptional: B

efore reconstituting B
O

TO
X

®, perform
 cystoscopy to 

determ
ine w

hether the patient has a condition that w
ould prevent 

B
O

TO
X

® adm
inistration. 

P
lease see W

arnings and P
recautions in the Im

portant S
afety 

Inform
ation on the risk of autonom

ic dysrefl exia in patients treated 
for detrusor overactivity associated w

ith a neurologic condition.

1
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W
A

R
N

IN
G
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N
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 P
R

E
C
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TIO
N

S
 (continued)

U
rinary Tract Infections in P

atients W
ith 

O
veractive B

ladder
B

O
TO

X
® increases the incidence of urinary tract 

infection. C
linical trials for overactive bladder excluded 

patients w
ith m

ore than 2 U
TIs in the past 6 m

onths 
and those taking antibiotics chronically due to recurrent 
U

TIs. U
se of B

O
TO

X
® for the treatm

ent of overactive 
bladder in such patients and in patients w

ith m
ultiple 

recurrent U
TIs during treatm

ent should only be 
considered w

hen the benefi t is likely to outw
eigh the 

potential risk.
U

rinary R
etention in P

atients Treated for 
B

ladder D
ysfunction

D
ue to the risk of urinary retention, treat only patients 

w
ho are w

illing and able to initiate catheterization post 
treatm

ent, if required, for urinary retention. 
In patients w

ho are not catheterizing, post-void residual 
(P

VR
) urine volum

e should be assessed w
ithin 2 

w
eeks post treatm

ent and periodically as m
edically 

appropriate up to 12 w
eeks, particularly in patients 

w
ith m

ultiple sclerosis or diabetes m
ellitus. D

epending 
on patient sym

ptom
s, institute catheterization if P

VR
 

urine volum
e exceeds 200 m

L and continue until P
VR

 
falls below

 200 m
L. Instruct patients to contact their 

physician if they experience diffi culty in voiding as 
catheterization m

ay be required.
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.



Injection procedure (continued)

R
econ

stitute B
O

T
O

X
® p

er lab
el. 1

 K
eep unopened vials of B

O
TO

X
® refrigerated (2°C

–8°C
) until ready to use. 

2Usage
Overactive Bladder (OAB)

Neurogenic Detrusor Overactivity (NDO)

Dose
100 Units of reconstituted BOTOX

® 
(5 Units per 0.5 m

L) 
200 Units of reconstituted BOTOX

® 
(6.7 Units per 1 m

L) 

Reconstitution
100 Units BOTOX

® in 10-m
L sterile, nonpreserved 0.9%

 
saline as well as 1-m

L syringe of saline for final flush 
200 Units BOTOX

® in 30-m
L sterile, nonpreserved 0.9%

 
saline as well as 1-m

L syringe of saline for final flush 

Storage 
Adm

inister BOTOX
® within 24 hours of reconstitution in 

the vial. During this tim
e, reconstituted BOTOX

® should be 
stored in a refrigerator (2°C–8°C).

Adm
inister BOTOX

® within 24 hours of reconstitution in
the vial. During this tim

e, reconstituted BOTOX
® should be 

stored in a refrigerator (2°C–8°C).

Num
ber of 

Injections
20 injections of 0.5 m

L each 
30 injections of 1 m

L each 

D
O

S
A

G
E

 IN
FO

R
M

A
T

IO
N

IM
P

O
R

TA
N

T S
A

FE
T

Y
 IN

FO
R

M
ATIO

N
 (continued)

W
A

R
N

IN
G

S
 A

N
D

 P
R

E
C

A
U

TIO
N

S
 (continued)

U
rinary R

etention in P
atients Treated for B

ladder 
D

ysfunction (continued)
O

veractive B
ladder

In clinical trials, 6.5%
 of patients (36/552) initiated 

clean interm
ittent catheterization for urinary retention 

follow
ing treatm

ent w
ith B

O
TO

X
® 100 U

nits as 
com

pared to 0.4%
 of patients (2/542) treated w

ith 
placebo. The m

edian duration of catheterization for 
patients treated w

ith B
O

TO
X

® 100 U
nits w

as 63 days 
(m

inim
um

 1 day to m
axim

um
 214 days) as com

pared 
to a m

edian duration of 11 days (m
inim

um
 3 days to 

m
axim

um
 18 days) for patients receiving placebo.

Patients w
ith diabetes m

ellitus treated w
ith B

O
TO

X
® 

w
ere m

ore likely to develop urinary retention than 
nondiabetics. In clinical trials, 12.3%

 of patients (10/81) 
w

ith diabetes developed urinary retention follow
ing 

treatm
ent w

ith B
O

TO
X

® 100 U
nits vs 0%

 of patients 
(0/69) treated w

ith placebo. In patients w
ithout 

diabetes, 6.3%
 of patients (33/526) developed urinary 

retention follow
ing treatm

ent w
ith B

O
TO

X
® 100 U

nits vs 
0.6%

 of patients (3/516) treated w
ith placebo. 

P
lease see additional Im

portant S
afety 

Inform
ation on follow

ing pages.



Injection procedure (continued)

P
R

E
C

A
U

TIO
N

S FO
R

 FLE
X

IB
LE C

Y
S

TO
S

C
O

P
E

S to help prevent dam
age to the w

orking channel
In general, m

ake sure your fl exible cystoscope is in a neutral position (not fl exed) w
hen inserting the needle. 

If the needle has a p
rotective covering or cap: Leave the cap on as you pass the needle through the w

orking 
channel. O

nce the covered tip of the needle is past the tip of the scope and is in view
, the cap is rem

oved and the 
needle is w

ithdraw
n so that the tip is just inside the end of the scope. This w

ould be perform
ed outside the bladder 

as the protective covering or cap m
ust be rem

oved before entering the bladder. 
If the needle is inserted through a p

rotective sheath: P
lace the protective sheath through the w

orking port 
of the cystoscope; then pass the needle through the sheath. W

hen you use a protective sheath, the needle can be 
inserted into the w

orking channel either before or after the scope is passed into the bladder. 
If the needle is retractable: Ensure that your needle is properly retracted before loading it through the w

orking 
channel. B

efore rem
oval, confi rm

 that the needle is no longer retracted. Then pull the needle straight back out of the 
w

orking channel w
ith a consistent m

otion.

Load th
e n

eedle into th
e in

jection p
ort.

A
fter rem

oving the needle from
 its sterile packaging, load it 

through the w
orking channel of the fl exible or rigid cystoscope. 

You should not load the needle into a fl exible cystoscope w
ithout 

taking precautions against dam
aging the w

orking channel. The 
precautions you take w

ill depend on the specifi c type or brand of 
needle (see P

recautions for Flexible C
ystoscopes below

). 
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IM
P

O
R
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N
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FE
T
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N
 (continued)

W
A

R
N

IN
G

S
 A

N
D

 P
R

E
C

A
U

TIO
N

S
 (continued)

U
rinary R

etention in P
atients Treated for B

ladder 
D

ysfunction (continued)
D

etrusor O
veractivity A

ssociated W
ith 

a N
eurologic C

ondition
In clinical trials, 30.6%

 of patients (33/108) w
ho w

ere 
not using clean interm

ittent catheterization (C
IC

) 
prior to injection, required catheterization for urinary 
retention follow

ing treatm
ent w

ith B
O

TO
X

® 200 U
nits 

as com
pared to 6.7%

 of patients (7/104) treated 
w

ith placebo. The m
edian duration of postinjection 

catheterization for these patients treated w
ith 

B
O

TO
X

® 200 U
nits (n = 33) w

as 289 days (m
inim

um
 1 

day to m
axim

um
 530 days) as com

pared to a m
edian 

duration of 358 days (m
inim

um
 2 days to m

axim
um

 
379 days) for patients receiving placebo (n = 7).
A

m
ong patients not using C

IC
 at baseline, those w

ith 
m

ultiple sclerosis w
ere m

ore likely to require C
IC

 post 
injection than those w

ith spinal cord injury.
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.



Injection procedure (continued)

P
rep

are for in
jection into th

e d
etru

sor. 
Lubricate patient’s urethral m

eatus and insert fl exible or rigid 
cystoscope. Attach the fi rst syringe of reconstituted B

O
TO

X
® to the 

injection needle. P
rim

e the needle w
ith reconstituted B

O
TO

X
®. This 

w
ill rem

ove the air bubbles inside the needle.

4

IM
P

O
R

TA
N

T S
A

FE
T

Y
 IN

FO
R

M
ATIO

N
 (continued)

W
A

R
N

IN
G

S
 A

N
D

 P
R

E
C

A
U

TIO
N

S
 (continued)

H
um

an A
lbum

in and Transm
ission of 

V
iral D

iseases
This product contains album

in, a derivative of hum
an 

blood. B
ased on effective donor screening and 

product m
anufacturing processes, it carries an 

extrem
ely rem

ote risk for transm
ission of viral diseases 

and variant C
reutzfeldt-Jakob disease (vC

JD
). There 

is a theoretical risk for transm
ission of C

reutzfeldt-
Jakob disease (C

JD
), but if that risk actually exists, 

the risk of transm
ission w

ould also be considered 
extrem

ely rem
ote. N

o cases of transm
ission of viral 

diseases, C
JD

, or vC
JD

 have ever been identifi ed for 
licensed album

in or album
in contained in other 

licensed products.
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.



Injection procedure (continued)

 D
istrib

ute th
e in

jection
s even

ly across th
e d

etru
sor w

alls.
U

nder direct visualization, inject reconstituted B
O

TO
X

® 
(see S

tep 2 for specifi c injection per indication) into the detrusor 
m

uscle, avoiding the trigone. 1,*
•  Insert the needle approxim

ately 2 m
m

 into the detrusor m
uscle

1 
• S

pace the injections approxim
ately 1 cm

 apart 1 
•  D

istribute the injections evenly across the detrusor w
alls as far 

laterally as possible, ensuring injections are subm
ucosal

5

“Bleb,” or subtle rise in the 
bladder epithelium

, indicates 
proper needle insertion. 

 B
LIS

T
E

R

Thin, transparent, blister-like rise in 
the bladder epithelium

 m
ay indicate 

incorrect needle insertion. 

 B
LE

B
 

Look for a “b
leb” in th

e b
lad

d
er 

ep
ith

eliu
m

 at each in
jection site

IM
P

O
R

TA
N

T S
A

FE
T

Y
 IN

FO
R

M
ATIO

N
 (continued)

A
D

V
E

R
S

E
 R

E
A

C
TIO

N
S

A
dverse reactions to B

O
TO

X
® for injection are 

discussed in greater detail in the follow
ing sections: 

B
oxed W

arning, C
ontraindications, and W

arnings 
and P

recautions.
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.

*If you encounter a sm
all am

ount of bleeding from
 an injection site, it should not interfere w

ith the procedure. 
 S

ee P
rescribing Inform

ation for m
ore details.



Injection procedure (continued)

For th
e fi n

al in
jection

, ap
p
roxim

ately 1 m
L of sterile n

orm
al 

salin
e sh

ou
ld b

e in
jected so th

at th
e rem

ain
in

g B
O

T
O

X
® in

 
th

e n
eed

le is d
elivered to th

e b
lad

d
er. 1

6

 R
em

ove th
e cystoscop

e an
d d

rain
.

A
fter the fi nal injection, rem

ove the cystoscope. The saline used for 
bladder visualization should be drained. 
Instruct your patients to contact you if they experience a burning 
sensation upon voiding or diffi culties in voiding as a post-void 
residual (P

VR
) urine volum

e check m
ay be needed. A

lso, ensure 
your patients continue to take prophylactic antibiotics 1 to 3 days 
post injection to avoid U

TI.

7
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 (continued)

A
D

V
E
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E
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E
A

C
TIO

N
S

 (continued)
O

veractive B
lad

d
er

The m
ost frequently reported adverse reactions for 

overactive bladder occurring w
ithin 12 w

eeks of injection 
include urinary tract infection (B

O
TO

X
® 18%

, placebo 
6%

), dysuria (B
O

TO
X

® 9%
, placebo 7%

), urinary retention 
(B

O
TO

X
® 6%

, placebo 0%
), bacteriuria (B

O
TO

X
® 4%

, 
placebo 2%

), and residual urine volum
e (B

O
TO

X
® 3%

, 
placebo 0%

).
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing pages.



Follow
-up

 B
ook re-treatm

ent p
roced

u
re ap

p
ointm

ent.

For O
AB

 patients
R

e-treat at 

≈ 6   m
onths

1

For N
D

O
 patients

R
e-treat at 

≈ 10
   m

onths
1

•  R
einject upon dim

inishing clinical effect of the previous B
O

TO
X

® 
injection, but no sooner than 12 w

eeks from
 the prior bladder 

injection. R
einjection should be based on the physician’s 

discretion and individual patient response
1,* ,† 

8
IM

P
O

R
TA

N
T S

A
FE

T
Y

 IN
FO

R
M

ATIO
N

 (continued)
A

D
V

E
R

S
E

 R
E

A
C

TIO
N

S
 (continued)

O
veractive B

lad
d

er (continued
)

A higher incidence of urinary tract infection w
as 

observed in patients w
ith diabetes m

ellitus treated w
ith 

B
O

TO
X

® 100 U
nits and placebo than nondiabetics.

The incidence of U
TI increased in patients w

ho 
experienced a m

axim
um

 post-void residual (PVR
) urine 

volum
e ≥ 200 m

L follow
ing B

O
TO

X
® injection com

pared 
to those w

ith a m
axim

um
 PVR

 < 200 m
L follow

ing 
B

O
TO

X
® injection, 44%

 vs 23%
, respectively.

P
lease see additional Im

portant S
afety 

Inform
ation on follow

ing pages.

* In O
A

B
, m

edian tim
e until patients quali" ed for the second treatm

ent of B
O

TO
X

® in double-blind, 
placebo-controlled clinical studies w

as 169 days (≈ 6 m
onths), but no sooner than 12 w

eeks 
from

 the prior bladder injection. 1

† In N
D

O
, m

edian tim
e to quali" cation for re-treatm

ent in the double-blind, placebo-controlled 
clinical studies w

as 295-337 days (10.5 m
onths-12 m

onths) for B
O

TO
X

® 200 U
nits, but no sooner 

than 12 w
eeks from

 the prior bladder injection. 1
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 (continued)

A
D
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R
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 (continued)
D

etrusor O
veractivity A

ssociated W
ith 

a N
eurologic C

ond
ition

The m
ost frequently reported adverse reactions w

ithin 
12 w

eeks of B
O

TO
X

® injection for detrusor overactivity 
associated w

ith a neurologic condition include urinary 
tract infection (B

O
TO

X
® 24%

, placebo 17%
), urinary 

retention (B
O

TO
X

® 17%
, placebo 3%

), and hem
aturia 

(B
O

TO
X

® 4%
, placebo 3%

).
The follow

ing adverse event rates w
ere reported 

at any tim
e follow

ing initial injection and prior to 
reinjection or study exit (m

edian duration of 44 w
eeks 

of exposure): urinary tract infections (49%
), urinary 

retention (17%
), constipation (4%

), m
uscular w

eakness 
(4%

), dysuria (4%
), fall (3%

), gait disturbance (3%
), and 

m
uscle spasm

 (2%
).

P
ostm

arketing E
xperience 

A
dverse reactions that have been identifi ed during 

postapproval use of B
O

TO
X

® are discussed in greater 
detail in Postm

arketing E
xperience (S

ection 6.3 of the 
P

rescribing Inform
ation).

There have been spontaneous reports of death, 
som

etim
es associated w

ith dysphagia, pneum
onia, 

and/or other signifi cant debility or anaphylaxis, after 
treatm

ent w
ith botulinum

 toxin. There have also been 
reports of adverse events involving the cardiovascular 
system

, including arrhythm
ia and m

yocardial 
infarction, som

e w
ith fatal outcom

es. S
om

e of these 
patients had risk factors including cardiovascular 
disease. The exact relationship of these events to the 
botulinum

 toxin injection has not been established. 
P

lease see additional Im
portant S

afety 
Inform

ation on follow
ing page.

N
otes
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 (continued) 

D
R

U
G

 IN
TE

R
A

C
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N
S

 
C

o-adm
inistration of B

O
TO

X
® and other agents interfering w

ith neurom
uscular transm

ission (eg, am
inoglycosides, curare-like com

pounds) should only be perform
ed w

ith caution as the 
effect of the toxin m

ay be potentiated. U
se of anticholinergic drugs after adm

inistration of B
O

TO
X

® m
ay potentiate system

ic anticholinergic effects. The effect of adm
inistering different 

botulinum
 neurotoxin products at the sam

e tim
e or w

ithin several m
onths of each other is unknow

n. E
xcessive neurom

uscular w
eakness m

ay be exacerbated by adm
inistration of 

another botulinum
 toxin prior to the resolution of the effects of a previously adm

inistered botulinum
 toxin. E

xcessive w
eakness m

ay also be exaggerated by adm
inistration of a m

uscle 
relaxant before or after adm

inistration of B
O

TO
X

®.
P

lease see B
O

TO
X

® full P
rescribing Inform

ation, including B
oxed W

arning and M
edication G

uide.

Equipm
ent and procedure guide

C
ontrol that’s in another class.

for B
O

TO
X

® O
AB

* and N
D

O
†

 *O
veractive bladder.  

 
†N

eurogenic detrusor overactivity.


