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Adavanced Lroscilence

introduction

This brochure has been
gliven to you to help you
decide whether treatment
with Durasphere™ is right
for you. You should know
about another, although
more invasive surgical
option that Is avaifable to
treat your condition. This
surgery repaositions your
bladder neck to restore the
nomal angle between your
bladder and urethra. You
should discuss other
treatment options, along
with any questions you
have about the Durasphere
procedure, with your Doctor
before you decide to be
treated.

DURASPHERE"

SETTING THE STANDARD

Whal is Duiasphere?

Do csphoreis amatenial that is placed througl

ibaowncede hito Lissues aion wd your
Llrdder nech to canse them to til out {butking
Agent) Wis used to buip adull women wi
scardentaliy leak wine. Durasphicre is witle2r-
Da-cd gel into waich tiny, carbon-coaled
hecesare placed Jtis g DIack, odaric sy,

sard-like matenar
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How can Durasphere help me? e retiaaons sl o i b L it
There are many reasons you might leak urine. Shenph e s stoo leahing by Ciosi the
Sometimes the muscles (urinary sphincter) vl e el )
surrounding the tube that carries urine to
the outside of the body (urethra) aren't

strong enough to help

@ )) hold back urine. This . f ’U:[“ILI:(\ g:; 0k :
Q condition is called intrinsic ; 1‘ A
Sphincter Deficiency and Ao
\ 2 Is one of the causes of SNy
- a type of incontinence . '

‘é called Stress Incontinence.
As a result of this condition,
You may leak urine when you sneeze, cough,
or exerclse. Durasphere works by helping
the muscles hold back urine. Crrphere place e

How does Durasphere work?

After it is placed, Durasphere helps the

weak muscles of the bladder neck by adding
bulk to the area. The added bulk allows the
bladder neck to close enough to help stop
urine from leaking. When you decide to empty
your bladder, the opening from the bladder

Qe rer i att

Into the urethra expands, altowing urine to

treatrong werr

pass through. : R IEATR
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Wil 1 have more than one treatment?

If so, when?

You could. About one-half of patients will need
only one treatment. The time between treatment
ranges from four to six months.

Wl | become dry or improved after treatment?
Most people will benefit from treatment with
Durasphere. Six out of 10 will be dry and nine
out of 10 will be improved after treatment.

Will | stay dry or improved? @ Vo’
Most do. About two-thirds ~_ & {&

are Improved at 12 months >¢/
after treatment and ( ——

about one-third are dry.

Elght out of 10 patients who

receive a single treatment are improved at

12 months following treatment. Five out of 10
patients who received two or more treatments
are Improved at 12 months following treatment.

Tell me more about what will happen
during my treatment,.

You will be given pain-deadening medication,
similar to what you may have experienced
before dental work. After the area is numb,
a rigid, hollow tube called a cystoscope will
be inserted into your urethra. This will allow
your doctor to see the bladder neck area into
which Durasphere will be placed. Next, a thin
needle is inserted through the cystoscope
and Durasphere |s injected into the humbed
areas. The cystoscope is then removed and
the treatment is complete,

)
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Wil fcot pame? -
S AL TG U0 W Dy Shvannl yoa
Sen e nambing medn alion il
et T sy nay be abven {hrouah
YOLE I sas o el sleen dinings (he
PfC R SV Lhese medications o s

s RAT yaa ool be aware of A0y DA,

_Cand 2o home the same day as the

Leatment?

VeSS, od wil stay in (e ricovery arca until you
pess tane nonnally, usually within a few hours,
Prouw an'laninate, a thin, soft rubber lube
feathobon) will e placed into your bladder (o
Sopvos This racacure will be cepeated untii

YOU RIS Unine onasly,

What can | expecl duting the first 24 howrs

followmyg the procedure?

CYUR Y Bave somg Pamywhen vou urinate .

Yan Conld also feet gy urgeney 1o winale,
T e is WU wine presant. You may
ST st Maod iy o arine tigt cold
tate b oppcar pirkish or reddish i color,
Tumvd s coniort sho 4l Lo away wilhin Lhe
Prariegans it does ot vou show'd call

[ S I
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Can | go back to my usual activities
when ] get home? X
Your doctor will give you
specific instructions
regarding your activity level.
You should avoid heavy
lifting for a day or two. Most

people return to thelr usual activities

in one to two days.

Can Durasphere leak out?

Yes. You may notice some black specks or
sand-like material in the tollet or on your pad
after you urinate. This is normal and will go

away in a few days.

What things should | know about before

I decide to be treated?

There are several things to think about
before making the decision to be treated
with Durasphere. They are classified as
contraindications (risk greater than benefit),
wamings (potential for serious harm),
precautions (situations which involve speclal
attention), and adverse events (conditions that

are associated with the use of Durasphere),

Conbraindications

Snutboud nol haer tie orecadaie oL s

P voubave Db anmadian of tee Bladde
(s tts) o o urating furethintis) o olher
e Telbyour coctor i Vo have pain
and o frequeacy when v urinate boecause
Eronesyirploms mav be o sign ot infection,
Aver vour mie tion has resalved, treatinent
Ccoracambe consideared.

Warnings

Nettaaing of the bladder necic o ticthng is
Cied sbacture It you are Ureated when yOU
have strictures, 1he uretliva could be blocked
and yorimay be unable to'pass urine. Tell your’
dottenit you hiave to straln in order Lo start
unnat ng. as this may be a symptom of stricture.
Your ¢oclor will ba able Lo discuss The
Leatraent oplions for strictures.

Precautions
Saicty and effechiveness have not heen proven

i prednand women or In wormen who have had
chldienaller receiving Durasphere, Long-term
satehy and effectiveness of Duraspherc is
beng evaluaterd andis nul yet known,

Adverse Events
Cmcu|on~;/symptoms suchas urinary tracl

~mectin (U); reténtion ofurite, Urgeney to 7

urnate, paintul erination and blood in the urine are
cemponand exproted events followingg treatment
with baiking agents, Six out of 10 patients will
expesence mitd and et (fess than 24 hours)
SYMptoms, Some patiend s will expericnce nwre
profoteed (greater than 24 hours) Disrasphere
poated symptoms such as retention of srine or
tecting ofincomplate EMplying lsting 7 days
O less Q680). urgency Lo urinate (1 Y0} paintul
G (1200), UTHY ) retentian of utifie or
reling of incomplete emptying asting for
e ey Ghan T days (65,), or blood i1 1he urine
(377 “aushould consult vour phvsiciant
SYrptons last over 24 hours,
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An undesirable event
reasonably assaclated / Iy \
with the use of a device.

Glossary /— Ve
Adverse event: — ‘/)

Bladder: A muscular organ
In which urine is stored.

Bladder neck: The iower portion of
the bladder, continuous with the urethra.

Bulking agent: A substance that is injected
Into tissues that causes those tissues to fill
out or ‘bulk’,

Catheter: A sterile, soft rubber tube that is
inserted into bladder, through the urethra to
drain urine.

Contraindications: Alerts the user to situations
where the product should not be used because
the risk of using the product outweighs the
benefits.,

Cystoscope: Instrument that is inserted
through the urethra to examine the bladder and
intermnal urethra.

Incontinence: The involuntary leaking of urine,

Precaution: Alerts the user to exercise special
care necessary for the safe and effective use
of the product.

Stricture: A narrowing of a passageway,

Urethra: A short, narrow tube that carries urine
from the bladder to the outside of the body.

Urinary sphincter: A muscle that assists in
controlling urine flow.

Warning; Alerts the user to potential serious
outcomes,

)
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