
Urogyn BV
Transistorweg 5a
6534 AT Nijmegen 
The Netherlands

t +31(0) 24 711 41 30 
info@urogynbv.com 
www.urogynbv.com

Physician Training Manual for Prolastic



2 of 37 
Prolastic™ is a trademark of Urogyn bv.
rev.0

Prolastic physician training manual

Physician Training Manual for Prolastic
In compliance with Directive 93/42/CEE, this product is to be handled and/or implanted solely by 
qualified physicians who have read these instructions for use.
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Introduction
The purpose of this manual is to provide instructional information about Prolastic, a minimally 
invasive urethral bulking agent for treatment of stress incontinence in men. Unlike most other bulking 
agents, Prolastic is not based on a resorbable agent. This makes Prolastic a long-lasting solution for 
stress urinary incontinence (SUI). This manual is to be used in combination with Urogyn-sponsored 
training. 
Under no circumstances should the Prolastic procedure be attempted prior to completion of this 
training. 
Prior to this training, readers are recommended to refer to the bibliography appended. These 
references cover clinical studies, animal studies and literature. 
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Training requirements
In order to be recognized as a Prolastic-certified physician you must: 

- be a qualified urologist 
- have successfully completed the Prolastic training
- carry out at least 3 procedures under the supervision of a Urogyn-certified tutor 

Upon successful completion of the training course, the physician training record will be completed 
and signed by the certified tutor. You will then be included in the Urogyn register of approved 
Prolastic specialists and receive a certificate. 
As the procedure, product and/ or instruments are updated, Urogyn will continue to educate 
physicians through written communication, seminars and personal visits. 
In order to remain on the register of approved Prolastic specialists, physicians must be accessible for 
direct training by Urogyn and attend seminars as required. 
Training updates are documented in training records. 
Urogyn will complete and maintain the latest version of this manual and make sure registered 
physicians have the appropriate version. 
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Learning objectives
At the end of this programme you will:
 
- be able to explain the Prolastic procedure.
- understand the principle of the Prolastic method.
- be able to effectively select and counsel your patients on the benefits and risks of  the Prolastic 
method. 
- understand the basic procedures for the preparation, placement and follow-up of the Prolastic 
method. 
- understand how to manage technical issues and adverse events. 
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History of Urogyn and Prolastic
Urogyn was founded in 2009 to develop new products in the field of urology and gynecology, based on 
a two-component polymer technology. One development was Prolastic, which used the technology 
to develop a long-lasting bulking agent for the treatment of SUI. Other products based on the same 
technology include treating stress urinary incontinence in women and anal incontinence.
 
Prolastic is a minimally invasive flexible bulking agent for the treatment of SUI in men, which is easy 
to inject and polymerizes in situ into a uniform elastomer within seconds of application. The product 
remains flexible and adapts to its environment during injection, reducing the chances of migration. It 
is not biodegradable, resulting in a long-term effect. As the product is clearly visible through imaging 
techniques, it allows for retrospective investigation or removal in the event of an emergency. Reflux 
of the material after injection and polymerization as a consequence of interstitial pressure is unlikely. 
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Clinical data
Urogyn has conducted several clinical trials to demonstrate the safety and efficacy of its technology 
ao. in studies of Urolastic a product for treatment of SUI in women. 
With Prolastic over 100 men were successfully treated starting from Q3 2012.

(Intermediate) results of (ongoing) clinical trials are available on our website 
(http://www.urogynbv.com/clinical-data/). 

The clinical effectiveness of urethral, nonabsorbable bulking agent in the treatment of recurrent 
stress urinary incontinence - 6 months of follow-up – multicenter study. 
Dr. T. Rechberger 
See Appendix A 

Prospective one-year clinical evaluation of the efficacy and safety of Urolastic, a new bulking agent, 
for the treatment of stress urinary incontinence. 
Dr. J. Zajda 
See Appendix B 

Safety of novel permanent injectable bulking agent ‘Urolastic’ for refractory stress urinary 
incontinence in most demanding patients - results of phase IV one-center study 
Dr M. Jozwik et al.
 See Appendix C 

First Dutch short-term results of Urolastic, a new bulkagent for stress urinary incontinence in women.
Dr. van Breda J, Dr. Farag F, Dr. Heesakkers J
See Appendix D

Nonabsorbable urethral bulking agent - clinical effectiveness in the treatment of primary and 
recurrent stress urinary incontinence after  1 year – multicenter study.
Dr Rechberger T
See Appendix E

An open multicenter study of clinical efficacy and safety of Urolastic, an injectable implant for the 
treatment of stress urinary incontinence: 1 year observation
Dr. Futyma Konrad
See Appendix F



9 of 37 
Prolastic™ is a trademark of Urogyn bv.
rev.0

Prolastic physician training manual

Prolastic is contraindicated in the following conditions: 

- Acute urogenital tract inflammation 
- Detrusor overactivity
- Neurogenic bladder 
- Overflow incontinence
- Urge incontinence
- Urinary tract infection
- Active herpes genitalis
- Autoimmune diseases or patients receiving systemic corticosteroid treatment

Contraindications

- The Prolastic method has a long-lasting effect and generally requires limited reinjection of material 
to achieve a satisfactory effect. 
- Prolastic does not contain any resorbable materials and therefore maintains its injected volume, 
resulting in a long-lasting bulking effect. 
- Prolastic is minimally invasive and may be performed as an outpatient procedure. 
- The Prolastic procedure does not require any incisions. 
- The procedure can be performed with or without general anesthesia. 
- It is a short and minimally invasive procedure. The treatment takes about 15 minutes and after 
treatment most men leave the hospital after voiding independently.

Benefits

Patient selection and screening
Indications for use

Prolastic is intended for use as an urethral bulking agent for the treatment of stress urinary 
incontinence (SUI) in men. The material is injected from behind the scrotum in the submucosa of 
the urethra and should be placed just caudally of the vesicourethral anastomosis after radical prostate 
surgery or at the (remainder of) the distal (external) urethral sphincter in adenectomy of TURP.
The injection of Prolastic creates tissue bulking and subsequent coaptation of urethral submucosal 
tissue, to achieve better anatomy, closure of the bladder and prevention of urine leakage. 
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Patient counseling
Physicians should consider the following when counseling patients about the procedure: 

Physicians should discuss with the patient the details provided in the Patient Information Leaflet 
regarding the risks associated with the placement of Prolastic. 

Patient Information Leaflet

Like any method for the treatment of stress urinary incontinence, there is no guarantee that the 
procedure will be 100% effective. However, clinical results   demonstrate that the patients experience 
an improvement between 80% and 100% at average. 

Effectiveness

The Prolastic procedure has normally to be performed in an operation theatre setting. Main reason 
for this is the application of intravenous anesthesia to the patient: though the treatment is minimally 
invasive, the area of application is very sensitive and can lead to discomfort if only local anesthesia 
would be applied. Another important reason is the fact that only minimal movement of the patient 
could already impair the success rate of the procedure. If only local anesthesia is applied special 
attention should be given to prevent the patient moving, due to discomfort, stress or (minor) pain. 
Finally the need for x-ray to confirm the positioning of the needles and the material, makes it more 
convenient to work in an operation theatre, as protective measures against radiation are already 
taken there.
 
The total procedure, scope-in-out-time, takes between 10 and 15 minutes. The inspection of the 
anatomy and positioning of the needles takes the most time. The actual injection of the material 
takes about 1 minute per injection. 

Patients may suffer certain adverse events as result of the procedure (see the chapter on adverse 
events). Patients should be reminded that they may experience some pain or discomfort during (in 
case of a local anesthetic), or immediately after the procedure.

Patients may experience a form of acute retention during the 48 hours following the procedure, 
caused by tissue swelling due to the local anesthesia and needle manipulation. 
During this period, patients may perform self-catheterization. After this 48-hour period, patients 
should be able to void naturally.

Procedural issues
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Benefit and risks
Peri-urethral application of Prolastic might be considered in any patient with stress urinary 
incontinence. Its application is simple and may be performed in an accredited day surgery setting or 
as an outpatient procedure under local anesthesia. This makes it especially suited for patients with 
an unacceptable risk for major surgery due to co- morbidity. Compared to sling procedures, there is 
little risk of post- operative urinary retention and or post operative pain.

Acute retention is a side effect seen in all studies. However, it should last no longer than 7 days. 
The amount of Prolastic to be injected has been carefully checked against the amount of bulking 
agents used in similar procedures. The total amount injected does not exceed 5 ml of Prolastic. The 
amount of Prolastic injected varies per patient. 

On average about 1.6 ml should be applied on 9 o’clock and 3 o’clock position. The image of the 
cystoscope should give more information on the degree of coaptation acquired. Especially in case of 
a history of radiotherapy, stenosis and scarring of the urethra can occur. There is a theoretical need 
for more material as coaptation of the urethral lumen is harder in these patients (up to 2 ml). 
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Product overview

Prolastic is a two-component product supplied in a dual syringe, mixed in a static mixer and 
subsequently dispensed through an 18G trocar needle. Prolastic is injected from the perineum into 
the submucosa of the urethra and should be placed just caudally of the vesicourethral anastomosis 
after radical prostate surgery or at the (remainder of) the distal (external) urethral sphincter in 
adenectomy of TURP, using the Prolastic applicator head and dispenser gun, and the Prolastic 
applicator support (provided separately).
Injection of Prolastic creates increased tissue bulk and subsequent coaptation of the urethral sub 
mucosal tissue. Over time, connective tissue is deposited around the elastomeric material.
 
Peri-urethral injection is chosen to prevent back flow of the material. Using the droplet technique, 
1.6 ml of Prolastic should be applied on 3 o ’clock and 9 o’ clock position. Depending on the effect 
measured after 6 weeks, treatment can be repeated by injecting up to 1ml Prolastic next to the initial 
deposits at the 7 o’clock and 5 o’clock positions under cystoscopic vision to prevent overcorrection.
   
If there is no, or a moderate, injection result, this may be due to a flawed injection technique or 
anatomic variations. The optimal position of a bolus of bulking agent is directly under the mucosa. 
Intra-mucosally injected material will lead to mucosa rupture and loss of the implant. Implants that 
are injected too deeply will disappear via tissue clefts or will not lead to any visible effect at the 
location of the urethral lumen. 

Product



13 of 37 
Prolastic™ is a trademark of Urogyn bv.
rev.0

Prolastic physician training manual

The Prolastic kit (EPRO001) contains:
1. Dispenser gun for the dual syringe and applicator
2. Pre-filled 5 ml dual syringe with a lock fitting, containing 2 x 2.5 ml (1:1) Prolastic elastomer 
composition.
3. Two static mixers. 
4. Two 18-gauge 70 mm trocar needles. 
5. Instruction for use. 
6. Patient labels (3).

Equipment

1

6

2-3

4

5

Applicator support (EPRO003):
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1. Endoscopic equipment (cystoscope 20-22F)
2. C-arm X-ray equipment. 
3. Irrigation fluid. 
4. Radio contrast medium. 
5. Local anesthetic and syringe for injection (for intravenous anesthesia, appropriate equipment and 
staff must be available).
6. 50-100 ml disposable syringe. 
7. Sterile gauzes. 
8. Standard disinfectant solution. 
9. Sterile cups.

Auxiliary Materials
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Procedural preparations

The Prolastic procedure can be performed in an accredited day surgery setting. 

PRECAUTION: As with all day surgery procedures, appropriate equipment, medications, staff, and training should be 
present to handle possible emergency situations

Setting

Aseptic and sterile techniques are required during the Prolastic procedure. Considering the time 
required for preparation, the procedure and recovery, patients should expect to spend more than 1 
hour at the facility. 

Sterility

The physician should be supported by a nurse familiar with the procedure. 

Staff

Patients should be reminded that local anesthesia will be used during the procedure and that they 
may experience some pain or discomfort during or immediately after the procedure. 

Pain and/or discomfort

One dose of an oral prophylactic antibiotic (such as Ciprofloxacin®, 500 mg) and one dose of an 
oral NSAID (such as Naproxen sodium®, 500 mg) should be given just at the start of the procedure. 
If the patient is allergic for one of these drugs, other drugs may be chosen.

Medication
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Pre-operative procedures
Prior to their treatment, patients must undergo a physical examination and be thoroughly evaluated 
to ensure proper patient selection. The patients’ urine must be checked to exclude urinary tract 
infection (UTI). Do not proceed if infection is present. 

Prepare for routine cystoscopy. Place the patient in lithotomy position but more horizontal than 
vertical to prevent pressure on the urethra. Take care of proper positioning of the C-bow (below the 
pelvic) and make sure that screens for both X-ray view and cystoscopic view are clearly visible. Make 
sure your own position allows for easy handling. Keep the urethra positioned at chest level.
 

Disinfect area around the penis and the perineum and make sure that covers used leave enough 
space for approach of the perineum. 
Five-ten minutes prior to the procedure, place anaesthetic gel inside the urethra, and inject 5-10 ml 
lidocaine hydrochloride solution 1% or similar preferably 1 cm bilaterally to the mucosa but make 
sure the injections are placed not to deep as the surface is the most sensitive area. 
Intravenous sedation (midazolam/propofol) may be used as an alternative to minimize patient 
movement during the application.
Make sure the skin is also well anesthetized.

Now wait approximately 5 minutes before starting the procedure. 
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Peri operative procedure
Prolastic is applied peri-urethrally at the site of the external urethral sphincter through an 18G trocar 
needle under cystoscopic vision. Considering the initial procedure, the implant is situated at the 9- 
and 3 o’ clock positions. The urethra may be flushed during the procedure, e.g. to provide sufficient 
vision. 

Unpack the sterilized Prolastic applicator support components:1.0

Use the sterile table area to prepare the applicator support according to the following instructions:1.1

rod F
cap A block B screw 1

screw 2

slide C slide D

eye H

applicator support bow

wing screw

Attach slide C and D to the proximal side of the applicator support bow  by placing slide 
D under the applicator support bow and slide C on top of it. Fix the two plates by turning 
the wing screw.

1.1.1

slide D

slide C

wing screw slide C - D
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Place the applicator support rod F into the applicator support bow and fix in place by 
turning screw 2.

1.1.2

5 cm 
arrow 
here!

block B

cap A

screw 1

Attach block B the cystoscope outer shaft (up to 22 F) as follows:
Place cap A on the shaft with block B over it. Fix it about 2-4 cm from the front side of the 
shaft by turning screw 1.

1.1.3

rod F

eye H

slide C - D

screw 2
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To complete the assembly of the applicator support attach the applicator support bow to 
the sheath by sliding block E in slide D-C then secure by turning the wing screw

1.1.4

Using aseptic technique, remove the needles from the package.
Insert the needles through the applicator head holes then fix the applicator Y to the cubical top of 
rod F then make sure that, taking into account the size of the applicator and needle length, by 
shifting rod F the tip of the needles end just in front of the cystoscope outer shaft (approximately 
3-5 mm depending on the optics of the cystoscope)

1.2

slide C - D

block B

applicator Y
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Inspect the urethra and bladder for any abnormalities or unexpected anatomical matters (if 
abnormalities are observed which can prevent or significantly influence the procedure, abort the 
procedure)

4.0

If no abnormalities are observed, the endoscope can be positioned in the prostatic urethra, or just 
caudally of the anastomosis of urethra and bladder in case of a radical prostatectomy

5.0

Now remove the needle and disconnect the mounted device from the slide D-C (by turning 
wing screw) and place it on the sterile table together with the needle ready for use. 

2.0

Insert endoscope (20-22F) sheath into urethra.
Start with routine cystoscopic inspection of the bladder. 
Keep the cystoscope in position with the tip located just in front of the sphincter (activity is noticed 
when the patient is asked to cough or to prevent voiding what allows for accurate positioning of the 
tip).  In case of intravenous anesthesia this should be performed before anesthesia is supplied. If 
needed empty the bladder by using the side taps of the scope. In this way it will be easier to observe 
the tip of the scope during the procedure. 

3.0
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Make sure the black plunger is fully retracted.6.0.1

6.0

Pull out the white plunger for manual ejection from the syringe6.0.2

Prepare the Prolastic gun with syringe and static mixer and connect to one of the needles according 
to the following instructions:
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Peel open the gun blister and remove the gun from the package. Keep the cap on the tip of 
the syringe while placing the syringe, with the printed side up, into the dispenser gun.

6.0.3

Check if the toggle switch of the gun is in the 0.2 ml position (middle).6.0.4
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Remove the cap from the Prolastic dual syringe and manipulate the gun to make sure both 
pistons are at the same height (before attaching the static mixer).

6.0.5

Attach the static mixer by firmly tightening the hub of the mixer onto the Prolastic dual 
syringe’s lock tip. 

6.0.6
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7.0

The assistant must slowly inject 1,6 cc at the 3 o’clock position (while you are keeping the endoscope 
and needles in a fixed position). The X-ray picture will show an enlarging white spot.

9.0

During the injection of material the bulking of the tissue should be visible endoscopically. Bulking 
can be sufficient before reaching the 1,6c cc of injected material. In this case inject less material to 
prevent retention. 

10.0

After injection is complete, wait approximately 30 seconds before withdrawing the needle from the 
tissue. The other needle remains in position.

11.0

Ask the assistant to mount the applicator to the scope again by sliding block E in slide D-C of the 
cystoscope shaft. The assistant will place the applicator against the perineum and insert the trocar 
needles as far as possible through the applicator on the 9 and 3 o’ clock positions. Verify using the 
C-bow if the needle tip is in the right position just above shaft level.  

8.0 The assistant is asked to do the next steps while the urologist keeps the cystoscope steady in place: 
Carefully express the Prolastic material (±0.25ml) until visible at the tip of the mixer. Squeeze out a 
little bit of material and wipe it off with a sterile cloth. Remove the inner part of one of the 
trocar needles at the 3 o’clock position and tightly connect the mixer to the needle, while keeping 
the endoscope and needles in a fixed position in the tissue. Start injecting within 2 minutes, before 
the increasing viscosity renders it too difficult. 

Detach the used needle from the syringe with static mixer. Disconnect the static mixer and fix a new 
one. Repeat the above injection procedure at the 9 o’clock position. 

12.0

Make a final x-ray to inspect the positioning of the material.14.0

Retract the endoscope from the urethra.15.0

Withdraw the needle. Specific care must be taken not to introduce the scope again into the bladder 
for this will compress the injected bolus. If necessary only the optics part of the scope should be 
used. The bladder is emptied with a 12G Nelaton catheter. No indwelling catheter is to be left be-
hind at any stage. The patient must be asked to stay in the hospital until he is able to void normally. 

13.0
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Precautions
Prolastic is to be administered solely by qualified physicians experienced in urological procedures. 
Improper patient selection, improper surgical implantation and/or overcorrection may result in 
unsatisfactory performance. 

Pre-operative microbiological cultures of urine must be performed to ensure the absence of urinary 
tract infection. Evaluate the condition of the tissue (e.g. hardness, edema, hematoma, atrophy) at 
the site of injection prior to treatment. Earlier radiation treatment can harden the tissue and make 
the use of Prolastic difficult. Do not inject if the tissue is damaged. Patients receiving treatment 
interfering with blood coagulation have an increased risk of hematoma or urethral bleeding. Do not 
inject intravascularly. In the event of accidental contamination of the needle after assembly, discard 
the device. 

Do not use needles other than those supplied with the package. The performance of a safe procedure 
relies on the use of the instruments and materials supplied by Urogyn BV. 

This product is for single use only. In theory, multi-use can increase the risk of cross-infection. In 
practice multi-use is not possible, since curing of the silicone material during application renders 
all product- contacted components unusable. Any co-packed instruments are supplied as single use 
disposables and are not considered to increase the risk of cross-infection through extra-corporal use. 

- Sterility is guaranteed in undamaged packages. 
- Do not use the package if it is damaged.
- Do not re- sterilize. 

NOTE that (potentially) contaminated materials may be returned only following Urogyn’s instructions, 
e.g. in a sealed container/ bag. Apply hospital procedures to safely dispose of contaminated material 
and components, e.g. used needles. 
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Case Report Form (CRF)
For each patient, physicians must complete a Case Record Form (see Appendix H). This CRF covers 
the following:

Both the physician and the patient must be identified such that they can be traced. 
(NOTE on both pages)

Identification

Several pre-operative procedures are required. Tick all relevant boxes and provide comments before 
proceeding.

Screening

Report the Stamey grade of the patient prior to the Prolastic treatment

Stamey is defined as: (Grade 0, continent; grade 1, loss of urine with sudden increases in abdominal pressure (coughing, 
sneezing, laughing); grade 2, leaks with lesser degrees of physical stress, such as walking, standing erect from a sitting 
position, or sitting up in bed; grade 3, total incontinence, urine is lost without any relation to physical activity or position). 

Stamey incontinence grade (Pre-treatment)

Record the following data relevant to the procedure:

- Date of procedure
- Date of previous procedure (if repeated)
- Positions and amount per injection
- Patient label (provided in the Prolastic kit)

Implantation data

Verification of the success rate immediately after the procedure, until the patient is discharged. This 
may include stress tests and bulk placement verification using ultrasonography.

Post-op verification

Report the Stamey grade of the patient after the Prolastic treatment

Stamey incontinence grade (Post-treatment)

Sign, complement and complete the CRF by declaring that the treatment was performed in accordance 
with guidelines.

Sign and complete CRF:



27 of 37 
Prolastic™ is a trademark of Urogyn bv.
rev.0

Prolastic physician training manual

Patient follow-up

The patient should be informed about the intended use, expected results, contraindications, 
precautions, and potential adverse events. The patient should be advised that Prolastic may not give 
a permanent therapeutic result and that additional treatment sessions may be required to achieve 
and maintain the treatment’s effect. 

If a second implantation of additional material is required, re-implantation by injecting next to the 
initial deposits should not be carried out within six (6) weeks after the procedure. Following these 
instructions for use, the same procedure may be executed with the amount of bulk material indicated, 
depending on the physician’s observations. 

Patient information

Re-implantation procedures
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Adverse events

• urinary tract infection
• urinary urgency
• dysuria
• acute retention (< 7 days)
• non-acute urinary retention (> 7 days)
• nausea, vomiting, diarrhea
• genitourinary problems
• hematuria
• urinary frequency
• outlet obstruction (slow, prolonged stream)
• excreted bulking material

Bladder inflammation may result from procedure handling. For this reason a prophylactic antibiotic 
(Ciprofloxacin) is recommended. Any known allergy to this drug should be investigated.

Some bleeding may occur at the injection site and some difficulty may be experienced with voiding 
during the first days after the procedure as a consequence of the changed anatomical position of the 
urethra.

Any side-effects or adverse events considered to be related to the product should be reported to the 
manufacturer or local retailer.

The following adverse events are commonly seen with bulking agent 
injections
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Appendix A
The clinical effectiveness of urethral, nonabsorbable bulking agent in the 
treatment of recurrent stress urinary incontinence - 6 months of follow-up – 
multicenter study. 
Dr. T. Rechberger 
(ICS 2013)

Hypothesis / aims of study
Midurethral slings (MUS) are currently the mainstay of surgical anti-incontinence therapy. 
Patients who experience MUS failures (despite the proper tape position at midurethra found 
during post-op ultrasound examination) are appropriate candidates for this highly effective and 
minimally invasive salvage therapy. Urethral bulking agents with specially designed injection 
devices are one of the minimally invasive options in the treatment of recurrent stress urinary 
incontinence (RSUI). There are few techniques as well as many different types of materials 
injected into the tissues surrounding female urethra. The primary aim of our study was to 
investigate mid-term (6 months) clinical effectiveness of non-absorbable periurethral bulking 
agent – (polydimethylsiloxane (PDMS) polymer, tetrapropoxysilane cross-linking agent and 
titanium dioxide radio-pacifying agent - Urolastic - in the treatment of RSUI in females. The 
secondary aim was to investigate the safety as well as early and late complications profile of 
this procedure.

Study design, materials and methods 
Between February 2012 and October 2012 82 patients with RSUI were treated with Urolastic 
(Urogyn BV, Nijmegen, Netherlands) in two tertiary gynecological clinics. The demographic 
patients’ data are given in Table 1. Urolastic was injected under local anesthesia with 
1% Lignocaine according to the instructions given in the device manual at 10, 2, 4 and 8 
o’clock positions with 0.5 to 0.75 ccm per one spot. If the second injection was needed it 
was performed 6 weeks after primary procedure and Urolastic was injected only at 4 and 8 
o’clock with 0.75 ccm per spot. All injections were performed only by one investigator on each 
center (JD and KF). Immediately after the injection cough test was performed with 200 ccm. 
Routinely, ciprofloxacin 500 mg bid for 5 days in order to minimize the risk of infection was 
prescribed. Follow-up visits were scheduled two, six weeks and three and six months after 
primary procedure. Seventy three patients were available for 6 months follow-up. Efficacy of 
the procedure was assessed objectively on the follow-up visits. The outcome was considered as 
cured (no urine leakage), failure (urine leakage during increases of intra-abdominal pressure, 
positive cough tests or pad test weight gain >1g) or improved (pad test weight gain <1g or 
subjective occasional urinary leakage). Statistical analyses were performed with Statistica 
package version 8.0 (StatSoft Inc., Tulsa, OK, USA).

Results
Objective success rate (cured and improved) was found in 52 patients (71,2%) 6 months after 
primary procedure. In 12 patients in whom primary injection was unsuccessful a second 
attempt was performed and marked improvement was observed in 6 of them. In 8 patients 
bladder outlet obstruction (BOO) was observed after injection requiring catheterization for 7 
days.
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Four of them required partial removal of the Urolastic material after that period. In 4 other 
patients some material had to be removed due to its displacement under the urethra causing 
pain and dyspareunia. One patient experienced recurrent urinary tract infections and was 
admitted at urology department one year after procedure in order to remove the material 
from the bladder. Portion of Urolastic 5 cm in length was found incorporated in the bladder 
wall surface. No serious complications including hemorrhage, periurethral abscess or vaginal 
wall erosion were observed.
Interpretation of results This multicenter study was designed to assess long term (1 year) 
efficacy of nonabsorbable periurethral bulking agent in the treatment of RSUI. After 6 months 
the results are very promising as more than 70% of patients are satisfied with the procedure 
efficacy. One should remember that this group include only patients previously treated with 
MUS in whom placing another sling in the periurethral area may neither be safe nor effective. 
This procedure is also safe as no serious complications occurred in the study group.

Concluding message
Although cure rates after MUS are up to 90% there is still place for less invasive treatment 
option like periurethral injection of bulking agents, especially in patients with RSUI without 
urethral hypermobility.

Table 1. Patients’ demographic data and procedure outcome after 6 months.

PARAMETER CURED AND IM-
PROVED (n=53)

FAILURES
 (n=20)

p value

Age (years) 65.2 64.3 NS
Parity (n) 2.7 2.8 NS

BMI (kg/m2) 29.3 30.2 NS
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Appendix B
Prospective one-year clinical evaluation of the efficacy and safety of Urolastic, a 
new bulking agent, for the treatment of stress urinary incontinence.
Dr. J. Zajda
(ICS 2013)

Hypothesis / aims of study
Although midurethral slings are currently the mainstay of surgery for SUI, some patients 
experience MUS failures. Injection of bulking agents as an alternative treatment for SUI has 
been attempted for years but so far results are disappointing. Every practitioner treating SUI 
feels that there is a need for satisfying bulking agents.The ideal bulking agent should be easily 
injectable under local anesthesia, permanent and maintain its shape, volume and therefore 
its mechanical effect. It should be hypoallergenic and non-immunogenic. We present the 
data on efficacy and safety of a new injectable, Urolastic in a prospective trial with one-year 
follow up. Primary objective was to evaluate the improvement of Stamey incontinence grade 
from baseline to 3 months post treatment. Afterwards the study was extended to one year. 
Secondary objectives were to evaluate other efficacy endpoints and to evaluate the frequency 
and severity of complications related to Urolastic for use as an injectable implant.

Study design, materials and methods
Twenty patients with SUI were enrolled in the study. All patients were determined eligible 
upon screening following the inclusion and exclusion criteria. Diagnosis was performed 
through gynecological examination, positive cough test with comfortable full bladder, 1- hour 
pad test and urodynamics when indicated. All patients signed the informed consent and the 
study was approved by the Ethics Committee.
All patients were treated with Urolastic (Urogyn BV, Nijmegen, The Netherlands) under local 
anesthesia with 1% lidocaine. Urolastic is a proprietary LSR elastomer composition consisting 
of vinyldimethyl terminated polydimethylsiloxane (PDMS) polymer. It is presented in a pre-
filled, sterile, 5 ml dual syringe with 2 x 2.5 ml, supplied with a static mixer that allows for 
adequate pre-mixing of the syringe contents. The product will remain flexible and adapt itself 
to the shape of the environment during injection, thus reducing the chances of migration. 
Urolastic is biocompatible and not biodegradable, resulting in a long-term effect. It is injected 
paraurethrally in the submucosal tissue at the midurethra. The bulk product was injected at 
the 6 o’clock position and at the 2 and 10 o’clock positions. After the injection a cough test was 
performed, with the bladder filled with 200 ml of saline solution. In case a repeated treatment 
was needed, it was performed 6 weeks after the primary procedure. Ciprofloxacin 500 mg 
was prescribed for 5 days. Study follow-up visits were scheduled at 6 weeks (n=20) 3 months 
(n=20) and one year (n=18) follow up. During these visits the efficacy of the procedure was 
assessed by means of a cough test in the supine and standing positions with a comfortably 
full bladder. The Stamey grade of incontinence was also assessed as well as a standard one- 
hour pad test. A pad count was calculated at each visit as well as the number of incontinence 
episodes per 24 hours. Quality of life was assessed with the I-QoL. Complications were noted 
and treated.
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Appendix B
Results
20 women with a mean age of 56 years (sd 11,8) were treated. Three of them had had other 
surgical procedures for SUI. 65% Had one treatment session, 35% had two treatment sessions. 
The average volume of injected Urolastic was 2,1 ml during the first treatment session and 
in addition 0,35 ml was extra injected during the second session. The Stamey incontinence 
grade significantly decreased from 1.9 at baseline to 0.75 (61%) at 6 weeks, to 0.2 (89% 
improvement) at 3 months and to 0,39 after one year (all p<0.001). The one hour pad test 
decreased for 20,2 g at baseline, to 5,5 g at 6 weeks; 1,6 g at 3 months and 8 g at one year (all 
p<0.001). The mean number of incontinence episodes per 24 hr went from 6 at baseline to 
2,5 at 6 weeks, to 1,7 at 3 months and to 1,8 at one year FU. The development of number of 
pads used per 72 hours went from 17 to 5 to 7 at baseline, 6 weeks, 3 months and 12 months 
respectively (all p<0.001). The percentage of patients that were dry were 0% at baseline, 45% 
at 6 weeks, 80% at 3 months and 72% at one year (fig 1). The I-Qol score increased from 51, 
to 64, 82 and 76 at baseline, 6 weeks, 3 months and 12 months respectively (all p<0.001). Six 
patients (30%) had adverse events from the procedure. Side effects were rated moderate by 
patients. The occurred complications were:
• small hematoma after first injection in one patient 
• urinary retention due to bladder outlet obstruction and urinary tract infection in three 
patients 
• dyspareunia and vaginal pain in two patients. In the last two patients, the implant was 
removed from the 6 o’clock position to provide comfort.

Interpretation of results
Our results after Urolastic injection indicate the product is a safe and effective novel bulking 
agent. Moderate complications occur but can be treated fairly easily. After one year 72% was 
still dry whereas the Stamey continence grade, one hour pad test, total pad count, number of 
incontinence episodes and QoL measures improved significantly.

Concluding message 
Urolastic is a promising, safe and long lasting bulking agent for SUI.
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Appendix C
Safety of novel permanent injectable bulking agent ‘Urolastic’ for refractory 
stress urinary incontinence in most demanding patients - results of phase IV 
one-center study. 
Dr M. Jozwik et al. 
(ICS 2013)

Aims of study
A well-known shortcoming of bulking agents for stress urinary incontinence (SUI) in women is 
their resorbable character [1]. On the top of that, one randomized controlled trial of autologous 
fat injection reported a case of fatality from pulmonary embolism [2]. In the present study, our 
objective was to prospectively evaluate short-term safety of a new non-resorbable injectable 
for otherwise hardly curable refractory SUI.

Study design, materials and methods 
We studied 21 Caucasian women with urodynamically proven SUI, injected at 4 defined 
sites of the mid- urethra with the recently introduced ‘Urolastic‘ (extremely biocompatible 
rubbery compound) preparation according to the manufacturer’s (Urogyn BV, Nijmegen, 
the Netherlands) instructions under local anesthesia. The application is not transurethral, 
but done parallelly to the urethal lumen. The exclusion criteria included: severe overactive 
bladder, urethral hypermobility, cystocele of any type and degree, post-void residual urine 
volume increased ≥ 100 mL, increased total bladder capacity ≥ 600 mL, and decreased 
detrusor contractility. The inclusion criteria were: history of recurrent SUI following at least 1 
unsuccessful SUI surgery, and history of serious medical conditions, such as diabetes mellitus, 
unstable arterial hypertension, myocardial infarction, stroke, and grey matter involution. In 
other words, the recruited patients were women with medical contraindications for standard 
surgery, or for whom, in our setting, an artificial sphincter or no other procedure could be 
offered. Follow-ups were done at 6 weeks with a written questionnaire and pad test, when a 
possibility for an additional 2 injections for residual SUI was offered, and at 6 months.

Results 
Median age was 64 (range: 36-80) years, mean follow-up: 4.2 ± 0.3 (1 SD) months. One patient 
had myocardial infarction 8 months before procedure, other two experienced mild stroke 
in the past, while some others had: morbid obesity (BMI of 47.4), chronic atrial fibrillation, 
chronic renal insufficiency, Parkinson’s disease, severe asthma, emphysema, and active 
vertebral compression fracture at L2. The mean time required for the 4 primary injections was 
22 ± 1.7 minutes. All patients underwent the procedure uneventfully and all were continent in 
cough test with full bladder immediately post-injection. No local hematomas were observed, 
but there were displacements of 3 deposits to the bladder or vagina, which needed removal. 
One submucosal paravaginal deposit was also removed because it was irritating the patient. 
One patient reported short-term discomfort with sitting. Only 1 woman had one-day acute 
retention of urine after primary procedure and another had transient urine stream narrowing 
after repeat procedure. All cases of relapse were early and in relation to excessive physical 
exertion or strenuous cough. Ten (47.6%) patients required and agreed to repeat injections 
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(10 ± 1.2 minutes) with a low-volume deposit at 6 weeks, whilst 2 refused additional injections. 
At follow-up, none of the patients reported worsening of her urinary continence, 6 (28.6%) - 
had no improvement, 1 (4.8%) - a slight improvement, 3 (14.3%) - a moderate improvement, 
4 (19.0%) - a significant improvement, and 7 (33.3%) were completely continent. Thus, some 
form of improvement was observed in over two thirds of the patients, whereas the combined 
rate for significant improvement or cure was 52.3%.

Interpretation of results
Injection therapy was considered useful as an option for short-term symptomatic relief in 
selected patients with comorbidities [1], but this review was written before the introduction 
of permanent injectable ‘Urolastic’. The above procedure was well tolerated in these mostly 
very ill patients, even as early as 8 months after myocardial infarction. It is a truly minimally 
invasive procedure with no metabolic impact. The newly created mechanism of continence 
is of delicate nature. Our work concurs with a recent Swiss study which reported marked 
improvement in incontinence after resorbable bulking therapy according to subjective and 
objective outcome measures in an elderly population [3].

Concluding message
In spite of the limited number of observations, ‘Urolastic‘ injection can be considered as a 
viable option for medically compromised patients with recurrent SUI.

All participants gave informed consent for the study which had been reviewed and approved 
by the local Ethics Committee.

1. Urethral injection therapy for urinary incontinence in women. Cochrane Database Syst Rev 2012; 2: CD003881.
2. Periurethral autologous fat injection as treatment for female stress urinary incontinence: a randomized double-
blind controlled trial. J Urol 2001; 165: 153-158.
3. Bulking agents: an analysis of 500 cases and review of the literature. Int Urogynecol J Pelvic Floor Dysfunct 
2013; 24: 241-247.
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First Dutch short-term results of Urolastic, a new bulkagent for stress urinary 
incontinence in women.
Dr. van Breda J, Dr. Farag F, Dr. Heesakkers J

Hypothesis / aims of study
To determine the efficacy of a new bulkagent Urolastic (Urogyn BV, NL) vinyl dimethyl 
polydimethylsiloxane (PDMS) on stress urinary incontinence (SUI) in woman with one or 
more failed SUI surgeries and/ or comorbidities.

Study design, materials and methods
Twenty-three women with SUI were treated with PDMS. Twenty women had a fixed urethra. 
Two women did not receive any previous SUI surgery, five had one previous SUI surgical 
procedure, six women had 2 previous procedures, three women had 3 previous procedures 
and eight women had > 3 previous procedures for SUI. Concominant diseases included: 
mitochondrial disease & muscle weakness, vulvar radiotherapy, Lichen Sclerosis at Atrophican, 
detrusor hypocontractility, cervical complete spinal cord injury, sacral agenesia with intrinsic 
sphincter deficiency (ISD), cystectomy with neobladder, and overactive bladder syndrome 
with/whitout detrusor overactivity. PDMS was injected paraurethrally and midurethrally 
under local anesthesia. The volume of PDMS injected was 3,2-4,4 ml. Patients were asked to 
subjectively describe their improvement of their SUI.

Results
After two months follow up 57% (13/23) of the women were dry, 4% (1/23) had an improvement 
of 90%, 4% (1/23) had an improvement of 80%, 4% (1/23) had an improvement of 50%, 13% 
(3/23) had an improvement of 30%, and 17% (4/23) had no improvement.
Complications: temporary de novo retention in 30% (7/23), treated with an indwelling catheter 
or CIC (for a maximum of 6 days). Partial removal of the material due to vaginal exposure in 
13% (3/23) of the patients, due to bladderneck erosion in 4% (1/23) of the patients, and due 
to deterioration of the incontinence in 4% (1/23) of the patients. In 4% (1/23) the material 
was partially injected into the bladder and removed immediately after injection. De novo urge 
was found in 4% (1/23) of the patients. Infection treated with antibiotics in 4% (1/23) of the 
patients. All patients experienced pain after the treatment during 2 – 14 days.
Interpretation of results
This study shows good short term result of treatment with PDMS for SUI in a group of 
patients who are very difficult to treat. This bulkagent is suitable for patients with SUI and 
a fixed urethra, suggestive of ISD. Complications seen after treatment are erosion, exposure, 
temporary retention, pain, infection, and de novo urgency incontinence.

Concluding message
In a difficult to treat group of women with SUI and a fixed urethra, PDMS shows good short 
term result, but with a complication rate of 22%. Longer follow up is needed to show the 
duration of the achieved results.

Disclosures
Funding: None Clinical Trial: No Subjects: HUMAN Ethics not Req’d: This are the results of our centre of an existing 
CE marked therapy. Helsinki: Yes Informed Consent: No
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