
Why is Bulkamid different 
to other bulking agents?

Clinical benefits

Non-particulate 
homogenous gel

Particulate
combination gel

Bulkamid
non-particulate permanent  

homogenous hydrogel consisting of  

97.5% water and 2.5% polyacrylamide

Predictable, controllable and 
precise urethral bulking due to 

volume of hydrogel1

Other bulking agents
mini-particles in a transient carrier 
gel, which is absorbed shortly after 

implantation

Inherent variability 
 in urethral bulking due to 

absorption of transient gel and 
subsequent inflammatory response

Safety & efficacy at 12 months2-5

Long-term efficacy to 7 years6

Low acute complication rates (0 - 6%)* 2-5

No long-term complications** 7-10

No long-term tissue changes7-10

Macroplastique® Durasphere® Deflux®

* urinary retention / urinary tract infection
** e.g. migration, calcification, cyst formation, urinary retention 



Safety and efficacy at 12 months2

Durability at 5 and 7 years11,16

Offered as a first line treatment 

Reduction in repeat injections

Number of patients                               345 (229 Bulkamid: 116 Contigen)
Study design                                           Randomised controlled trial, single blind
Previous incontinence surgery           25% of patients  

Number of patients                              
Study design
Previous incontinence surgery 
Follow up period

256  
Observational
None
5 years  

352 
Longitudinal observational
None 
7 years          

% of patients cured or improved at 12 months Patients reported as cured or improved

Learning curve

% of patients cured or improved at 5 years 
(subjective)

Bulkamid® Contigen® Bulkamid® Contigen®

83% at 3 months

No SUI episodes at 12 months
  

% of patients cured or improved at 7 years 
(subjective)

  

77
70 47 50

80% average

83% average
(1st line treatment) 

% of repeat injections required for a new vs. 
experienced implanter*15

% of patients requiring 1 or 2 treatments 
(5 year follow up)11

78% average
(heterogeneous population) 

Baseline
(N=256)

3 
(N=256)

2 
(N=69)

1 
(N=74)

12
(N=218)

3 
(N=59)

% %

24
(N=179)

4 
(N=54)

36
(N=138)

5 
(N=49)

48
(N=99)

6 
(N=24)

60
(N=60)

7 
(N=23)

New user 
(N=12)

1st treatment
(N=238)

2nd treatment
(N=18)

* Average follow up 5 months (1-12 months)

Experienced user 
(N=11)

Standardised injection 
technique

Bulkamid procedures 
performed on a regular basis

First line treatment 
option
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6 months
 Andrews12 

(N=38)

5 years 
Pai11

(N=256) 

7 years
Lobodasch6 

(N=352)

12 months
Sokol2

(N=345)

12 months
Zivanovic13 

(N=60)

12 months
Farrell14

(N=36)

Experienced user and first line treatment



Reported complications in review
(337 publications)

Urethral obstruction*

Vaginal, bladder and / urethral erosion*

Refractory chronic pain

Vesicovaginal fistulas

Emerging risks of mid-urethral slings16

“Considering the additional risks of 
refractory overactive bladder and 

bowel perforations, amongst others, 
the overall risk of a negative outcome 
after SMUS** implantation surgery is 

≥15%”
Blaivas et al

Incidence

2.3%

1.8%

4.1%

<1%

    ** Synthetic mid-urethral slings* Requiring surgery 
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Most women would prefer a bulking 
agent to a mid-urethral sling

Major operation 
(85% cure; 2% risk of self-catheterisation)

Minor operation 
(85% cure; 2% risk of self-catheterisation)

Clinical procedure 
(60% improvement; no long term risk)

Acceptability of treatments17

Number of patients 100

Yes No

%

BULK/2017/037

References:1. Christensen L, Nielsen JB, Mouritsen L, Sorensen M, Lose G. Tissue integration of polyacrylamide hydrogel: an experimental study of periurethral, perivesical, and mammary gland tissue in the pig. Dermatol Surg 34 (2008) (Suppl 1): S68-S77. 2. Sokol ER, Karram 
MM, Dmochowski R. Efficacy and safety of polyacrylamide hydrogel for the treatment of female stress incontinence: a randomized, prospective, multicenter North American study. J Urol. 2014 Sep;192(3):843-9. 3. Macroplastique patient education brochure - PN 4231 Rev E 
06/2015. 4. Durasphere IFU – 51013 Rv. H 05/2016. 5. Chapple CR, Haab F, Cervigni M, Dannecker C, Fianu-Jonasson A, Sultan AH. An open, multicentre study of NASHA/Dx Gel (Zuidex™) for the treatment of stress urinary incontinence. Eur Urol 2005;48(3):488-94. 6. Lobodasch 
K & Brosche V. Long-term effectiveness and durability of Bulkamid® as primary treatment of stress urinary incontinence – a longitudinal study. ICS 2015 abstract 7. Bulkamid clinical bibliography. 8. Thompson A, Daborn JP. A vaginal mass and ulceration 8 years following 
Macroplatique injection. Int Urogynecol J (2015) 26:1547-1548. 9. Berger MB, Morgan DM. Delayed presentation of pseudoabscess secondary to injection of pyrolytic carbon-coated beads bulking agent. Female Pelvic Med Reconstr Surg 2012 Sept-Oct;18(5):303-5. 10. Hilton P. 
Urethrovaginal fistula associated with ‘sterile abscess’ formation following periurethral injection of dextranomer / hyaluronic acid co-polymer (Zuidex) for the treatment of stress urinary incontinence - a case report. BJOG 2009 Oct;116(11):1527-30. 11. Pai A, Al-Singary W. Dura-
bility, safety and efficacy of polyacryla-mide hydrogel (Bulkamid®) in the management of stress and mixed urinary incontinence: three year follow up outcomes. Cent European J Urol. 2015;68(4):428-33. 12. Andrews V et al. Bulkamid® – does the volume injected affect outcome? 
IUGA 2015 Poster. 13. Zivanovic et al. Urethral bulking for recurrent stress urinary incontinence after mid urethral sling failure. Int Urogynecol J. 2015 ; 26 (Suppl 1):S91. 14. Farrell S, Davies J. Outpatient Bulkamid injections – experience in a district general hospital. UKCS 2015. 
Oral presentation. 15. Abboudi et al. Learning curve and patient tolerability of polyacrylamide hydrogel injection for the treatment of female stress urinary inconti-nence. IUGA 2015 poster. 16. Blaivas J, Purohit R, Benedon M, Mekel G, Stern M, Billah M, Olugbade K, Bendabid R, 
Iakovlev V. Safety considerations for synthetic sling surgery. Nat Rev Urol. 2015 Sep;12(9):481-509. 17. Robinson D, Anders K, Carozo L, Bidmead J, Dixon A, Balmforth J, Rufford J. What do women want? Interpretation of the Concept of Cure. Journal of Pelvic Medicine & Surgery. 
November/December 2003 – Volume 9 – Issue 6 – pp 273-277.

Tel: 020 7421 7400    Fax: 020 7421 7401
www.specialityeuropeanpharma.com

Speciality European Pharma Limited.
14 Took’s Court, London, EC4A 1LBDate of preparation: January 2017

Is it now time to think about Bulkamid as a 
first line treatment?


