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FROM PROCEDURE TO RESULTS
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Injectable Bulking Agent
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DURABLE
Long-term efficacy with proven 5-year outcomes.

PERMANENT
Pyrolytic carbon-coated beads cannot be degraded by the body.

NON-MIGRATORY
Injectable beads are larger than the 80-micron threshold for migration’

BIOCOMPATIBLE
Pyrolytic carbon, a tissue-friendly formulation with minimal reaction risk.

DESIGNED FOR SURGEONS
Delivery system provides tactile feedback during tissue interactions.

EFFICIENT
Optimized for quick, straightforward delivery.

CONVENIENT
Flexible purchasing options allowing you to order exactly what you need.

MATERIAL EXCELLENCE

Pyrolytic carbon coating offers a clinically established
combination of biocompatibility, hemocompatibility,
chemical stability, and mechanical durability. These
attributes make it an ideal choice for permanent medical
implants, improving safety, performance, and patient
outcomes while supporting long-term device
functionality.

1. Malzia AA, Reiman HM, Myers RP, et al: Migration and granulomatous reaction after periurethral injection of Polytef (Teflon). JAMA 251:3277, 1984
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5-Year Follow-Up Data

The safety and efficacy of Durasphere Injectable Bulking Agent was determined through a clinical trial. As part
of the FDA PMA approval for Durasphere, patients that were improved at 12-months post procedure were
followed for an additional 4.2 years on average (average time from initial injection equals 5.2 years).

Following are the results of this post-market follow-up.

Percent of Patients Maintaining Improved Outcomes

BCETS 100%

3-Year I 77.3%

4-Year N 73.1%
5-Year NN 64.6%

*Four subjects received one additional injection procedure after entering into this post-approval study. Subjects who went on to a surgical
intervention for stress urinary incontinence were categorized as NOT maintaining improved outcome for this analysis.

Ordering Information

Time Since Initial Injection

Order Number | Syringe Choice Procedure Description
890-215 1ml syringe
Needle Choice
890-209 15-inch, Pencil Point T|p, 20 gauge Transurethral Procedural Technique
890-204 15-inch, Spinal Tip, Curved, 18 gauge Periurethral Procedural Technique
. 1 (S 6 Compatible with InjecSURE® Injection System; same needle
890-305PS - P ) ) ystem;
R, (Rema (=g e, A0 Sener configuration as: 890-310P and 890-313P
: : . Compatible with InjecSURE® Injection System; same needle
890-305SS 5-inch, Spinal Tip, 20 P ) ) ystem;
ineh. spinat Tip SR configuration as: 890-310S and 890-313S

Brief Summary Statement - Indication: Durasphere is indicated for use in the treatment of adult women with stress urinary incontinence (SUI) due to
intrinsic sphincteric deficiency (ISD). Contraindications: Durasphere must not be used in patients with acute cystitis, urethritis, or other acute
genitourinary infection. Warnings / Precautions: Do not inject Durasphere into blood vessels. This may cause vascular occlusion, platelet aggregation,
infarction or embolic phenomena. Adverse Events: Adverse events related to Durasphere that were reported by >5% of patients during the clinical
study include: retention, dysuria, urinary urgency, urinary tract infection and hematuria. Caution: Federal law (U.S.A.) restricts this device to sale,
distribution and use by or on the order of a physician trained in diagnostic and therapeutic cystoscopy.

Carbon Medical Technologies, Inc.

CARBD 1290 Hammond Road
M Saint Paul, MN 55110-5867
Toll Free: 888-207-0262
TEBHNULUG info@carbonmed.com

www.carbonmed.com

© 2026 Carbon Medical Technologies, Inc. All rights reserved. Durasphere is a registered trademark of Carbon Medical Technologies, Inc. M1100-0426



