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PLACE IT, AND IT STAYS IN PLACE

After initial insertion, the

stainless steel marker is centered
within the biopsy site.

The elegantly simple

Gel Mark® applicator
facilitates the deployment of
pellets into biopsy cavities

with unparalleled consistency,

accuracy of placement and

long-term stability.

Thirteen months from the date
of insertion, the stainless steel

marker remains centered within
the biopsy site.




Clinical Data Supporting Placement Accuracy

— 3
Several clinical studies have confirmed the placement accuracy of Placement Accuracy (N=50)

Gel Mark® Universal Biopsy Marking Systems: 100
« A study of 113 patients demonstrates that only 3% of Gel Mark % 96%
procedures, compared to 7% of the control group, had meaningful
deployment error (greater than 24 mm).” 80 ——
“Placement Accuracy and Ultrasonographic Visualization of a New Percutaneous Breast 70
Biopsy Marker,” presented at the 2001 RSNA annual meeting.
£
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« A clinical evaluation of 50 patients demonstrates that 96% of Gel Mark - 60 60%
markers were placed within Tcm from the lesion center along the Z axis g 50
as compared to only 60% for the control product.’ £
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“Placement Accuracy of a New Ultrasound (US) Visible Breast Biopsy Marker in &
US-Guided 11 Gauge Directional Vacuum-Assisted Biopsy (DVAB),” presented at the 30
2002 RSNA annual meeting.
« A multi-center trial involving 267 patients demonstrated that Gel Mark 20
was placed more accurately using either stereotactic or ultrasound 10
guidance imaging modalities than the control group. For the
ultrasound guided group, the Z axis distances were 3.8 mm for 0 Gl Control
Gel Mark vs. 9.7 mm for the control group.* Mark  Product

. . . Deployment within 1 cm of
“Effect of Image Guidance Modality on Accuracy of Breast Biopsy Marker Placement lesion center along the Z axis

after 11 Gauge (G) Directional Vacuum-Assisted Biopsy (DVAB): Multi-Site Study, “
presented at the 2003 ARRS annual meeting.

Clinical Data Supporting Long-Term Placement Stability
Gel Mark not only has excellent placement accuracy, it stays in place for the long term.

+ A clinical study that followed 102 patients for a median of 15 months concluded “the new gelatin
pledget/metallic marker appears to be sufficiently stable in position over time to allow reasonable
assessment of the location of a previous benign biopsy and does not create any mammographic pseudo-lesion.”?

“Long Term Mammographic Follow Up of the Gelatin Pledget/Metallic Marker Combination,” presented at the 2002 RSNA annual meeting.

Clinical Data Supporting Surgical Benefits

« A retrospective study analyzing the experience of 45 broad based general surgeons across the United States,
reviewing 432 patient records, concluded that the Gel Mark Ultra biopsy site marking system “provides a safe
and effective alternative to traditional localization methods. It provides a significant reduction in the
frequency of positive margins, as well as enhancing surgical efficiency and patient comfort.”®

“Surgical Benefits Conveyed by Biopsy Site Marking System Using Ultrasound Localization,” poster presented at the 2005 American
Society of Breast Surgeons annual meeting.
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