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Big score...

in longer lengths

Designed specifically to address long, diffuse
lesions commonly found in infrainguinal
arteries, the AngioSculpt XL PTA scoring
balloon catheter, now available in T00mm
and 200mm lengths, offers 360° of precise
and effective dilatation. AngioSculpt’s smart
scoring balloon technology delivers a unique
combination of controlled, effective dilatation
and predictable device safety.



Scoring means results.

The longer length of AngioSculpt XL provides more coverage and
convenience for infrainguinal artery procedures, but it’'s the unique
advantage of the AngioSculpt scoring technology that really delivers.

Precision

Edges lock in

Minimal slippage

- Rectangular scoring edges
lock the device in place

- No significant device
slippage or “watermelon
seeding” means less risk of
damage to healthy tissue'?

~15-25x scoring force

More dilatation force

- The leading edges are

designed to drive outward
expansion with up to
~15-25 times the force of a
conventional balloon?

+ AngioSculpt's helical nitinol

element creates a uniform
initial luminal enlargement

~1x force post scoring

Low dissection rate

- Post scoring, outward
forces are designed to
be equivalent to that of a
conventional balloon

- Low dissection rate and
minimal perforations™?

- Low rate of adjunctive
stenting’?

+ Zero (0) flow-limiting
dissections®-®



Advanced technology.
Proven benefits.

Circumferential scoring across the entire length

AngioSculpt XL features a nitinol scoring element arranged in a helical configuration, leading to uniform
scoring and a procedure that is safe, predictable and precise—it’s the only long balloon to offer the distinct
AngioSculpt benefits:

o Large working range (2-up to 20 atm) allows physician to tailor device to vessel size*
e Nitinol-enhanced balloon deflation for excellent rewrap and recross capabilities

e Electropolished, helical scoring element safely scores lesion circumferentially*

Scoring element

o Smooth electropolished struts provide a margin of safety resulting in low dissection rates and no
significant device slippage’?

Rectangular edges provide a predictable dilatation resulting in low dissection rates and minimal
device slippage’
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*Please refer to product labeling, including the Instructions
For Use, to select the appropriate device size.



The AngioSculpt XL is now available in even longer lengths, providing a greater array of sizes to
meet the needs of treating diffuse disease in the lower extremities.

» Longer balloon length can lead to fewer inflations and reduced procedure times
* Only T00mm and 200mm devices to feature the proprietary AngioSculpt scoring technology

» Available in a wide range of balloon sizes

200 mm

100 mm

Compliance chart
Pressure (atm)

Balloon size P 4 6 10 12 14 16 18 20 22
2.0x10 1.88 191 195 208 215 222 228 232 | 237 239
2.0x20 1.88 191 195 208 215 222 228 232 | 237 239
2.0x40 1.86 190 194 203 207 210 214 217 220 223
2.0x100 1.80 185 190 199 203 206 210 213 = =
2.5x20 228 235 240 259 269 277 285 289 295 299
2.5x40 224 231 239 252 257 261 265 268 272 276
2.5x100 226 232 238 250 255 260 264 268 = =
3.0x20 273 279 288 316 327 336 343 350 357 3.63
3.0x40 257 267 279 3.00 3.07 312 316 320 324 =
3.0x100 270 278 2.88 3.05 312 320 | 328 337 = =
3.5x20 319 326 337 365 373 381 386 391 397 =
3.5x40 3.06 319 335 355 361 367 373 379 = =
3.5x100 315 325 337 355 359 366 372 378 = =
4.0 x 20 352 369 3.85 403 410 416 423 429 = =
4.0 x 40 352 367 382 402 4.09 416 422 = = =
4.0 x 100 3.60 376 394 417 425 432 440 447 = =
4.0 x 200 3.65 3.80 419 427 = = = = =
5.0 x 20 425 448 474 505 514 523 533 541 = =
5.0 x40 423 455 480 509 519 529 542 = = =
5.0 x 100 443 460 479 505 513 /520 528 = = =
5.0 x 200 457 477 530 542 = = = = =
6.0 x 20 512 542 574 6.06 6.16 627 6.37 = = =
6.0 x 40 536 557 5.80 6.07 617 1626 635 = = =
6.0 x 100 542 562 586 6.17 627 636 6.44 = = =
6.0 x 200 543 568 6.31  ©6.45 = = = a =
7.0 x40 621 646 6.74 713 727 741 = = = =
8.0 x40 6.86 722 763 819 840 8.60 = = = =

I Nominal pressure Rated burst pressure




Ordering information

Number Balloon Balloon Catheter Guidewire Sheath
diameter length length compatibility size (F)
(mm) (mm)
2039-2010 2 10 137 .014" 5F
2039-2020 2 20 137 .014" 5F
2155-2040 2 40 155 .014" 5F
2216-20100 2 100 155 .014" 6F
2039-2520 25 20 137 .014" 5F
2155-2540 25 40 155 .014" 5F
2216-25100 25 100 155 .014" 6F
2039-3020 3 20 137 .014" 5F
2155-3040 3 40 155 .014" 5F
2216-30100 3 100 155 .014" 6F
2039-3520 35 20 137 .014" 5F
2155-3540 35 40 155 .014" 5F
2216-35100 35 100 155 .014" 6F
2076-4020 4 20 137 .018" 6F
2092-4040 4 40 90 .018" 6F
2076-4040 4 40 137 .018" 6F
2290-40100 4 100 90 .014" 6F
2237-40100 4 100 137 .014" 6F
2249-40200 4 200 137 .014" 6F
2076-5020 5 20 137 .018" 6F
2092-5040 5 40 90 .018" 6F
2076-5040 5 40 137 .018" 6F
2290-50100 5 100 90 .014" 6F
2237-50100 5 100 137 .014" 6F
2249-50200 5 200 137 .014" 6F
2105-6020 6 20 50 .018" 6F
2092-6020 6 20 90 .018" 6F
2076-6020 6 20 137 .018" 6F
2105-6040 6 40 50 .018" 6F
2092-6040 6 40 90 .018" 6F
2076-6040 6 40 137 .018" 6F
2290-60100 6 100 90 .014" 6F
2237-60100 6 100 137 .014" 6F
2249-60200 6 200 137 .014" 6F
2332-7040 7 40 50 .018" 6F
2333-7040 7 40 90 .018" 6F
2334-7040 7 40 137 .018" 6F
2332-8040 8 40 50 .018" 6F
2333-8040 8 40 90 .018" 6F
2334-8040 8 40 137 .018" 6F
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Summary of safety and effectiveness—
PTA catheter

CE mark granted for peripheral applications

Caution:

Federal (USA) law restricts this device to sale by or on the order of a
physician.

Indications

The AngioSculpt PTA scoring balloon catheter is intended for dilatation
of lesions in theiliac, femoral, ilio-femoral, popliteal, infra-popliteal,
and renal arteries, and for the treatment of obstructive lesions of native
or synthetic arteriovenous dialysis fistulae. Not for use in the coronary or
neuro-vasculature.

Contraindications
None known for percutaneous transluminal angioplasty (PTA) procedures.

Warnings

This device is intended for single (one) patient use only. Do not resterilize
and/or reuse, as this can potentially result in compromised device
performance and increased risk of inappropriate resterilization and cross
contamination. The inflated diameter of the balloon should approximate
the diameter of the vessel just proximal and distal to the stenosis, in

order to reduce potential vessel damage. When the catheter is exposed

to the vascular system, it should be manipulated while under high-quality
fluoroscopic observation. Do not advance or retract the catheter unless

the balloon is fully deflated under vacuum. If resistance is met during
manipulation, determine the cause of the resistance before proceeding.
Balloon pressure should not exceed the rated burst pressure (RBP). Refer to
product label for device-specific information. The RBP is based on results of
in-vitro testing. At least 99.9% of the balloons (with a 95% confidence level)
will not burst at or below their RBP. Use of a pressure monitoring device is
recommended to prevent over-pressurization. Use only the recommended
balloon inflation medium. Never use air or any gaseous medium to inflate
the balloon. Proceed cautiously when using the AngioSculpt catheterin a
freshly deployed bare metal or drug-eluting stent. The AngioSculpt catheter
has not been tested for post-dilation of stents or in lesions distal to freshly
deployed stents in clinical studies. Bench testing has shown no additional
risk when inserting or withdrawing the AngioSculpt catheter through

stents (no interference with stent struts, no retention of or damage to the
AngioSculpt catheter). Use the catheter prior to the "Use Before" (expiration)
date specified on the package.

Precautions

A thorough understanding of the principles, clinical applications and

risks associated with PTA is necessary before using this product. Any use

for procedures other than those indicated in these instructions is not
recommended. The device is not recommended for use in lesions that may
require inflation pressures higher than those recommended for this catheter.
Do not use if package is opened or damaged. Prior to angioplasty, the
catheter should be examined to verify functionality, device integrity and

to ensure that its size and length are suitable for the specific procedure

for which it is to be used. During and after the procedure, appropriate
anticoagulants, antiplatelet agents and vasodilators should be administered
to the patient according to institutional practice for peripheral angioplasty
of similar arteries. Pass the AngioSculpt catheter through the recommended
introducer sheath size or minimum size guiding catheter indicated on the
product label.

Adverse effects

Possible adverse effects include, but are not limited to, total
occlusion of the treated artery, arterial dissection or perforation,
arterial spasm, pseudoaneurysm, restenosis of the dilated
artery, embolism, thrombus, retained device components,
hemorrhage or hematoma, arteriovenous fistula.
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