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Names

Trade Name: MegaVac Mechanical Thrombectomy System
Common Name: Percutaneous Catheter

Classification Name: Embolectomy Catheter

Product Code: DXE

Regulatory Classification: 21 CFR 870.5150

Predicate Device

Genesis Medical Interventional ™ F.A.S.T. ™ (Facilitated Aspiration/Suction
Thrombectomy) System (K040010)

F.A.S.T. SED (Self-Expanding Device) and CXD (Controlled Expansion Device) System
(K092623)

Product Description

The MegaVac Mechanical Thrombectomy System consists of two single-use devices, the
MegaVac Catheter with SafeSeal technology and a ThromboWire clot retractor, for
intravascular mechanical thrombectomy, occlusion, aspiration and embolectomy. The
MegaVac Catheter with SafeSeal technology utilizes a silicone coated nitinol braided
funnel that expands to occlude antegrade blood flow proximal to the target work zone
creating a static environment in which to perform the intervention, while also centering and
securing the catheter tip position within the vessel. The MegaVac catheter’s large-mouth
funnel and inner diameter allows for strong aspiration while easily being able to pass the
ThromboWire and other lesion disruptive or therapeutic devices through it. The
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ThromboWire consists of a nitinol embolectomy element that when expanded by the
proximal actuation handle can serve to gather and pull matter towards and through the
MegaVac catheter during aspiration.

e) Indications for Use

The MegaVac Mechanical Thrombectomy System is indicated for:
- The non-surgical removal of emboli and thrombi from blood vessels.

- The non-surgical removal of thrombi from synthetic grafts.

- Use in temporary blood vessel/graft occlusion.
- Injection, infusion, and/or aspiration of contrast media and other fluids into or from a
vessel/graft
- Catheter placement over a guidewire

f) Rationale for Substantial Equivalence

The MegaVac Mechanical Thrombectomy System and the predicates share the same or
similar intended use and technological characteristics and therefore are substantially

equivalent.

A comparison of the similarities and differences of the technological characteristics

between the new device and the predicates is shown below.

K171493 K092623 K040010
MegaVac Mechanical F.A.S.T.'Control'led Genesis Medical Interventional
Thrombectomy System BT Don F.A.S.T. System
(CXD) AST.
Device ThromboWire Expanding Basket Funnel Sheath Expanding Basket
MegaVac Catheter Thrombectomy Thrombectomy
Component (Clot Retractor) . . catheter . .
Guidewire Guidewire

Basket or Funnel

Polymer coated

Woven nitinol

Woven nitinol

Polymer coated

Woven nitinol

Composition woven nitinol woven nitinol

Silicone coated Silicone coated
Material nitinol braided Nitinol Nitinol nitinol braided Nitinol

funnel funnel
Device Profile 0.914mm
Dimensions Up to 9 Fr .Smm — 1.5mm 0.46mm Up to 9 Fr (Typical)
Device Lengths Up to 300cm Up to 300cm 195cm Up to 300cm Up to 300cm
Dfaployed 2 —12mm 2 —9mm 5.5mm 2 —12mm 2 —9mm
Diameter
Deployment Operator' Operator' Operator controlled — Operator' Operator'
. controlled — linear controlled — linear . controlled — linear controlled — linear
Mechanism . . rotational knob . .
actuation actuation actuation actuation

Guidewire Up to 0.044” OD N/A N/A Up to 0.044” OD N/A
compatibility

g) Safety and Effectiveness Information

The MegaVac system is substantially equivalent to the predicate devices regarding its
similar intended use, design, function, materials and sterilization method. In accordance
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with Capture Vascular’s risk analysis and according to international standards, verification
testing was conducted on the MegaVac Mechanical Thrombectomy System. A summary of
the verification testing conducted on the MegaVac Mechanical Thrombectomy is described
below.

Summary of Testing:

Device evaluation consisted of in vitro testing and supports the substantial equivalence of
the MegaVac Thrombectomy system to the predicate device. All data met the acceptance
criteria and fell within pre-determined product specifications and industry standard
requirements. The following is a list of tests that were performed:

* Functional, Dimensional and Mechanical Testing
Occlusion

Aspiration

Trackability over guidewire

Retraction

Handle stroke

Leakage

Tensile

Diameters, length

Component compatibility (obturator/Thrombowire)

O O O O OO 0O 0 o0

* Biocompatibility Testing:
In accordance with 10993-1 for devices categorized as an “external communicating
device in contact with circulating blood with limited exposure time (<24 hours).”

e Sterilization Testing:
A sterilization assessment was conducted in accordance with ANSI/JAAMI/ISO 11135.

* Transportation and Shelf Life Testing:
Ship testing was conducted in accordance with ASTM D4169. Shelf life testing was
conducted in accordance with ASTM F1980-07.

*  Summary of Pre-Clinical and Clinical Data:
No Clinical Data was generated to establish substantial equivalence. Bench data and
pre-clinical data are considered adequate to support a determination of substantial
equivalence.

Conclusion

As described in this 510(k) Summary, the MegaVac Mechanical Thrombectomy System is
substantially equivalent to the Genesis Medical Interventional ™ F.A.S.T. ™ (Facilitated
Aspiration/Suction Thrombectomy) System based on a comparison of intended uses and
the results of in-vitro testing.
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August 10, 2017

Capture Vascular, Inc.

Aaron Call

Senior Vice President

620 Mountain Village Blvd.

Suite 2¢

Mountain Village, Colorado 81435

Re: K171493
Trade/Device Name: MegaVac Mechanical Thrombectomy System
Regulation Number: 21 CFR 870.5150
Regulation Name: Embolectomy Catheter
Regulatory Class: Class Il
Product Code: DXE
Dated: July 11, 2017
Received: July 13, 2017

Dear Aaron Call:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR
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Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in
the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.ntm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely,

Kenneth J. Cavanaugh -S

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and Radiological Health

for

Enclosure
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