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This summnary is provided to su ppori thle 510(k) not wieat ion for (ihe In visi porif" manide I tired for

Sicaith Therapetriics, [ie.

Cornpony Namie: Stealth Tlherapeutics. Inc.

Address: 5520 Nobel Drive. Suite I51)

lFitchbur", Wisconsin 531711

phone: (608) 577-4484

Date Surmmary Prepared: February 8, 201!

I'rade Name: InvisiporilM

Common Name: Implantable In fusion Port

Classi fication Name: So bcittaneolis. ImplIantued, Inttravasen at Infusioni P'or arnd Catheter,
21 CFR 880.5965, Product Code LUT

Pi'ed care Devi ces: K 043 1 78. R hapsody Access Pori maniitctored bv Cirani Adler Corporati on

K 06081 2. Power-PonrN Imtrplantable Ti tan iumi Port manu factured by C. It
Rard, Inc.

K 060036, P RE-A -CATI I non u~fac tired by Sm ih rVImedical

K9,3 451 8, PeriPail mann factnired by Si rato Medical Corp.

5. 1 Product IDescription

Thle In vlsipout, onlsists of an inj cti on port nld f I ron mi iiate ri al CI alRat ed fitt Ii0 conlp iiISil t

The finvis ipoit has a self-sealing silIiconeI septurn. Ani open ended radilopaque catheter is pre-attached

to the port. Thte silicone septum covers a reservoir that can be accessed with a non-corins lHtber

type needle. Power rinjecti on of contrast for imaigtuing examinatiorns can be performed whent the port is

accessed with a power-injectable Fluber needle or in fusion set.

5.2 Intended Use of the IDevice

'fie intended use of the In vi iport is tile soame as predl kale devices:

The Invisipoifri is indicated for any paticrir reqiiing repeated access of rue vascular systemn

for dcli very of rued icam ions. nurtrit ional supplementation, fluids. blood, bloodI prodircl s, or thle
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sampling of blood, or for power injection of contrast media when used with a power-

injectable H-uber needle or infusion set.

5.3 Summary of Technological Characteristics

The following table provides a side-by-side comparison the lnvisiportTM to the predicate devices

being used to support this notification.

Table 5.3-1: Substantial Equivalence Technical Characteristics

GrantAdler
Rhapsody Smiths Medical

Access Port Bard Power PORT-A-
Invisiport M- PeniPort K(043178, Port CATH

Feature (Under Review) K9345l8 K(082126 K060812 K(060036 Comment

Indications The Invisziportl The Penflort is a The GrantAdler The PowerPort PORT-A-CATH The indication for use of
for Use is indicated for totally Rhapsody implanted port is -Systems with the Invisiport is (he same

any patient implantable drug Access Port and indicated for Dual Layer as the predicate devices,
requiring delivery system 'Catheter is patient therapies Catheter are including power

repeated access designed to give indicated for any requiring indicated when injection compatibility.
of the vascular repeated access patient requiring repeated access patient therapy

system for' to the venous reliable to the vascular requires repeated The 5 mI/sec: power
delivery of system for repeated access system. The port vascular access injection of contrast

medications, infusions, of the vascular system can be for injection or media limit is the same
nutritional nutritional system for used for infusion infusion therapy as the Bard Power Port.

supplementation, solutions, delivery of ofumedications, and/or venous
fluids, blood, medications, medications, IN. fluids, blood

blood products, fluids, and for nutritional parenteral sampling.
or the sampling the sampling of supplementation, nutrition
of blood, or for venous blood, fluids, blood, solutions, blood
power injection blood products products, and for

of contrast when or the sampling the withdrawal
used with a of blood, of blood

power-injectable samples. When
Huber needle or used with the

infusion set. PowerL-oc
Safety Infusion

Set, the
P0 wer Port
device is

indicated for
power injection

of contrast
media, For

power injection
of contrast
media, the
maximum

recommended
infusion rate is

5 mI/s.

Port Access Hospital/clinic Hospital/clinic Hospital/clinic Hospital/clinic Hospital/clinic Same
l icensed health licensed health licensed health licensed health licensed health
care provider care provider care provider care provider care provider

Location of Peripheral or Peripheral Peripheral or Thoracic Peripheral Same
implant thoracic (medial mid arm thoracic (upper arm) or The PeniPort, GrantAdler

or upper arm Thoracic Rhapsody and Port-A-
above the elbow Cath have a
or antecubital recommended peripheral
space and well implantation site (upper
below the arm); the same as the
subaxillary area) hnvisiport.

Design Septum/Jport Septum/port Septum/port Septundport Septum/port As a convenience to the
with integrated with an with an with an with an user, the catheter is

catheter I attachable I attachable I attachable I attachable Iintegrated with the port
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Table 5.3-1: Substantial Equivalence Technical Characteristics

GrantAdler
Rhapsody Smiths Medical

Access Port Bard Power PORT-A-
tnvisiportTM  PeriPort K043178, Port CATX

Feature (Under Review) K934518 K082 126 K060812 K060036 Comment

catheter catheter catheter catheter reservoir.

C -atheter 53.3 cma 76 cm Up to 52cmn Up to 45can 76 cm Within the range of the
Length predicates.

Catheter ID L.3mm 1.0mam 2mm Unknown Lo0mm Within the range of the
predicates.

Catheter OD 2.0 mm 1.7man 2.33 mm (7 Fr) 2.7 mm8F) 1. ihi hnaneo h

5.4 Performance tests to demonstrate substantial equivalency:

To establish the technical equivalency of the Invisiport tests were conducted according to methods

presented in FDA Guidance: Guidance on 510(k) Submissions for Implanted Infusion Ports, October

1990, Submission and Review of SterilIityInformnation in Premarket Notification 5 10(k) Submissions

for Devices Labeled as Sterile, December 12, 2008 and provided by FDA in review and discussion.

The device passed all testing.

5.5 Conclusion

The InvisiportTm met all established acceptance criteria for performance testing. The intended use

and technology of the Invisiport are equivalent to the predicate devices. No new questions of safety

or effectiveness are raised.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Stealth Therapeutics, Incorporated
C/O Mr. Gary J. Syring OT121
Principal ConsultantOC,1321
Quality & Regulatory Associates, LLC
800 Levanger Lane
Stoughton, Wisconsin 53589

Re: K 110407
Trade/Device Name: Jnviipr T

Regulation Number: 21 CFR 880.5965
Regulation Name: Subcutaneous, Implanted, Intravascular Infusion Port and Catheter
Regulatory Class: 11
Product Code: UJT
Dated: October 6, 2011
Received: October 7, 2011

Dear Mr. Syring:

We have reviewed your Section 5 10(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 II (Special Controls) 6r class III
(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.



Page 2 - Mr. Syring

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 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 80 1),
please go to htto)://www.fda.gov/AboutFDA/CentersOffices/CDRIVICDRHOffices
/ucml ] 5809.htm for the Center for Devices and Radiological Health's (CDRI-'s) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (2 1CFR 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/ReportaProblemn/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 Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices[ResourcesforYonJ~ndustC/defaulthtm.

Sincerely yours,

Anthn . tson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): 0

Device Name: lnvisinort h

Indications for Use:

The InvisiportTm is indicated for any patient requiring repeated access of the vascular system for

delivery of medications, nutritional supplementation, fluids, blood, blood products, or the

sampling of blood, or for power injection of contrast media when used with a power-injectable

Huber needle or infusion set.

Prescription Use X Over-The-Counter Use ___

(Part 21 CER 801 FSubpart D) AND/OR (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off) Page 1 of 1

Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

51 0(k) Number:_ 1 0 9 07
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