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Applicant Information

Submitter's Name/Address: Greatbatch Medical
2300 Berkshire Lane North
Minneapolis, MIN 55441

Contact Person: Kristi Fox
Regulatory Affairs Specialist
Tel: 763-951-8205
Fax: 763-559-0148
kfox@greatbatchmedical.com

Date Prepared: June 10, 2011

Device Information

Trade Name: MobiCathTM Transseptal Needle
Common Name: Transseptal Needle
Classification Name: Trocar
Product Code: DRC
Regulation: Class 1121 CFR 870.1390
Classification Panel: Cardiovascular
Predicate Devices: St. Jude Medical BRKTM Transseptal Needle (KO 72278)

Thomas Medical Transseptal Needle (KOH1727)

Device Description

The MobiCath Transseptal Needle consists of a thin-walled stainless steel cannula which is
curved in the distal section to facilitate positioning in the cardiac anatomy when used in
conjunction with a transseptal catheter or introducer. The proximal end of the needle is
bonded to an ergonomic handle with an integrated pointer to show the orientation of the curve
section and a two-way stopcock to facilitate air aspiration, fluid infusion, blood sampling, and
pressure monitoring. The Transseptal Needle includes a stylet with an over-molded hub
designed to attach to the proximal end of the needle assembly.

Indications for Use

The MobiCathTm Transseptal Needle is used to create the primary puncture in the inter-atrial
septum to facilitate the passing of an introducer or catheter through the septum from the right
side of the heart to the left side.
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Predicate Device Comparison / Technological Characteristics

The MobiCathTM Transseptal Needle has similar indications for use, technological
characteristics and principles of operations as the market cleared St. Jude Medical BRKTM

Transseptal Needle (1(0722 78) and Thomas Medical Transseptal Needle (1(01 172 7). The
MobiCath Transseptal Needle and BRK Transseptal Needle differ in tip bevel and cannula
design. The MobiCath Transseptal Needle shares similar design features as the Thomas
Medical Transseptal Needle but is available in more lengths and curve sizes.

______Performance (bench) testing and biocompatibility testing were performed to demonstrate that
the proposed device performs as intended and does not raise new questions of safety or
efficacy compared to the predicate devices.

Summary of Testing

The MobiCathrm Transseptal Needle passed all verification specification criteria for
dimensional, functional, packaging, sterilization, biocompatibility and shelf life tests. Test
results confirm the device performs as intended without raising additional questions of safety
and efficacy when compared to the predicates. Given the similar technological characteristics
and principles of operation of the MobiCathTm Transseptal Needle and the predicate devices,
it was determined that pre-clinical (animal) or clinical study was not necessary. The
following non-clinical tests were performed for the MobiCath Transseptal Needle:

" Sterilization Testing per ISO 11135-1
* Shelf Life
" Biocompatibility per ISO 10993-1

o Cytotoxicity
" Sensitization
o ISO Irr itationllntracutaneous Reactivity
o Acute Systemic Toxicity
" Material Mediated Rabbit Pyrogen
o Hemocompatibility
o Hemolysis Test
o Partial Thromboplastin Time
o Platelet and Leukocyte Counts
o Complement Activation - C3a and SC 5b-9
o Thrombosis

* Performance - Bench:
o Visual
o Dimensional
o Functional

* Tensile strength
" Torque
* Resistance to breakage
" Stopcock separation force
* Hub to stopcock retention force

*Stopcock gauging
* Leakage
U Stopcock ease of assembly
* Stopcock stress cracking
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Needle and stylet insertion through dilator

Statement of Equivalence

The MobiCatbrM Transseptal Needle has similar indications for use, principles of operation,
and technological characteristics as the identified predicates. Based on these similarities, in
addition to the results from safety and performiance testing, the MobiCathTM Transseptal
Needle is considered substantially equivalent to the St. Jude Medical BRKTM Transseptal
Needle (KO 72278) and Thomas Medical Transseptal Needle (KOJ 1727).
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Re: K 111644
Tlrade iName: Ni obi Cath IN'Trfansseptal Needle
Regulation 'Number: 21 CFR 870. 1390
Regulation Name: Tiocar
Regu'liatory Class: II (two)
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Dear Ms. Fox:

We have rcview ed your Section 51 0(k) plemarket notification oF indent to mnarket the device
referenced above and have deterin i nd the device is substantially eqiivalent (for- the indications
for use stated in the enclosure) to legailly marketed predicate devices marketed in interstate
com merce pr ior to May 28. 1 976, the enactment date of the Mvedical Device Amendments, or to
devices that have been reclassiftied in accordance wvith the provisions of the Federial Food. Diul-.
and Cosmetic Act (Act) that do not require approval ofa premnarket approval application (PiMA).
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, ood mnanL11Fac tluri practice, labeling, and prohibitions against inisbrand ing and
adulteration. Please note: CDR 1<- does not evalunate information related to conm-act I iabiIi tv
warranties. We remind \1oU, how\ever, that device labeling mu1Lst be truthful and not misleading.

If Your device is classified (see above) into either class 11 (Special Controls) or class IIl (.PN4A), it
may be subject to additional controls. Existing major regmlation-s affecting Your device Canl be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA mnay
publish further announcemnen ts concerning your device in the Federal Register.



PIic 2 -- Ms Kisti FOx

'lease be adlvised iati FDA s issuance of a stibsianal equivalence dcterrintion dons ir)1 meanl
thai IDA has made a dcrnnal ion Ora your device complies with other reqtiircmenis ot [lhe -\ct
or an" Feda statutes and regutlations administered by other Federal agrencies, You mutis
comply with all the Act's requirments. including. btit not limited to: registration anrd lisin
(21 C FR Panr 807); labe Iing (2 I C FR Part 801); medical dlevie reportinig (reporting of medical
dcvi ce-iclIated ad verse events) (21I CF R 803); good Manu factluring practice requi reme is as set
lot inl thre quality SYstMS (QS) regulation (2 1 CF R Part 820); and ifapplicable, the elecrnic
prodtict radiation control provisions (Sections 531-5042 of the Act); 21 CFR 1100-1030.

If v on desire specific advice For your device on our labeling regulIation (21I C FR Part 80 1), please
go to http://wxvw Ida. uv/AbotwtFDA/Ccters0 fliees/C D R-l/CDR 1-10ffiees/Licam II 5809.htmi for
the Center for Devices and Radio logical 1lal th '5 (CDRI-I's) 0Office of Comnpliance. Also, p lease
note the etOLu at ion endtied, ''Nisbraning by reference to preniarket notification''
(21 C FR Part 807.97). For ql est ons regard inra the reporting ofIad verse evc[t is ide the NI DR
regulation (21 CFR Pairt 803), please go to

hi p //wxv Fa~ov/vld ca Dc' cs/S ftvReorta Problem/dchfult. htm for the C D RI-Is 0 [i cc
of Surve iilai ce and 13io metrics/Div s ion of lostniarket Surveillance.

You may obtin other gceneral infoirmation Onl ',OUr responsibilities tinder the Act from the
Division Of M Sm lanufacturers. International and Consumner Assistance at it roll-fre number
(800) 638-204 1 or (301) 796-7100 or at its Internet address
hitti)://\\'\\\w. fdal.uJo\/N\'leclDevICiCeS/IZeSOurcesfor)'ou/industrv/defltlhtmi

Sincerely yours,

kBr 1mID Zuckerman, NM.D.
D br ector
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological H-ealtlh

Enclosures
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Indications for Use Statement

5 1 0(k) Number (if known): K1 16 4
Device Name: MobiCath Transseptal Needle

Indications for Use:

The MobiCathTm Transseptal Needle is used to create the primary puncture in the inter-atrial
septum to facilitate the passing of an introducer or catheter through the septum from the right side
of the heart to the left side.

Prescription Use X AND/OR Over-The-Counter Use____

(Part 21 CFR 801 Subpart D) (21 CFR 80I SubpartC)

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

Concur-rence of CDRH, Office of Device Evaluation (ODE)
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