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2. 510(k) SUMMARY L4

Sponsor Name: TOM Medical, Inc.
5145 Golden Foothill Parkway, Suite 175 & 180
El, Dorado HillsC 95762 SEP -6 2011

510(k) Contact: Dennis Crane
Emerson Consultants, Inc
12701 Whitevwater Drive, Suite 120
Minnetonka, MN 55343
Phone: 952.374.6012 / Fax: 952.374.6001
,dennisc@emersonconsultants.com

Date Prepared: August 29; 2011I

Trade Name: HELICON Hip System (HHS)

Common Name: Porous-coated hip prosthesis for cementless use

Classification Name: Hip joint metal/polymer/metal semi-constrained porous-coated
uncemented prosth ' sis (21 CFR 888.3358, Class 11 device,
Product Code LPH).

Device Description:
The HELICON Hip System (HHS) is a porous-coated, semi-constrained, hip prosthesis
designed for either primary or revision hip arthroplasty. The HHS includes a femoral stem, a
CoCr femoral head, non-crosslinked UHMWPE insert, acetabular shell and bone screws.

The HHS stem is a monolithic, titanium alloy; tapered hip stem available with a proximal
CPTi plasma porous coating. The stem has a dual wedge geometry and is available in both
standard and 7mm lateral offsets in sizes ranging from 7.5mm to 24mm. The stemns feature a
neck shaft angle of 1350 and a 12/14 Morse taper trunnion. HHS stems are compatible with
the HI-S CoCr femoral head and HHS acetabular insert. The HHS CoCr head is highly
polished and available in multiple offsets and diameters (22, 28, and 32mm). The HHS
acetabular components include a titanium alloy shell and a mating UHMWPE insert. The
shell is a hemispherical design, is available with or without screw holes, and employs a
CPTi beaded, porous coating. The UHMWPE insert is available in 200 hooded or non-
hooded (neutral) configurations in inner diameters of 22, 28, and 32mm. Titanium alloy
bone screws are available for additional fixation.

Indications for Use:
The IHELICONTM Hip System is designed for total hip arthroplasty.

The indications for use are:
A. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic

arthritis.
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B. Revision of failed femoral head replacement, cup arthroplasty or other hip
procedures.

C. Proximal femoral fractures.
D. Avascular necrosis of the femoral head.
E. Non-union of proximal femoral neck fractures.
F. Other indications such as congenital dysplasia, arthrodesis conversion, coxa magna,

coxa plana, coxa. vara, coxa valga, developmental conditions, metabolic and
tumorous conditions, osteomnalacia, osteoporosis, pseudlarthrosis conversion, and
structural abnormalities

The HELICONTM hip stem is indicated for cementless use. The HELICONTM acetabular
shell component is indicated for cemented or cementless use.

Substantial Equivalence:

Technological Characteristics/Substantial Equivalence:
The HHS is equivalent to predicate systems in design geometry, materials, performance
testing and indications for use. Consensus Orthopedics, Inc. (COI) licensed their previously
cleared hip components to TOM Medical, Inc. The hip components consist of the
previously cleared TaperSet Hip System femoral stem (K102399), CoCr femoral heads
(K922561, K960339, and K960156), UHMWPE inserts (K922561 and K020153),
acetabular shell (K922561) and titanium bone screws (K922561). The HI-S hip
components therefore have the same technological characteristics to those used in the

Consensus Taper Set Hip System. Based on the identical material, characterization data,
geometry and mechanical testing, the HHS system is substantially equivalent to legally
marketed predicates (Table 2. 1).

Table 2.1: Legally marketed devices to which substantial equivalence is claimed:
50kTrd Name 510k odr51 0(k)

Number Trd Nam I1()hle Release Date

K922561 IConsensus Total Hip System U.S. Medical Products, Inc. 07/21/1993

K960339 Consensus 22mm CoCrMo Femoral U.S. Medical Products, Inc. 02/21/1996
Head _____________ ______

K960156 Consensus 32mm CoCrMo Femoral U.S. Medical Products, Inc. 02/21/1996
Head

K960340 Consensus Apex Dome Hole Plug U.S. Medical Products, Inc. 03/15/1996

K 102399 Consensus TaperSet Hip System Consensus Orthopedics, Inc. 12/02/2010

K100933 C52 Plus Acetabular Insert Consensus Orthopedics, Inc. 10/06/2010

KO20153 Cosnu ctblrSel i Hayes Medical, Inc. 04/15/2002
_________ Coated _____________ ______

Non-Clinical Performance Data:
COI provided rights to reference their 5 1 0(k)s and supporting performance testing. The

HELICON Hip System (HHS) implant components use the identical materials, design
construct features (e.g., including locking mechanisms of the polyethylene insert to the

metal shell and the exterior coatings) of the predicate components. No changes were made

to the predicate components that required additional testing. The HI-S implant components
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were evaluated using a Failure Modes and Effects Analysis (EMEA). No additional non-
clinical bench testing was deemed necessary over that used in support of the predicates
based on identical design and materials.

Predicate bench testing included distal and proximal stem fatigue testing of the worst-case
stem consistent with the "Guidance for Industry and FDA Staff Non-clinical Information for
Femoral Stem Prostheses;" Range of Motion analysis; CPTi plasma sprayed and CPTi
beaded metallic coating characterization per the "Guidance Document for Testing
Orthopedic Implants with Modified Metallic Surfaces Apposing Bone or Bone Cement;"
CPTi plasma spray characterization per the "Guidance for Industry on the Testing of Metallic
Plasma Sprayed Coatings on Orthopedic Implants to Support Reconsideration of Postmarket
Surveillance Requirements;" polyethylene insert retention mechanism testing; and bone
screw mechanical strength testing. Additionally, modular connection analyses including
fretting and corrosion of the metallic femoral heads for compatibility and pin-on-flat testing
of the non-crosslinked UHMWPE/CoCr material combination were also performed. Both
the CPTi plasma sprayed coating and the CPTi beaded coating characterizations meet the
regulatory definition of porous coating for the hip construct per 21 CFR 888.3358.

All of the observed results for the predicate TaperSet Hip System had been found
substantially equivalent prior to devices currently marketed. The subject Helicon Hip
System is identical in material and design to that of the TaperSet Hip System. Therefore,
the subject device is as safe, as effective, and performs at least as safely and effectively as
legally marketed predicates.
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TIGMv M'edical. [Inc.
1/0 Emrersonl Consultants, I11C.
Mr. Dennis Crane
12701 \Vhitewater Drive, Suite 120
Minnetonka, Mlinnesota 55343

Re: KI 11472
Trade/IDevice Name: HrILICON Hlip Systemn (HSS)
Regulation Number: 21 CFF( 888.3358
Regu'Llation Nmuin: I-ip 10oint1 metal/polymer/metal semi-constrained p0oous-coated

Ll~uncentd prosthesis
Regu1latory Class: Class 11
Prodtuct Code: LPll
Dated: August 3. 2011
Received: Auust 5. 2011

Dear. ?v r. Cranle:

\Ve have reCviewed y'our Section 5 10(k) premarket notification of intent to market the device
referenced above and have determiined the device is Substantially equivalent (for the indications
for use stated in thle 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. 1
and Cosmetic Act (Act) that (to not require approval of a premrarket 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 anual registration, listing of'
devices, oood manufacturing practice, labeling, and prohibitions aoainst misbranding and
adulteration. P lease note: CDRI-l does not evaluate in formation related to contract liabi lit5'
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into dither class 11 (Special Controls) or class Ill (P3MA), it
may be Subject to additional controls. Existing major regulations affecting your device canl be
fo rind inl thle Code o Fedeclral Regulations, Title 21, Parts 800 to 898. Inl addition, F DA may
publish further announFcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a Substantial eqilivalenee determination does not meanl
that FDA has macic a determination that your device com1plies With other reCquiremuents of the Act
or any Federal Statutes and regulationis administered by other Federal agencies. You Must
comply wvith all the Act's requiremilents. including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR P~art 801); medical device reporting (reporting of mnedical
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dlevice-related adverse events) (21 CUR 803);i good mnanufacturing practice requirements as set
faith in the qu al ity systemis (QS) regu I at ion (2)I CFIR Pair 820); and if applicable, the electro ni c
product radiation control provisions (Sections 531-542 of the Act); 2 1 CUR 1000-1050.

IfI ou dsire specific advice f'or your device onl our labeling reguLlation (21 CUR Bait 801). please
go to litrv://ww\w% . fdca.cov/AboLutFt)A/Ceniter-sOf'lices/Ct D~l-1/CDR1(-10i'ffices/ticI il 15809.1mi For
the Center- For Devices and Radiological leahth's (CDRI-ls) Office of Compliance. Also, please
note the regulation entitled, "NMisbranding by reference to premrarket notification" (2 1CUR Pair
807.97). F~or p nest ions regarIding the reporting- of adverse events unde1dr the N4 I)R regCulation (2 1
CUR Part 803)), please go to
h1 ttp://w .fda.eIo v/MvIed ical De v ies/Sa fe tv/RePorta Pro blein/de fal t.11tmII for the CDRIl's Office
of SurVei II ance anid 13iometrics/Di visi on of Postinarket S urveilIlance.

YOU may obtain other general informnation on )'OUr responsibilities Under the Act from the
Division of S ma!lI N/lanu-factUrcrs, International and Constumer Assistance at its tollI-free numllber
(800) 638-204 1 or (30 1) 796-7 100 or ait its Internet address
lhtti://\v\\\w.ftcla.u-o\,/Nedical Dev~iees/lResourcesfrtYoL/lndtistry /del'ilt.lhtm.i

Sincerely yawi-s,

£f-Mark N. Melkerson
Director
Division Of SUr-gical, Orthopedic,
and Restorative Devices

Office of Device Evaluation
Center for Devices and
Radiological HeIalth

Enrclosure
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1. INDICATIONS FOR USE STATEMENT ' H /T
510(k) Number (if known):

Device Name: HELICON Hip System

Indications for Use:

The HELICONTM Hip System is designed for total hip arthroplasty.

The indications for use are:

A. Significantly impaired joints resulting from rheumatoid, osteo, and post-traumatic
arthritis.

B. Revision of failed femoral head replacement, cup arthroplasty or other hip
procedures.

C. Proximal femoral fractures.
D. Avascular necrosis of the femoral head.
E. Non-union of proximal femoral neck fractures.
F. Other indications such as congenital dysplasia, arthrodesis conversion, coxa

magna, coxa plana, coxa vara, coxa valga, developmental conditions, metabolic
and tumorous conditions, osteomnalacia, osteoporosis, pseudarthrosis conversion,
and structural abnormalities

The HELICONTM hip stem is indicated for cementless use. The HELICONTM acetabular
shell component is indicated for cemented or cementless use.

Prescription Use X AND/OR Over the Counter Use

(21 CFR Part 801 Subpart D) (21 CER Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LrNE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divisiof 9 orthopedic,

and Restorative Devices~//-2-

5 10(N number
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