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Mr. Erik Schilling

Regulatory Affairs Manager
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Germany 78570

Re: KI00736
Trade/Device Name: SMT Schilling Kirschner/Guide Wires
Regulation Number: 21 CFR 888.3040
Regulation Name: Smooth or threaded metallic bone fixation fastener
Regulatory Class: II
Product Code: HTY, IDW
Dated: September 2, 2010
Received: September 7, 2010
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Dear Mr. Schilling:

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,

R

If your device is classified (see above) into either class II (Special Controls) or class II (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.

or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited tor registration and listing (21
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CIFR 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
go to http://www.fda.gov/AboutFNA/CentersOffices/f CORH/CDRHOffices/uem115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR 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 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.cov/MedicalDevices/Resourcesfor You/Industry/default.htm.

Sincerely yours,

Qhanbors. froert

Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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510{k) Number: K100736

Device Name: SEP 16 2010
SMT Schiiling Kirschner/Guide Wires

indications For Use:

Orthopaedic fixation pins and wires are intended to perform as fixation and stabilization unit of bone
fractures or as guidance at insertion of implants into the skeletal system.

Prescription Use _ YES AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Ay Dlaymsm«.

(Division Sign-g#)
Division of Surgical, Orthopedie, Page 1 of 1
and Restorative Devices

510() Number_K {002 2




SMT Schilling Metalitechnik GmbH

Orthopaedic Fixation Pins and Wires

570(k) Premarket Notification

K100736

510(K) NOTIFICATION

PREMARKET NOTIFICATION [510(K)] SuBMISSION

DATE OF APPLICATION: 2010-07-16

APPLICANT: SMT Schilling Metailtechnik GmbH
Griesweg 33
78570 Mihlheim an der Donau
Germany
Tel.: (07463) 99309-0
Fax: (07463) 93309-5%

V217 .

rik Schi Ilng Mana ing Director Manfred@ber, Qualily’ Manager
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SMT Schilling Metalltechnik GmbH
Orthopaedic Fixation Pins and Wires
510(k) Premarket Notification

SR
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1. Establishment Registration Number
SMT Schilling Metalitechnik GmbH: 9680619

2. FDA-Designated Agent

Sanjiv Kumar

Myco Medical Supplies Inc.
158 Towerview Court
Cary, NC 27513

U.S.A.

Phone: 919 4602535 Ext

Fax: 919 4602536

Email: Skumar@Mycomedical.Com

3. Device Name

Trade Name: Kirschner Wire / Guide Wire
Common Name: Kirschner Wire (K Wire)
Classification Name:  Pin, Fixation

4. Description of the Device

Orthopaedic fixation pins and wires are metal pins for use in fixation of bone fractures, for bone
reconstructions, as guide pins for insertion of other implants or implantation through the skin so that

traction may be applied to the skeleton system.

To ensure the multi-use of these devices, many different models are available. The differences can be as

follows:

» Diameter: from 0.6 up to 6.35mm (0.020 up to 0.250 inch}

» Length: from 60 up to 500 mm {2.36 up to 19.69 inch)

= Tips: diamond or frocar Point, round, flat, with or without 3- or 4- shank ends, with or without spherical

shape.

= Surface: complete or partial smooth and / or threaded, with or without threading cutter.

5. Intended Use

Orthopaedic fixation pins and wires are intended to perform as fixation and stabilization unit of bone

fractures or as guidance at insertion of implants into the skeletal system.

K100736_A00_%10k_Submission_bene_wires_vi.2.doc Rev. 1.2
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SMT Schilling Metalltechnik GmbH
Orthopaedic Fixation Pins and Wires
510(k) Premarket Notification

6. Classification Product Code / Subsequent Code

Orthopaedic fixation pins and wires can be classified according following Device Names and Product
Codes:

Device: Pin, Fixation Smooth Pin, Fixation, Threaded
Medical Specialty: Part 888, Orthopedic Part 888, Orthopedic
Product Code: 87 HTY 87 JDOW
Device Class: 2 2
Regulation Number: 888.3040 888.3040

Description according 21CFR888.3040:

"Sec. 888.3040 Smooth or threaded metallic bone fixation fastener.

{a) ldentification. A smooth or threaded metallic bone fixation fastener is a device intended to be implanted
that consists of a stiff wire seament or rod made of alloys, such as cobalt-chromium-molybdenum and
stainless steel, and that may be smooth on the outside, fully or partially threaded, straight or U-shaped;
and may be either blunt pointed, sharp pointed, or have a formed, slotted head on the end. It may be used
for fixation of bone fractures, for bone reconstructions, as a guide pin for insertion of other implants, or it
may be implanted through the skin so that a pulling force (traction) may be applied to the skeletal system.
(b) Classification. Class I1.”

7. Performance Standards

Orthopaedic fixation pins and wires are made out of following raw materials, which are meeting both
American and International Standards:

implant Grade Stainless Steel

Meets all requirements of the special steel grade 316 L according to ASTM F 138/ ASTMF 130 as well as
ISO 5832-1.

K100736_A00_510k_Submission_bone_wires_v1.2.doc Rev. 1.2 Fage 4 of 8



e

SMT Schilling Metalltechnik GmbH
Orthopaedic Fixation Pins and Wires
510(k} Premarket Notification

I ISCHILLING
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8. Labeling / packaging

8.1. Sterile products
Sterile products are primarily packed in plastic biisters and Tyvek lids, secondarily packed in PU plastic
bags likewise follows:

Each delivered pack is labeled as follows {on cardboard box):

REF 31-61-23-1635
e
Material: 1.4441 + Slaintess Siqal

[av ]
VILEE LBa0a

ST S‘Eb.ng Meainshrin @
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REF 31-61-23-1635
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Haterial 1 44¢1 - Slain'ess Steal

[sTERILE]R] [QTY 1}

N V14E9 10080

S1A7 Sehiling MetnRnarnl GrgH
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IWTBSTR MIKRRIM 2.9, Orey I iowersanel saan, oonpn #2e0 Prburioer 2 otk
SesrpAnyieg Srvanety

"l_"ﬂi%liﬁ?m 2o1g02 1009601 Ryt

8.2. Shelf-Life of sterile Packed Devices

Due to an accelerated ageing simulation according to ASTM F 1880-02, a shelf life of 5 Years can be
determined. See test report related accelerated aging testing in appendix AOS.

K100726,,A00_510%_Submissien_bone_wires_v1.2.doc Rev. 1.2 Page 5cf8



SMT Schiiling Metalitechnik GmbH

Orthopaedic Fixation Pins and Wires
510(k) Premarket Notification

ISCHILLING
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8.3. Non sterile products

Non sterile products are packed in tubes made of transparent, rigid PVC. One tube can contain up te 10
pieces according to customers needs.

9. Biocompatibility

The biocompatibility is guaranteed by the composition of the used materials as mentioned in chapter 6.
These materials are also used for most other surgical implants as bone screws, bone plates or neuro
surgical implants as Aneurysm Clips as mentioned in following 510(k)’s:

» KOB3758, Aesculap AG, Aesculap Yasargil Titanium Aneurysm Clips;
= K000080, Howmedica Osteonics Corp., Asnis [l Cannulated Screw Systemn;
= KD03500, Rebstock Instruments GmbH, Rebstock Yasargil Aneurysm Clips.

SMT Schilling Metalltechnik GmbH's Bone Wires are only made out of the in chapter 6 mentioned Raw
Materials.

Compared with competitors SMT Schilling Metalltechnik GmbH's Bone Wires are made out of similar
raterials.

K100736_A00_510x_Submission_bone_wires_v1.2.doc Rev. 1.2 Page 6 of 8
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SMT Schilling Metalltechnik GmbH

Orthopaedic Fixation Pins and Wires
510(k) Premarket Notification

10. Sterility

The devices are delivered in either sterile or non-sterile conditions.

10.1. Non sterile Products
The user may sterilize these devices by using a validated and applicable sterilization process.

SMT Schilling Metalltechnik GmbH recommends using a steam-sterilizer that uses a validated sterilization
cycle of 134°C [/ 273°F, pre-vacuum, for 4 minutes and 15 minutes minimum drying time.

The steam sterilization process will be validated according to SO 17665-1 with a SAL of 10,

10.2. Sterile Products

The gamma radiation sterilization process for sterile products has been validated under consideration of
an SAL 10°® according to the requirements based on ISO 11137 (see appendix A06) using an irraditation
dose of 5.0 kGy to ensure effective conditions (SAL < 10°®) for the sterilization of the products by
application of a minimum dose of 25 kGy.

The tested products on the test report 082248-10; TPLO Plate left and right have been identified as
worst case products based upon dimensions and geometry. Therefore an effective sterilization method
can be determined for Kirschner / Guide Wires. The tested material (stainless steel 1.4441) is referenced
on the drawing of respective article no. attached to the test reporis.

The packaging of sterile products have been validated under consideration of 1SO 11607-1 and 2 (see
appendix AQ06).

11. Certified Quality Management System

SMT Schilling Metalltechnik GmbH is certified according following Standards or Normative Directives:
= DIN ENISO 13485:2003

= European Medical Device Directive (MDD} 93/42/EEC Annex Il
The certified system is continuously checked by Notified Body MDC GmbH, CE-Code # 0487

K100736_A03_510k_Submission,_bene_wires_vi.2.doc Rev. 1.2 Page 7of 8
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SMT Schilling Metalltechnik GmbH
Kirschner Wires

510(k) Premarket Notification

Truthful and Accurate Statement

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
[As required by 21 CFR 807.87(j)]

| certify that, in my capacity as a Managing Director of SMT Schilling Metalltechnik GmbH, | believe to
the best of my knowledge, that all data and information submitted in the premarket notification are truthful
and accurate and that no material fact has been omitted.

Jads
(7gnature} /

Erik Schilling, CEC

o
O

2040 [0t/ A4
( .

Date}

lc (00736

(Premarket Notification [510(k)] Nurmber)

Koooooo_AD1_510K_Truthful_Statement.doc Page1of1
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SMT Schilling Metalltechnik GmbH
Orthopaedic Fixation Pins and Wires
510(k) Premarket Notification

$ T

K100736

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS IN AC-
CORDANCE WITH SMDA oF 1990

Date of Application: 2010-07-16

APPLICANT: SMT Schilling Metalitechnik GmbH
Griesweg 33
78570 Muhlheim an der Donau
Germany
Tel.: (07463) 99309-0
Fax: (07463) 99309-53

CONTACT PERSON: Mr. Erik Schilling
Managing Director
Tel.: (07463) 99308-0
Fax: (07463) 99309-59

1. Device Name

Trade Name: Orthopaedic Fixation Pins and Wires / Kirschner / Guide Wires
Common Name: Kirschner Wire (K-Wire)

2. Classification Product Code / Subsequent Code

Qur implant system can be classified according following device names and product codes:

Device: Pin, Fixation Smooth Bin, Fixation, Threaded
Medical Specialty: Part 888, Crthopedic Part 888, Orthopedic
Product Code: 87 HTY 87 JDW
Device Class: 2 2
Regulation Number: §88.3040 888.3040

K100736_A02_510K_Summary_vi.i.doc rev 1.1 Page fof2



o

SMT Schilling Metalltechnik GmbH
Orthopaedic Fixation Pins and Wires
510(k) Premarket Notification

MarsEieninX

3. Substantial Equivalence

Orthopaedic fixation pins and wires are substantial equivalent based upon design, dimensional and mate-
rials characterization to the Stérk Kirschner Wires (K-Wires) and Steinmann Pins (#K030665) of Stork
Instrumente GmbH, 78576 Emmingen-Liptingen, Germany and Teleflex KMedic Internal/External Fixation
Devices (#K070561) of Teleflex Medical, Bannockburn, IL.

4. Description of the Device

Orthopaedic fixation pins and wires are metal pins for use in fixation of bone fractures, for bone recon-
structions, as guide pins for insertion of other implants or implantation through the skin so that traction
may be applied to the skeleton system.

To ensure the muiti-use of these devices, many different models are available. The differences can be as
follows:

= Diameter; from 0.6 up to 6.35mm {0.020 up to 0.250 inch)
= Length: from 60 up to 500 mm (2.36 up to 19.69 inch})

»  Tips: diamond or trocar Point, round, flat, with or without 3- or 4- shank ends, with or without spherical
shape.

= Surface: complete or partial smooth and / or threaded, with or without threading cutter.

5. Intended Use

SMT Schilling's orthopaedic fixation pins and wires are intended to perform as fixation and stabilization
unit of bone fractures or as guidance at insertion of implants into the skeletal system.

6. Conclusion

Based on the available 510{k) summaries and 510(k) statements {21 CFR 807) and the information pro-
vided herein, we conclude that SMT Schilling's Kirschner Wires and Pins are substantially equivalent to
the existing legally marketed devices under Federal Food, Drug and Cosmetic Act.

K100736_A02_510K_Summary_v1.1.doc rev 1.1 Page2of2
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Indications for Use

510(k) Number: K100736

Device Name:
SMT Schilling Kirschner / Guide Wires

Indications for Use:

Orthopaedic fixation pins and wires are intended to perform as fixation and stabilization unit of
bone fractures or as guidance at insertion of implants into the skeletal system.

Prescription Use __ YES___ AND/OR Over-The-Counter Use __ NO___
(Part 21 CFR 801 Subpart D) (21 SFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page 1 of 1
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[Reference to Drawings]

Bohrdrdhte
Wire and Pin

4= e Bohrdrihte Arfikeinummer/ Wres-Adido o Z.B 31-61-21-2201 '\
———-———— Linge des Drahtes 2.8 21em=21  langh! of lhe wires a5 2fsm=3y e e J
——— Durchmesser z:8 2, 2mm =220 Diameler as2 2mm=27 IR
I —— -~ AUSIONEUTY Z.B -O1=Trokar-flach/  Syis a5.01=Trokar-flal ’
31-61002001 =l ) 1§ il ] TRIE
31-61-106x302 =T 1Y ] TRIRD
Bt-61-xx-x03 e ! [ . TRID
31-B15003004 et LI [N TRI3kant
S #1815 e 54 ) TRM-kant
[12] st-s10007 ] I I TRIKU
31619003006 o R b TRIRD mit 21 mm
Gewindeansalz
31-61-90:027 TR/RD mit 27mm
Gewindeansalz
31-810-0028 TR/RD mit 28mm
Gewindeansatz
3151328 TRIRD mit 8Bmm
Gewindeansalz
31813000030 TRRD mit 7Tmm
Gewindeansalz
I1-B130¢2032 TRIRD roft 15mm
Gewlndeanzalz
r. 31-61-003063 e AR Ve TRID mit Je 15mm
Gewindeanzatz
31-61-40030635 s R B TR mit je 28mm
Gewindeanzatz
31.61-0t036 TR/D mit je 40mm
Gewindeanzatz
31-81-90¢-xx38 TR/D mil je 22
181206303 Gewindeanzatz
31619064538 TRID mit je 24mm
Gewindeanzatz
31615003034 e I 7 TRI3kant
Bl i ¥ U/RD mit 10m
318tz L2/ N - b KURDmE0mn
31-61-06003 { Fahrungsspiess
| g h D Gu'dmmosgff P

Seite 7/1

Stand 02.07

Trokar Standard Winkel w 15° bis 04,8

20" bel B95,35

Trakar sfandord argle 150 up fo 84,8
20%at 268

Trokar-fiach
Trokar-fial

Trokar-rupd
Trokar-round

Trokar-Trokar
Double Trokar

Trokar-mit 3kant Schait
Trokarwilh 3shank end

Trokar-mit 4kant Schaft
Trokarwalh £shank end

Trokar-Kugelform
Jrokar spherical shape

Trokar-rund mit 21mm Gew.ansatz
Trokar roynd 2imm Wiroaded

Trokar-rund mit 27mm Gew.ansatz
Troker round 2Tmm throadod

Trokar-rund mit 28mm Gew.anzatz
Trokar round 28mez hreadod n

Trolar-tund mit 8rmm Gevs.ansalz
Trokar round 8mm lhreaded

Tiokar-rund mit 7mm Gesz.ansatz
Trokar round Tmas lieaded

Trokar-rund il 1Smm Gew.ansalz
Trokgr round T5mm threaded

Trokar-Trokar mi 15mm Geviansatz
Double Trokar 15mm threaded

Trokar-Trokar mil 28mm Gew.ansatz
Doubla Trokor 28mm throadod

Trekar-Trokar mit 40mm Gew,ansatz
Dgub!a Trokat 40mm i’hmngu‘d

Trokar-Trokat mit 22mm Gev.anasts
Doubly Trokar 22mm threadad

Trokae-Trokar mit 24mm Geviansatz
Doublo Trokar 24mm lhroaded

Trokar-3kant Schait
Trokar 3stank anid

Kugelform-rund mit 10mm Gew.ansatz
10mm itneaded spherical shapa round and
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