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- Proprletary Name' M1croware Bone Plates and Bone Screws-
' ' & Mlcroware DHS/DCS Plate System

~ Common Nazmé'f'-BQne'_Fiﬁ;aﬁdﬁ Plate .aiid SCrew T

ClaSSIficatlonName - -:'Classll Plate leatlon, Bone . o
e _ HRS-CFR 888.3030° '
. _' 'ClassII Screw leatlon, Bone
. "HWC-CFR §88.3040 e
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S . Combmatmn multlple component |
B '-KTT CFR sss 3030 |




| .Deylce Descnpt],gn, ' ,, __ _m:-_-T__T':_ _ .:_: ’ O
Ry ~The Bone Plates and Bone Screws system & DHS/DCS Plate System consnst of non—stenlei’ -

1 Mioroware Preolsion Co, 1ad: |

Ko72562 (. 2 f4)

Predicate Device Information: |

Syntec-Taichung Non-sterile Bone Plate and Screw Implants (K983495)
 Syntec-Taichung Non-sterile DHS/DCS Plate System (K983873) .
INTAI Bone Plate and Bone Screw System & INTAI DHS/DCS Plate System (K063 020)

"Materlals. o S e |
The non-sterile bone plates and screws are manufactured from commermal medlcal use 316L: '
stamless steel that meet AST™M F138 and ASTM F139, and tltamum alloy (T1 6Al-4V) that

meet ASTM Fl36

'Indlcatlon for use. . o
: Mtcroware Bone Plates a.nd Bone Screws are prov1ded non—stenle ‘Microware Bone Plates and
Bone Screws. are intended to treat ﬁ:aetures of various bones, mcludmg the clavicle; pelws
_seapula, long bone (humerus, ulna, radlus femur tibia: and ﬁbula) ancl small bone o
' (metaearpals, metatarsals and phalanges) S _—

Mlcroware DHS/DCS Plate System is prov1ded non-stenle M1croware DHS/DCS Plate
'System is- mtended for use m fixation of  fractures to the proxnnal femur. The system is -
‘mdloated for us_e m trochanter_lo,. pe;trochantenc, mtern'ochantenc, and bas_xlar,neek fracture. L

bone plate a.nd bone ‘screw 1mp1ants The plates are: dev:lces, whtch are fastened to bone for; o
B - 'purpose of prov1d1ng ﬁxatlon They are pnnc1pally dlft‘erennated by thexr functlon Thus there o :
B _axe ﬁve kmds of styles dynamlc eompress:on plate (DCP), tubular; spee1a1 mini- and dynan:uc -~ a
 hip screwfdvnatmc condVIar sorew (DHS/DCS) The shane ot‘ the ‘plate is an adaptatlon of the
. plate to the loeal anatomy and doesn‘t denote any ﬁmctlon Thus ‘the name depends on. the |
bmmechamcal ﬁuncaon the plate is’ performmg EVery plate 1s d1v1ded vanous types as .
~i'follemng o R R
PlateName b _.i ST Geometry Shape : _' S e
i DCP : Nan-ow lengthemng na:;row broad lengthemng-broad, stra1ght
Tubular Senn-tubular, one- tlnrd, and quarter R g

- - :_51 b(jl}-,r_,ﬁbmissidn_'zbt_)tl: _' s
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S' al - L-shaped, T- shaped spoon, cobra, lateral tibia head condylar
ecial | _
p 1 ' buttress, head, and hook .

' Stralght -L-shaped,-' T—.shaped, condylar,' sp_ecial; and'

- Mini
o reconstructton g

DHS/DCS | Dynamlc Hlp Screw Dynarmc Condylar Screw

The series in. size of Microware bone screws and bone plates except DHS/DCS are dmded
into mini, small and Iarge The range of plates i in thickness are from 1 010 6.0 mm, width from

- 3. 8 to 17 mom, Iength from 17 to 359 mm, and hole number frorn 2 to 2 holes

* Onthe other hand the screws used elther to fasten pIates or s1m11ar dev1ces onto bone, or,
o : lag screws, to hold__together fragtnents of bore. _The screws are dlﬁ‘erenttated by the manner in |
 which th’e}r‘are inserted into bone, their 'fun‘ction; 't'_heir'size and the type of bone they are
B fmtended for. Thus there are four k:nds of ster cortex, cancellous, malleolar, and cannulated

Al 'screws have a hexagonal recess, this feature has proven itself to be of great advantage at

the time of the screw. rernoval and msertton The range of s¢rews in thread is- dlameter from 1.5

to 7.3 mm, total lengthfrorn 6 to lSGmm

_ .-The DHS[DCS Plate System consmts of DHS/'DCS plate DHS/DCS Screw, DHSIDCS
| Compressmn Screw and 4. 5mm Cortex Screw (self tappmg) The DHS Plates are avaﬂable
w1th short and standard barrel whrch length 1s 25mm and 38n1m respectlvely. And the barrel

s | can be used to ﬁx the DHSfDCS Plate to the fernoral Shaﬁ _ | _
- The DHSIDCS Screw is avallable in total length from 50 to 145mm, thread length 22mm,
C shaft dlameter'? 91nn1 aud outer dtarneter 12 5 10 14mn1 ‘The thread of DHS!DCS screw h hs a
o The DHS!D(,b Lompresston Screw can be used t0- achleve fracture eompressmn. Its -
. '-‘dlmensmn is avatlable ’Wlth thread length 26mm and outer dtarneter 4 Omm A

.“‘_'Substantlal Equwaience' i _ 3 ‘ ,
o A eompanson between the proposed devme and the predlcate dewce has shown that the threeu -

| 'dewees are very snmlar or- 1dent1ca1 1n terms of mdlcatton for use, _matenal folloufed' '
R | 'performance and standard and stenhzanon, and ne s1gn1ﬁcant dlfference between the proposed:"- 2o
i l'rff L and predacate dev;ces has been found Thus the “Mrcroware Bone Plates and Bone Screws & -

B -‘Mibrcws:é:PrééiSibhrCOs;"Ltd._. TR B AU -'-":-'Ifsi'{)'(ﬂl'c_);su‘tmiissicn2'003]:_, S
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MicroWare DHS/DCS  Plate System”™ is substantially - equivalent to Symec-’f'aichung
. Non-sterile Bone _Pléte and Screw ir_nplaritS (1(983495), '.Synteg-Taichuhg Non-sterile
 DHS/DCS Plate System (K983873), and INTAI Bone Plate and Bone Screw System & INTAI
" DHS/DCS Plate System (K063020). : S -
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DEPARTMENT OF HEALTH & HUMAN SERVICES - 7 Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Microware Precision Co., Ltd.

¢/o Mr. Harrison Du "DEC 0 4 2008
General Manager :

No. 12, Keyuan 2™ Rd. Situn District -

Taichung City : '

40763, TAIWAN

Re: K072562
Trade/Device Name: Microware Bone Plates and Bone Screws & Microware DHS/DCS Plate
System
- Regulation Number: 21 CFR 888.3030 _

Regulation Name: Single/multiple component metallic bene fixation appliances and
accessories

Regulatory Class: Class 11

Product Code: HRS, HWC, KTT

Dated: October 22, 2008

Received: November 3, 2008

" Dear Mr. Du:

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, orto
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 mlsbrandmg and -
adulteration. '

If your device is classified (see above) into either class IT (Special Controls) or class IIl (PMA), it
may be subject to such 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
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comply with all the Act’s requirements, including, but not limited to: registration and listing (21

- CFR Part 807); labeling (21 CFR Part 801); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
‘premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometrics’ (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index html.

Sincerely yours,

Made N Nolllounnr

Mark N. Melkerson
Director ‘
Division of General, Restorative
~and Neurological Devices
- Office of Device Evaluation
Center for Devicesand
Radiological Health

Enclosure




2. Indications for Use

'510(k) Number (if known): Ko7a562

- Device Name: Microware Bone Plates and Bone Screws

Indications for Use:

Microware Bone Plates and Bone Screws are provided non-sterile. Microware Bone Plates and
Bone Secrews-are intended to treat fractures of various bones, including the clavicle, pelvis,
scaplil'a, long bone (humerus, ulna, radius, femur, tibia and: fibula), and small bone

(metacarpals, met'atarsals and phal_anges).
- Microware DHS/DCS Plate System is pr0v1ded non- stenle M1cr0ware DHS/DCS Plate

System 1is mtended for use in fixation of fractures to the proximal femur. The system 1s

indicated for use in trochanteric, pertrochanteric, Intertrochanteric, and basilar neck fracture. _

Prescription Use X_ o ANI_iIOR - ~Over-The-Counter Use..
- (Part 21 CFR 801 Subpart D) o - (21 CFR 801 Subpart C)
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