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A T'ACHMENT VII: Summary of Safety and Effe /tiveness Information
[510(k) Summary]

S16ý1'11pes (,ýSA) Contact: Angela Silvestri'I'l isell Road
Pao 1 3 1, P,,', 19301
(61 ) 647-9700 July 14, 1995

Deviýe: 1ý'ýfnthes FlexNail is compared to the Applied Osteo Systems, Inc, TrueFlexHum6al T""all.

The s Flexible Humeral Nail [FlexNaill is intended for treatment Of humeral shaftfr ifically, it is'
ractl',';,.`ýit C intended for treatment of acute humeral shaft fractures,

' ' ' 'e
including certain pre- and post-isthmal fractures (Including, but not limited to transverse,short c bliqL[C.!, long oblique, butterfly, and segmental fractures, of all grades ofCOMM Utl(,P); pathologic or impending pathologic fractures; and non- and malunions ofthe hur era' shaft. The nail is comprised of a central connecting wire, four peripheral
wires, ý Olid iegments (each of which is round in cross section and is centrally cannulated

dto hold he cmtral connecting wire), and a tension block. Nail accessories include a
cortex s rew vith self-tapping flutes, for nail interlocking; a tension screw that mates
with t e lend ()n block; and end caps. It is straight throughout most of the length, with a

I ZD

30' ben( lociiýL-d near the proximal end; it has a bullet-shaped distal end. It has proximal,

b

e

distal an Jojiý_Atudlnal holes to accept screws and wires. The device is manufactured
rj --6% Alum*num- 7% Mobium.from Tit, nium I I

The A 'e rns, Inc. TrueFlex Humeral Nail is also intended to treat
frac tuirýepsiý)rdtl'it"'theuomSeyrasl'eshaft. Specifically, it is intended for humeral shaft fractures of
all patterr s , w It hin a range from 3cm distal to the surgical neck to 5cm proximal to the

olecranon fosý,.v transverse, short oblique; Ion- oblique; butterfly; segmental and all

grades of ,,,)m :- inution. The nail is solid, with a five-fluted star cross section, is straight

throughou the t.-ntire length, and is bullet-shaped distally. Locking is provided via a

screw end (ap. J'he nail is manufactured from Tltanium-6% Aluminum-4% Vanadium.I o

Both nails -rc oL-signed to function as non-reamed, flexible and locking intramedullarY

devices, ca abl, of shanng normal weight-bearing forces/load with the fixed fracturedI
humerus. (-,th -tails lock within the medullary canal at either end of the bone, bridging

the fractur ;md maintaining alignment while the fracture heals. In this function, the nails

control Mo. I A ilýe torsional and shear forces that would otherwise be transferred to the

fracture sitc, wli ic providing axial lockino to prevent either fracture distraction or
I ireshortenin-. T'hc ralls are both inserted without a u'de 

w' . and are primarily intended

to be insert dw lout pre-rearning the medullary canal, ieducing damage toendosteal

blood suppl
-tc

Synthes Fle, N ai I i s at least equ, valent to the Appi I ed Osteo Systems, Inc. TrueFlex

Humeral Naý], bý wd on the results of the testing ot'both devices.

Synthes FlexNaýl ',1( (1: l
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