Stapes Pistons and Ossicular chain prostheses and MRI Safety
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Commonly used Stapes Prostheses/Pistons
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Nitinol and fluoroplastic
Safe to 3T MRI
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Safe for MRI to 1.5T
Platinum



Commonly Used Ossicular Chain Prostheses
Kurz Medical
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Grace Medical
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Imaging at 7 Tesla or Less
Non-clinical testing has demonstrated that patients with these specific Grace Medical ossicular implants can undergo MRI safely, immediately after implantation under the following conditions:
· Static magnetic field of 7-Tesla or less
· Maximum spatial gradient magnetic field of 2,000-Gauss/cm or less.
· MR system reported, whole-body-averaged specific absorption rate (SAR) of 4 –W/kg for 15 minutes of scanning (i.e., per pulse sequence).
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'OPTIMIZED FIT
In total ossicular reconsruction, movements of the tympanic mem-
brane can alfer the implant position on the stapes footplate. This D .
risk may be reduced by using the OMEGA CONNECTOR tfogeth- D = E |t P D F
er with a total prosthesis. The OMEGA CONNECTOR is designed -
1o compensate for tympanic membrane movements and provide.
‘additional stability.

FLEXIBLE JOINT CONNECTION | }_i C t P D F v
With sufficient footplate access, the OMEGA CONNECTOR o reate
increases the medial surface contact of a fotal prosthesis. The mi-
cro ball joint connects with the cannulated stem of the KURZ total
prosthesis. In this way it accommodates drum to head plate angles
without prosthesis manipulations.

a Comment

STABLE CONNECTION

An aspiration fip is ideally used fo place the OMEGA CONNECTOR
first into the middle ear. The cupped medial end of the total pros-
thesis is assembled with the OMEGA in situ. A snug and stable fit
between the two prostheses makes fixation with adhesive unneces-

sary. The undersurface of the shos has a longitudinally milled recess CO m b | ne F | | es

1o compensate for footplate iregulariy. >

Developed in close collaboration with Dr. med. G. Schmid, Reutlin-
gen, Germany.
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CLIP® PARTIAL PROSTHESIS DRESDEN TYPE

STANDARDIZED COUPLING FOR MORE SAFETY

The special feature of the CIiP Partial Prosthesis Dresden is ifs
spring-loaded fastening mechanism: The CIiP standardizes cou-
pling fo the stapes head and thus enhances safety for a good
Postoperative outcome.

SECURE FIT

The elastic CIiP ensures a securs fit on the stapes head. Especially
n the oass of extensive eardrum raconstructions this stabilty is
major advantage.
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THE ORIGINAL

Over a decads of clinical use including numerous scientifio studies
‘confirm the unique benfis of the CIiP Partal Prosthesis Dresden —
the original among the olip prostheses.

0P Parial rosthesisin-stu
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Non-clinical testing has demonstrated the products listed below are MR Conditional.
They can be scanned safely under the following conditions listed beneath the table. Search 'Header'

REF Number Brand Name Material
1002020 / 1002010 TTP VARIAC / VARIO System Partial Pure Titanium
1002023 - 1002047 Duesseldorf Type Bell Pure Titanium
1002073 - 1002080 Minchent*U Bell Partial Prothesis Pure Titanium E%) EXpO rt PDF A
1002223 - 1002230 TTP Tuebingen Type Bell Pure Titanium
1002250 - 1002274 CIiP Partial Prosthesis Pure Titanium
1002350 - 1002368 CIiP Partial FlexiBAL Pure Titanium
1002423 - 1002430 Malleus Notch Prosthesis (MNP) Partial Pure Titanium

1002473 - 1002480 Bell Partial Vincent Pure Thianium Adobe Export PDF @
1002610 / 1002612 Angular Prosthesis Pure Titanium
7002615 / 1002617 ‘Angular CIiP Prosthesis Pure Titanium Convert PDF Files to Word
1002620 Incus Bridge Prosthesis (IBP) Pure Titanium .

1004020 / 1004010 TTP VARIAC / VARIO System Total Pure Titanium el EXCeI Onl jne
1004034 — 1004049 Duesseldorf Type Aerial Pure Titanium
1004074 - 1004089 Minchen™” Aerial Total Prothesis Pure Titanium -
1004234 — 1004249 TTP Tuebingen Type Aerial Pure Titanium SEIECt P DF FI Ie
1004434 - 1004449 | Malleus Notch Prosthesis (MNP) Total Pure Titanium
1004458 — 1004462 | Regensburg Type Prosthesis Pure Titanium Kurz_medic..mation. pdf X
1004478 — 1004494 Aerial Total Vincent Pure Titanium
1004930 / 1004975 Q Connector / Spider Pure Titanium
Not all products might be available in all countries. ’

Static magnetic field of 1.5 T,30T,or 7.0 T.

Maximum spatial gradient field of 3000 Gauss/cm (30 T/m)

Maximum MR system reported, whole body averaged specific absorption rate (SAR)
of < 2 W/kg (Normal Operating Mode)

Follow the additional MRI Safety Instructions as specified in Section 1.2. Document Language:

English (U.S.) Change

Convert to

Microsoft Word (*.docx) Vv

Under the scan conditions defined above, the Tympanoplasty Prostheses listed in the
table above are expected to produce a maximum temperature rise of 2.8°C after 15
minutes of continuous scanning.

Convert, edit and e-sign PDF

In non-clinical testing, the image artifact caused by the device extends approximately P & o
orms agreements

6 mm from the Tympanoplasty Prosthesis when imaged with a gradient echo pulse
sequence and a 7.0 tesla MRI system.

Section 1.2. — Additional MRI Safety Instructions

« Body coil only was used for testing as a worst-case assumption.
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Offset ALTO Concise Partial
Rel # Material HeadSize | Adjustable Length | Distal End
650075 Tianium 2.50mm x 3.50mm | 075mm to 576mm | _145mm cup
Centered ALTO Concise Partial
Ref 4 Materlal Head Size | Adjustable Length [ Distal End
655075 Titanium 3.00mm 075mm to 5.75mm | _145mm cup
Centered ALTO Byte Partial
Ref Material HeadSize | Adjustable Length | _ Distal End
6558 Titanium 3.00mm 2.25mm 10 560mm | Adustable
“May not be available n ll counties
Offset Nano ALTO Byte Partial
Ref # Material HeadSize | Adjustable Length | Distal End
654 Thanium 150mm x 250mm | 2.25mm 1o 5.60mm | _ Adjustable
“May not be avaliable n all countries
Silverstein ALTO Total w/ Tack
Ref 2 Material Head Size | Adjustable Length | Distal End Dia.
601 Titanium | 2.50mm x 3.50mm | 2.50mm to 700mm 08mm

Designed in conjunction with Herb Siverstein, MD, Sarasata, FL
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Designed in conjunction with John Dornhoffer, MD, Little Rock, AR Fi‘

Dornhoffer Footplate Shoe

| Retz | Maeral | tengh [ widh | Hegw | b |

636080

Designed in conjunction with John Dornhoffer, MD, Little Rock, AR
Compatible with all Titanium Shaft Totals

Haberman ALTO Total Round Head

3.00mm to 700mm

Designed in conjunction with Rex Haberman, MD, Minneapolis, MN
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Table 2: MR Conditional

ALTO Partialand Total | gxx, 612-001L, 612-002R Titanium, HA, Silicone
ALTO Concise 650-075, 655-075 Titanium, Silicone
K-Helix Prostheses 756-XXX, 757-XXX Titanium

Strasnick Prostheses 220-XXX, 270-XXX Titanium, Silicone
Precise and other 280, 280M, 602-XXX, 652-XXX, 700-XXX, 705-XXX, 706-XXX, 707-XXX, 708-XXX, 709-XXX, 720-XXX, 750-XXX,

Ossicular Prostheses | 751-XXX, 752-XXX, 765-XXX, 770-XXX Titanium, HA, Silicone

409-XXX, 410-XXX, 412-XXX, 413-XXX, 415-XXX, 417-XXX, 418-XXX, 419-XXX, 440-XXX, 442-XXX, 443-XXX, "Titanium. Platinum. Stainless
452-XXX, 453-XXX, 454-XXX, 456-XXX, 460-XXX, 461-XXX, 462-XXX, 463-XXX, 465-XXX, 466-XXX, 467-XXX, Steel. Nitinol. Fluoroplastic”
468-XXX, 469-XXX, 470-XXX, 471-XXX, 472-XXX, 473-XXX ’ ’ P

Stapes Prostheses-
Piston

Stapes Prostheses- 420-XXX, 421-XXX, 422-XXX, 423-XXX, 424-XXX, 425-XXX, 426-XXX, 427-XXX, 428-XXX, 430-XXX, 431-XXX,

Buckets 432-XXX Titanium, Nitinol
Partial and Total 200 through 208, 250 through 258, 220-800 Titanium, HA, Silicone
Prostheses

Foot Plate Shoes 636-XXX, 638-XXX Titanium

1ISJ and SRP 755, 758-XXX Nitinol, Fluoroplastic

(XX = 00 through 99) (XXX = 000 through 999, i.e. Product number 190-XXX means all products ranging from
190-000 through 190-999)

B Grace_Medical_Im...pdf ~ ~ Show all X
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LENGTH ston unctional

inl 1l (i Cat. No. Diameter Length
StainlessSteel/Fuoroplastic I Scheer Pistons FUNCTIONAL 70143645 04mm 350- 525 mm
Piston Functional » Stainless Steel/Fluoroplastic | LENGTH 70143652 0.5mm 4.25 mm
Cat. No. Diameter Length & p ( ;guggg; gg mm 3&;2 mm
140444 0.4 mm 6.00 mm Piston Functional .5 mm .75 mm
DIA. 5 ) ) Cat. No. Diameter Length } l 70143662 0.6 mm 4.25 mm
“Designed for Ugo Fisch, M.D., Zurich, Switzerland 4526 o e 70743665 o&mm Z50mm .
FUNCTIONAL 140227 0.6 mm 3.58 mm ‘ { 70143667 0.6 mm 4.75 mm
LENGTH 140228 0.6 mm 3.83 mm s
140229 06mm 4.08 mm | Trimmable
140230 0.6 mm 4.33 mm |
140231 0.6 mm 4.58 mm 4— ”»
o - “Designed for Alan Scheer, M.D., New York, New York DA

- SMart Pistons

Fluoroplastic Pistons Nitinol/Fluoroplastic
LOOP _ Fluoroplastic Piston Functional
Piston Loo Functional . Cat. No. Diameter Length
Cat.No.  Diameter 10" Length Schuknecht Pistons™ FuRcTiowaL 70192168 0dmm — 350-52mm” )
140074 0.6 mm 0.6 mm 350 mm Stainless Steel/Fluoroplastic | 70145921 0.5 mm 2.00 mm SMart® piston
FUNCTIONAL 140076 0.6 mm 0.6 mm 4.00 mm | Piston Functional | 70145922 0.5 mm 4.25 mm
LENGTH 1720075 SN0, 6T 0 Gl T & SO/ Cat. No. Diameter Length | 70145923 05mm 450mm technology
140080 0.6 mm 0.6 mm 5.00 mm | 70145924 0.5 mm 4.75 mm uses Nitinol -
140082 06 mm 0.6 mm 6.00 mm 140120 0.6 mm 3.00 mm |
140121 06 mm 3.25mm | 70145925 06 mm 375 mm ]
140066 0.8 mm 0.6 mm 400 mm 140122 0.6 mm 3’50 mm - S 70145926 0.6 mm 400 mm A heat activated
- 140068  08mm  06mm  450mm FUNCTIONAL 140123 0.6 mm 375 mm JonF 70145927 0.6 mm 425 mm shape-memo
S g gm iom migm  dtm A alaloy
- & a A 140125 0.6 mm 4.25 mm .6 mm .75 mm
140456 0.6 mm 0.8 mm 6.00 mm 140126 0.6 mm 4.50 mm 70145930 0.8mm 3.75mm metal alloy
140127 06 mm 4.75mm 70145931 08 mm 400 mm
140128 0.6 mm 5.00 mm 70145932 0.8mm 4.25mm
L }zg} gg 82 mn g%g mn 70145933 08 mm 450 mm
JonF 140130 Q5 mm 850 mm 70145934 08mm 4.75mm
140102 0.8 mm 3.50 mm *Trimmable
140103 08 mm 3.75mm
140104 0.8 mm 4.00 mm
140105 08mm 425 mm :
140106 08 mm 450 mm - SMart De La Cruz Pistons
}zg}gg 8-2 m g{)g m Nitinol/Fluoroplastic
140110 08mm 5.50 mm Piston Functional
M h pi " 140111 0.8 mm 5.75 mm Cat. No. Diameter Length |
angham Pistons FUNCTIONAL 70142056 0.6 mm 4 mm
Fluoroplastic/Platinum *Designed for Harold F. Schuknecht, M.D., Boston, Massachusetts LENGTH ;g}:gggg 8:2 o ‘2?55;1:
Piston Functional 70142059 06 mm 4.75mm
Cat. No. Diameter Length
70145953 06 mm 5.00 mm i
.6 mm .00 mm Y 's Crook L
70145050 06 700 Y Touma Modified Shepherd B
70145951 06 mm 425mm ) ; *
FUNCE 70145052 06 mm 450mm y Pistons DA
Stainless Steel/Glass Beaded Hash Mark
*Designed by Charles Mangham, M.D., Seattle, WA. - )
H cat N DP|slon FuannoRaI
at. No. iameter engt . v
cumetionn 701 4RaND N mm Tom mm ( ) SMart Malleus to Footnlate Pistons
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140107 ! : ! Nitinol/Fluoroplastic
Tao1e . . ‘ Piston Functional
140110 . ¥ i uncti
140111 . . Cat. No. Diameter Length
Mangham Pistons* FUNCTIONAL 70142056 06 mm Zmm
Fluoroplastic/Platinum *Designed for Harold F. Schuknecht, M.D., Boston, Massachusetts LENGTH ;g}:gggg 8:2 mm ﬁ?ﬁS nTnT
70142059 0.6 mm 4.75 mm

Piston Functional
Cat. No. Diameter Length

70145953 0.6 mm 5.00 mm e '
70145950 06 mm 400 mm Touma Modified Shepherd's Crook
70145951 0.6 mm 4.25 mm ] Pistons*
70145952 0.6 mm 4.50 mm b
Stainless Steel/Glass Beaded Hash Mark
*Designed by Charles Mangham, M.D., Seattle, WA. ) .
Piston Functional
Cat. No. Diameter Length

FUNCTIONAL 70145902 04 mm 725 mm SMart Malleus to Footplate Pistons

LENGTH 70145900 0.4 mm 3.75mm Nitinol/Fluoroplastic
70145901 0.4 mm 4.00 mm N .
Piston Functional

+Doveloper inconjunction with Joseph Tourna, M.D., Cat. No. Diameter Length
FUNCTIONAL 70142037 0.6 mm 5.5 mm

LENGTH 70142038 0.6 mm 6mm
70142039 0.6 mm 6.5mm

Mass Eye and Ear Piston v ‘o Di .
; \ elegrakis Pistons . . 4
Fluoroplasic/Platinum _ ) Flvoroplastic/Platinum SMart Piston Heating Device
Cat. No. Dﬂfﬁg{'ﬂ Flﬂc{:ngtmal Corpis Dual Diameters Functional L Cat. No. Description Units Per Box
70140799 06 mm 700 mm Cat. No. Upper Lower length 70131012 SMart Thermal 1
70140801 0.6 mm 425mm 70140391 0.8 mm 06 mm 4.00 mm handle w/AA Battery

A 70140392 0.8 mm 0.6 mm 4.25 mm .
NEECJE%AL 70140798 0.6 mm sl FUNCTIONAL 70140393 0.8 mm 0.6 mm 450 mm 70131013 SMart Thermal Tip

LENGTH 70140394 0.8 mm 0.6 mm 4.75 mm and Drape

“Developed in conjunction with George Velegrakis, M.D., Heraklion
Crete, Greece.
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The Big Easy™ Piston Straight Design

Developed in conjunction with Jack M. Kartush, MD - Farmington Hills, Ml

1156601 Platinum & Titanium
1156602 Platinum & Titanium
1156603  Platinum & Titanium
1156604 Platinum & Titanium

The Big Easy™ Piston Left Offset Design

Developed in conjunction with Jack M. Kartush, MD - Farmington Hills, M|

1156611 Platinum & Titanium
1156612 Platinum & Titanium
1156613 Platinum & Titanium

The Big Easy™ Piston Right Offset Design

Developed in conjunction with Jack M. Kartush, MD - Farmington Hills, Ml

1156621 Platinum & Titanium
1156622 Platinum & Titanium
1156623  Platinum & Titanium
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TTP-VARIAC® SYSTEM
Adjustable Length Prostheses Searc h ! FI ” Form'

MAXIMUM VARIABILITY

The fension-sensitive annular ligament of the stapes footplate
plays a key role in reconstruction of the ossicular chain: If undesir-
able pretension develops hers, it can have a critical effect on the
postoperative hearing outcome. Short prosthetic solutions as short
‘as 0.75 mm Functional Length are available to counteract against
unintentional fension.

HIGH-PRECISION PATENTED SYSTEM

The TTP-VARIAC System provides variability that is uniqus through-
out the world: I is comprised of two variable-length fitanium
prostheses (one Parial, one Tofal) and the multfunctional ACSZe
Disk. With the aid of different sizes of Sizer attached fo the latter the -
surgeon can determine the required length of prosthesis with pre- :

cision. On account of the patented clamping mechanism directly « .}*‘ C rea te P D F v
within the head plate the implant can be shortened fo a Functional o

Length of up fo .75 mm and the head plate can be fixed fo the
stom secursly.

E% Export PDF v
 —
D:

Edit PDF

PROVEN BENEFITS OF KURZ TYMPANOPLASTY PROSTHESES.

i alURZ proshae e TTP-VARIACSystor s v a Comment
efits: The elegant design and a fenestrated head plate provide

maximum intraoperative visibility. The partially roughened surface
improves stability.

TWO PROSTHESES FOR ALL LENGTHS

Combine Files

“The high flexibiity of the TTP-VARIAC System ensures no only the most
‘appropriate length in sach case. It also makes @ major contribution >
1o the optimization of inventory levels. One ideal addifion fo the total
prosthesis model is the OMEGA CONNECTOR (see page 18-19).
Developed in clos collaboration with Tuebingen University ENT X
Clinic, Germany.

[I Organize Pages ~

Voss,S.E. Nakajma, H.H, Hubar, A M. & Shara, A C. (2013). Fonction
secisod

Delete, insert, extract and
TP VARG Sysiom Partl Prosiesi and Saer D] rotate pages.

Adjustable Length 175 - 4.50 mm (in 0.25 mm
increments) Functional Length (FL) 0.75 - 3.50 mm

“TTP-VARIAC System Total (Prosthesis and Sizer-Disk]
Adiustable Length 3.0 - 7.0 mm (in 0.25 mm inorements)

‘The TTP-VARIAC System Total Prosthesis is compatible

wit the OMEGA GONNEGTOR (REF 1004 930). Convert, edit and e-sign PDF

Neudort M, Boritz M, Lasurashil N, Sohmict U, Bolorios T, Zohnert T: impaot of Prosihe-
TS TR0 o I S, e, B S L e e forms & agreements
Partial Prosthesis Total Prosthesis Ear Sound Transmission. Otology & Neurotology: ~ HYPERLINK *htip:/journals ww.comiotolo-

Moterial: Material: ‘@r-neurotology 10o/2016/10000" October 2016, Vokmo 37, ssue 9 p 6369-e37. Dot. 10,1097/

Purs Titanium (ASTM F67 Pure Titarium (ASTM F67 'MAQ.0000000000001064

Medical Grade) Medioal Grade)

Shaft Diamefer: 0.2 mm ‘Shaft Diameter: 0.2 mm
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