Plate & Screw System

AFZ 4431M INSTRUCTIONS FOR USE a>TOM
B Mini & Mid Plate and Screw System

M Small Locking Plate and Screw System

B Large Locking Plate and Screw System Manufacturer : TDM CO,, LTD.

B Cannulated Screw System 69, Cheomdan venture so—ro 37beon—gil, Buk—gu,
B Headless Compression Cannulated System  Gwangju, 61003, Republic of Korea

M Limited Sliding Screw System Tel 8262 971 7460, Fax 8262 971 7461
TDMIU-02 (RS .
Bl 20(20.())3 Made in Korea

1) 77| 4% (Device Description):
TDM E#0]E B WAL AIARRE F2skaL g2to] Qli= S0 EL AR AIAF]
° 2 FAJx]o] 9] o0, Mini, Mid Locking Plate % Screw AlZ~&]¥} Small Locking
Plate 3! Screw A]~Flo] QIe}. Z2|o| Ex= Elebg R (Ti-6AL-4V) 1= ElERE
(o= Ax=|om, Tt 11d 0 & Algict Ejo| Ex= &2 = aisolid locking)
9 ¥R WAHnon-locking screw), HIRHE 29 21} UrAHnon-locking low
profile screw)@} §H7] AR8-oHE & A = ATk UARES EleRs @ (Ti-6AL-4V)
© 2 AtE]e], FFUAL o dEubAL, s UAL AR S FEHIE AlEE e
AHE 7155, A5 (diameter)-2 1.5mmof|4] 7.5mm7H4], Zo](Length) M=
6mm~125mm7}A] tFoFslct,
A =SE A 2AF(Implant material specification): EJERE S (Ti-6AL-4V)
T erEERE(T)

2) A-2Z(Indications):
MINI, Mid Locking Plate and Screw System:
vy 2 olE 47 Eelo]E B UAF AIARLE (hand), 5 (wrist), 'Hfoot) ©] 2

] (small bone)o] AF&-3He-= A|2HE 3]t

Small Locking Plate and Screw System:

k8- 22K (Small locking Plate) ¥ LFAF A1 228l (Screw System)-2 21& (clavicle),
A7rE (scapula), F5(olecranon), A¢HE (humerus), 83 (radius), & (ulna),
732 (tibia), HZ (fibula), &2 (calcancous)ol] A+t

Large Locking Plate and Screw System:
732 (dbia), & Z (femur) ZEAJol] AHE-HC

Cannulated Screw System
STIAA A'S 22(hand), (foot) = 21 2R W 0] Ao ARgHL,

Headless Compression Cannulated Screw System

3| = FRARA 282 (hand), 55 (wrist) 9 2 (foot)(2.3/3.5mm, 3.0/4.0mm)
o] P 178% B Ak (humerus), tHElE (feur), 732(3.5/5.0mm) <] T 24
7ol Ag-ETh

Limited Sliding Screw System
2 AFE T ERE 2910 2HA & DAl ARgETh

3) 27|AFeH(Contraindications):

FAIE F2 0]9]9] o= AFgA] Wolof gitt

A=TE A Aol 17 -2 (material sensitivity), 117l thgt 7120] 5
AU = oAl EE Aol A Aol Am Al tiet AEg A Y
Saafor ek

M2 BUES, S8 W, RS nl <t wlellis o] A o] Abgel] 2ot
SbA] 98 4= qlrk

S B9 T 11 FH0A Q) e Aol AL A ElE EA A, BT T
F4H dFo] I BS

flo 2

« oA B AL 3 THE QEetEste] B4 7H
C AP B, T EE AR A R AR RS
C 5e 3 AR e TR g, theA ok 8,

4) 22+2 (Adverse Effects):

TDM E#|0|E 9 UpAF AJAR] ARG} el 204 fhSolli= tha Abado] 223t

=2 5 Qe
2 (infections), Z3-& A 9F WAFZ Q1 AF4 BE
5%(Pain) Ei= B EH(discomfort)

o] 22 Bk-3-(Foreign body reactions)

AETHE T4 24 9] =<5Hloosening), ¥ (bending), v F (cracking) Fi=
1 (fracture)

E-43Hnon—union) T FA-4gHmal-union) T g7 sjietz] $12] A4lo]
g 4= QU

¥ 14 2 A(Delayed correction in alignment)o] TAYE 4= Qlct.

+ w0 Aol o) 2] ok W gt A g7t A 4= gl
5) Z11(Warnings):

+ TDM YERYE= 18] AR A & ARG SliA = <t Fk. o] 2|5 AAk8shd
71717} SJEgt t &2 2Hg51A] okg 4= 9lom gt Bl Ei= ARl SliE
714 4= Qlch
A 97t Aapell thgh 2|41 ZHE &% Q)AL o] 771 Abg-sljof itk
= 7ol thgh 243t 7171 0] Adet AE B e 25 LRt e W S
Aali= o] 71719] 44821 E-gofl 9lo] Fa gt A ejartolth
= Al & A FEo] AAA At e Eo] 93-S dolof itk
A F AlE9 w8 (bending)o] H 8 7%, FefoHA| 522 Har, v
(bending)& %4 0 & fAISEAL, AlFo] &/ 4= QLo B = wol i H S
ohA] & 3H7] 915) m 7] Holof git
T T, Rol|A oJate] 2XE w2 2] ¢F oW thgat 22 EA7L A 4
S22 Zarefof gtk WQ o)ie] glo) Zhelir] o 24 W sl = 2 f3e]
A4, 24 F5e] Ay o)A &40 = QI Afgae] 9.

FEY AETE A& ZEAR7} o] Fol7] Tolk, F44 AETETHAMG:

Fof| ] 1o] L) A o]gshA(loosen), Thek(fracture), -4} (corrode),

O}5(migrate), 5 -#'T(cause pain) Fi= ol -SH2RALS Lo 4= Glrf.

ol @42 A FF AR SRSl £ AT 4= Qlrt. o]2igt @/do] skt

2 S 79 oAks FEHE A Aol gt 2 XS Wejof gt

712 AFAE 7171 WAL AIA 7155 ARESlioF & 4 Qlrk

21 &8 & B 17 A=) 4|7} (Removal of supplemental fixation): 2]=3F 2248

DR § B 17 FAE A A R theat e wA AT 4= ek

(1) F-A](corrosion) 2 74 1€ (risk of infection) 57t

(2) YZAE 912 9] o] 5-(migration) 22 Q1S FA4F2] 91,

() & § 2 (rauma) O 2 QI3 F71 74+ 919

(4) YJ=HE Wi (bending), =517 (loosening), “12] 31 H= wh(breakage) © &
Qlell A|A7F B7Fs oA o2& 4= slch

6) 71719] A2 Q15 53 (pain), EH T (discomfort) Ta= H|HAFH Q1 22}
(abnormal sensation)

(6) -5 A= (stress shielding) 2 <19t = <=4 (bone loss).

Qo= AETE AIA AR5 AT o, S0 HoS A1ESH whafmloFgich,

HEHE A7 = e & HH0 B E Foll, AEdS A 5= glojopgiet

7171(device)& AAH7] 918t BE 282 FHA a2 5| SRt A g

= A=A A 1 9192 sl gt AESTHE A7 (device removal) = &

5 %96 P)axte] et o] Fol Aok et

o ol

6) 2| AFgH(Precautions):
« 71 AT 71718 AEekal A& A4S Adehs 2L R 1S
wh2 ojxto] yhed, A stef o] foj it
+ O] 717)= et A] R AR AT w2 Aol A EAR el w,
ARES}7] Zol| REEA] Hatofof gt
+ ARg Aol eoll Bh= 28] W3 (deformations), ot (creaks), TIAIE (pinholes),
o] =24 (foreign substances)©] ==] FAFsHioF gt

7) 22 Z74(Storage Conditions):

+ TDM E¢fl0|E 9 YA} A| 2] B E]7] of-2 A el A3 =, AZsla
Az B0l Byhwojof ghe}, o] x| RallA (degradable) A Ho] ol
Am s Aol P 2ol wfet Baed ool Alzto] Auie 717] QgAde]l
EAI7H YA o

8) " U M|Z{(Sterilization and Cleaning):
TDM Eejlo]E 9 VAR AIARLS Wit 5] 7] oF2 A2 A3 ek YETE = 13]
ARG Z|o] B2, TDMOJA] Al g Ehe TrayollA] thaat o] Al 273k
7R Shell A 5E Et (steam sterilized / autoclaved) =] o] ARg-E]ofof gk,

= ] 27| 2= LEAZT UZAIZE
&9 Gravity 132°C 158 308
[=3]
EL Pre Vacuum 132°C 48 308

F 719 AAE R 4= glo ], i AR & Al Hokar ARg- ol REEA] ThA] E
o Qret.(19h F Lot uiA W= AR, 45 E AMs Ao die B Al A1H
(recommended cleaning instructions)-> T} 2t}
Z D (NOTE): AHe & 7hast & e 7171E 712k A1t Ale. Alde] 21
H= Ao, 71718 SgE= A4 -8 (compatible detergent solution)of] E1ALE,
717 A8 gH o= HAKspray)slAL, AR A4 BFR 7175 Hol, 7180l
7)ol wehEo] AZE|A] oA gk
7IFE2 A Tl T3 ARES S15l Fdigh e 71718 A Eloks Zlo] Tt
+ Tdo] of g B2 AR FolE 7% o], gyt 2 ool ZH AxE
ko2 HAR
+ §oto g Hakelr] of A tiARel H FRES, dtsleA 3%E A8
(#-2 (Bubbling)- &l 2] E£2}E vebdUTh.
ZII(NOTE): THtsleA HIAE & et B2 7]7)5 ehds] sy
« ol Hol= F-g-B(soilo] Hot QLo ™, A4 AAFS thA] §HESHIA Q.

9) =& Okfj(Surgical Technique Information):
QJ} OAF= o] 55015, 552 5P ] Wl AE EA 44 7|4-S HESH:
o] Z5UcE TDM2 Y Afo|Eof 7z} P20 2 ZAh 04 7|45 Al gkl
5 UTh E3HTDM HgapelA] Aetato] Qlafito|t @4 g a4sto] whe
S JHYth

10) MRI 28Hd(MRI Compatibility):
TDM Z#0]E @ A 3.5 A AHE 7] FEMR) B0l 2] oA vt o8t
71514 ekt MR 230041 x| 9] ebe o &= iUk o] AR5 71
g A7eHA AL S US4 AsYTh

11) DZHMH|A L Z0kx2] (Customer Service and Complaint Handling):
o] AFo] FA, HHof Pk 71 JH B ETF AR TDM B84t B= TDM
3|Atell 213 RelstA Al L.
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1) Device Description

The TDM Plates and Screw system consists of a family of flat and contoured
plates and screws that make up the Mini and Mid Locking Plate and Screw
System and the Small Locking Plate and Screw System. The Plates are constructed
from Titanium alloy (Ti—6AL-4V) or pure Titanium (Ti) and come in a variety
of configurations. The Plates are intended to be used with solid locking and
non-locking screws and non-locking low profile Screws. The Screws are
constructed from titanium alloy (Ti—6AL-4V) and are available as threaded
locking screws, cortical or cancellous, Cannulated screw from 1.5mm to 7.5
in diameter and range from 6mm to 125 in length.

Implant material specification: Titanium alloy(Ti-6AL~4V) or Pure Titanium (T1)

2) Indications
Mini Mid Locking Plate and Screw System:
The Mini and Mid Locking Plate and Screw System is intended to be used in
the hands, wrist, and small bones in the foot.

Small Locking Plate and Screw System:
The small locking plate and screw system is indicated for the clavicle, scapula,
olecranon, humerus, radius, ulna, tibia, and fibula, calcaneous and other small bones.

Large Locking Plate and Screw System:
The large locking plate and screw system is indicated for the tibia, femur.

Cannulated Screw System:
The Cannulated Screw System is intended to be used for fracture of small bones
of the hand or foot (2.5mm) or small and large bones (4.0mm larger).

Headless Compression Cannulated Screw System:

The Headless Compression Cannulated Screw System is intended to be used
for a wide range of different indications in the hand, wrist and joint fusion
(arthrodeses) in the foot (2.3mm & 3.5mm, 3.0mm & 4.0mm) and fixation
of intra—articular fractures of the humerus, femur and tibia(3.5mm & 5.0mm).

Limited Sliding Screw System:
The Limited Sliding Screw System is intended to be used for fracture fixation of
the proximal femur, large bones and large bone fragments.

3) Contraindications:
+ Do not use for surgeries other than those indicated.
« In case of material sensitivity, documented or suspected, appropriate tests should
be performed for material suitability prior to implantation.
« Severe osteoporosis, compromised bone stock, insufficient or immature bone
may not be suitable for use of this device.



+ Any active or suspected latent infection, sepsis or marked local inflammation
in or around the surgical area.

+ Physical interference with other implants during implantation or use.

+ Compromised vascularity, inadequate skin or neurovascular status.

+ Patients who are unwilling or incapable of following post—operative care instructions.

4) Adverse Effects:
The potential complications associated with the use of the TDM Plate and Screw
system may include:
+ Infections, both deep and superficial;
+ Pain or discomfort;
« Foreign body reactions;
+ Loosening, bending, cracking or fracture of implant components:
+ Loss of anatomic position with nonunion or malunion may occur;
* Delayed correction in alignment; and
* Bone resorption or over—production.

5) Warnings:

+ The TDM implant is a single use device and must never be reused. Reuse of
this device could result in failure of the device to perform as intended and could
cause harm to the patient and/or user.

+ Only a trained physician with knowledge of orthopedic procedures should use this device.

+ Pre—operative and operating procedures, including knowledge of surgical techniques
and proper selection and placement of the device, are important considerations
in the successful utilization of this device.

* The patient must be aware of temporary limitations of physical activity and
danger of complications after procedure.

+ In case of products that need bending during procedure, do not bend forcedly,
try to keep the bending at a minimal level, and do not straighten the bent product
since the product could be damaged.

+ Post—operatively, the patient must be warned that failure to follow doctor’s
instructions may cause the following: delay in bone union caused by overweight,
reoperation due to bone union failure or graft damage, etc.

* Metallic implants can loosen, fracture, corrode, migrate, cause pain, or stress shield
bone even after a fracture is healed, particularly in young, active patients.
The surgeon must make the final decision on implant removal if either of these occurs.

+ Devices that have been implanted for a long period of time may require the use
of screw removal instrumentation.

+ Removal of supplemental fixation after healing, If the supplemental fixation is
not removed following the completion of its intended purpose, any of the following
complications may occur:

(1) Corrosion and possible increased risk of infection;

(2) Migration of implant position resulting in injury;

(3) Risk of additional injury from postoperative traumas

(4) Bending, loosening, and/or breakage, which could make removal impractical
or difficult:

(5) Pain, discomfort, or abnormal sensations due to the presence of the device; and

(6) Bone loss due to stress shielding.

The surgeon should carefully weigh the risks versus benefits when deciding whether

to remove the implant. Implant removal should be followed by adequate postoperative

management to avoid re—fracture.

+ Any decision to remove the device should take into consideration the potential
risk to the patient of a second surgical procedure. Device removal should be
followed by adequate postoperative management.

6) Precautions:
+ Tt is the responsibility of the physician to rely on his professional education, training
and judgment to choose the most appropriate device and treatment option.
+ This device is provided non—sterile and must be sterilized prior to use following
the recommendations provided in this document.
+ Inspect device for any noticeable physical deformations, cracks, pinholes, foreign
substances, prior to use.

7) Storage Conditions:
The TDM Plate and Screw system is provided non—sterile and should be stored in a
clean, dry environment. The devices are manufactured from non—degradable material,
which does not raise any question of device stability when stored under recommended
conditions over time.

8) Sterilization and Cleaning:
The TDM Plate and Screw System is provided non-sterile. The implants are
single use devices and need to be steam sterilized (autoclaved) in the tray provided
by TDM using the conditions and parameters specified below.

Method Sterilizer Temperature | Exposure Time | Drying Time
. Gravity 132°C (270°F) 15 minutes 30 minutes
Moist Heat
Sterilization
Pre-Vacuum 132°C (270°F) 4 minutes 30 minutes

The accessory instruments are reusable and must be cleaned after each use and
re—sterilized (using the same parameters above) prior to each use. Recommended
cleaning instructions for manual and automated cleaning are provided below:

Note: Clean instruments as soon as possible after use. If cleaning must be delayed,
immerse instruments in a compatible detergent solution, spray with an instrument
pre—soak solution, or cover instruments with a towel moistened with purified water
to prevent drying and encrustation of surgical soil. It is recommended that instruments
are reprocessed as soon as is reasonably practical following use.

Note: Use FDA—cleared sterilization wraps or another appropriate FDA—cleared
accessory that has been validated to allow sterilant penetration and to subsequently
maintain sterility.

Preparation for cleaning:

When properly performed, cleaning, disinfection and/or sterilization do not compromise

the use and mechanical performance of these instruments. These instruments are used

with or on patients who may harbor both recognized and unrecognized infections.

To prevent the spread of infection, all reusable instruments must be thoroughly

cleaned, disinfected, and sterilized after use on each patient.

1. No assembly/disassembly of these instruments is required unless stated on
the labeling, directions for use, or literature assembly instructions (LAI) pertaining
to cleaning, disinfection, and sterilization.

2. Devices that require disassembly should be disassembled prior to cleaning.

3. Remove dried—on soil from devices, especially in areas such as joints and
crevices, prior to washing.

Manual Cleaning:

1) Prepare an enzymatic cleaning solution in accordance to the manufacturer’s instructions.

2) Soak soiled devices for a minimum recommended time specified by the enzymatic
cleaning solution manufacturer or 5 minutes, whichever is longer.

3) Prepare a pH neutral (pH 7-9) detergent cleaning solution in accordance to the
manufacturer’s instructions.

4) Use a soft non-metallic bristle brush to thoroughly scrub all traces of blood and
debris from the device surfaces for one minute.

For All instruments except the instrument with lumen and the instrument
with movable parts, move to Step 5.

For the instrument with Lumens
+ Fully immerse the instrument in freshly prepared enzymatic or cleaning detergent
solution to avoid aerosol generation.
+ Use a long, tight fitting, soft lumen brush (plastic bristles, like nylon) to thoroughly
scrub the lumen or cannula of each device. Minimum brush diameters are specified
in Additional Technical Information for each lumen size.

« Push the brush through the entire length of the lumen using a twisting motion
to remove debris.

» Clean the brush in the cleaning solution between each pass of the brush through
the lumen by manually immersing the brush in the cleaning solution until no
sign of debris can be seen.

» Pass the brush through the lumen as described above several times for 1 minute
from both ends, cleaning the bristles before retracting until brush comes out clean.

« Use a syringe, or equivalent, filled to capacity with cleaning solution to flush
the lumen of each device.

For the instruments with Movable Parts

« Fully immerse the instrument in freshly prepared enzymatic or cleaning
detergent solution to avoid aerosol generation.

« Thoroughly brush with a soft non-metallic bristle brush to remove all traces
of blood and debris.

« Pay close attention to threads, crevices, seams, and any hard to reach areas.

+ Actuate any moveable mechanisms, such as hinged joints, box locks, or
spring—loaded features, to free trapped blood and debris.

« If the components of the instrument can be retracted, retract or open the part
while cleaning the exposed area.

+ Use a syringe, or equivalent, filled to capacity with enzymatic cleaning solution
to flush the threads, crevices, seams, and any hard to reach areas.

5) Rinse the device with warm, (30°C~40°C), tap water for a minimum of one
minute and until visual evidence of debris, soil, and cleaning solution are gone.

6) Pay particular attention to thoroughly flush lumens, articulating areas, and
flexible segments with warm, tap water.

7) Ultrasonically clean the device components for 10 minutes in neutral pH
detergent(pH 7-9), prepared in accordance with the manufacturer’s instructions.

NOTE: Ultrasonic cleaning is only effective if the surface to be cleaned is immersed
in the cleaning solution. Air pockets will decrease the efficacy of ultrasonic cleaning.
Be sure to minimize air pocket or bubble formation by flushing lumens, cavities,
crevices or springs with cleaning solution while the instrument is immersed in the
ultrasonic cleaner tank.

8) Rinse the device components with warm, tap water for a minimum of one minute
and until visual evidence of debris, soil, and cleaning solution are gone.
9) Perform a final rinse with Reverse Osmosis Deionized (RODI) or Purified (PUR) Wiater.
10) Dry the device components immediately after final rinse with a clean towel
or clean compressed air until visibly dry

Automatic Washing:

1) Prepare the enzymatic detergent according to the manufacturer’s recommendations:

« Fully immerse the device in the prepared detergent and allow the device to soak
for a minimum of five minutes. Actuate any moveable mechanisms, such as hinged
joints, box locks, or spring leaded features, to free trapped blood and debris.
If the components of the device can be retracted, retract or open that part whilst
cleaning the area. For devices with flexible shafts, bend or flex the instrument
under the cleaning solution while brushing the flexible areas.

» Using a soft—bristled brush, scrub the device paying particular attention to crevic
es and other hard—to reach areas. Use a syringe to flush the holes and any
difficult to reach areas.

» Rinse the device with deionized water (DI) at ambient temperature to rinse the
detergent. Actuate any movable parts while rinsing and flush the holes and
difficult to reach areas using a syringe.

2) Transfer the device, disassembled and/or configured as specified by TDM,
into mesh baskets:

« Load instruments so that hinges are open and cannulations and holes can drain.

+ Place heavier instruments at the bottom of containers. Do not place heavy instruments
on top of delicate instruments.

« For instruments with concave surfaces, such as curettes, place instrument with
the concave surface facing downward to facilitate draining.

+ Avoid contact between devices.

Select the instrument cycle and ensure the following set of cycle parameters are
correctly programmed:

Recirculation time Detergent type and
Phase . Water Temperature Concentration
(min) - )
(if applicable)
Pre-Wash 02:00 Cold Tap Water N/A
Enzyme Wash 02:00 Hot Tap water NeutraljpfLEnzymatic
detergent
Wash 02:00 66.0°C(15TF) Neutral pH Enzymatic
(set point) detergent
Rinse 1 03:00 Hot tap Water N/A
Thermal Rinse 01:00 82.2°C(180°F) N/A
Purified Water 00:10 Treated water N/A
Dry Time 07:00 115°C (240°F) N/A

« Start the instrument cycle.
* Check devices for visible soil. Repeat cleaning from 1 if soil is visible and inspect again.
Cleaning Inspection
« Visually inspect each device under normal lighting paying close attention to
hard to reach areas.
« For difficult to view design features, apply 3% hydrogen peroxide. (Bubbling
is indicative of the presence of blood).

NOTE: Rinse the instruments thoroughly with warm water following hydrogen
peroxide testing.
« If visible soil remains, repeat cleaning procedure again.

Disinfection
* Devices must be terminally sterilized per the recommended parameters above prior
to surgical use.

9) Surgical Technique Information:
Surgeons are advised to review the product specific surgical technique prior to
performing any surgery. TDM provides detailed surgical techniques in electronic
format on their website. You may also contact your TDM representative for a
paper copy or onsite demonstration.

10) MRI Compatibility:
The TDM Plate and Screw System has not been evaluated for safety and compatibility
in the magnetic resonance (MR) environment. The safety of the device in the
MR environment is unknown. Scanning a patient who has this device may result
in MR artifacts and patient injury.

11) Customer Service and Complaint Handling:

« Contact your TDM representative or TDM Co. Ltd., directly for additional
information and complaints regarding the quality, safety of this product.

« In case of product malfunction, patient’s serious health issue, death, or side
effect, must contact and notify the headquarters with as much information as
possible (product name, product number, serial number, patient’s condition, etc.)
through fax or telephone.

of handling medical devices can sell and use this product.
+ This product is a single used product, and, therefore, it is prohibited to reuse.

Caution ®
Batch Code @

+ This product is a medical device, and, therefore, only persons in charge
CAUTION

Do not reuse

Date of Manufacture

REF| Catalogue Number [jg Consult Instructions for Use
“ Manufacturer Non Sterile
Rx Only Federal law (United States) law restricts

this device for sale by or on the order of the physician




