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Orthopedic Designs North America, Inc.

Instructions for Use: Reusable Orthopedic Surgical Instruments

Caution

Carefully read all the instructions and be familiar with the surgical technique(s) prior to use of the system. This
product must only be used by trained, qualified persons, aware of the directions for use. Federal law (U.S.A.)
restricts this device to sale by or on the order of a physician.

General Instructions

The surgeon must be thoroughly knowledgeable not only in the medical and surgical aspects of the parts, but
must also be aware of their mechanical limitations. Orthopedic Designs North America, Inc (ODI-NA)
instruments should only be used with approved devices and accessories.

Scope

This instruction manual provides information on the care, cleaning, disinfection, maintenance and sterilization
of manual surgical instruments and is applicable to all reusable medical devices manufactured and/or
distributed by Orthopedic Designs North America, Inc (ODI-NA).

This information is also applicable to single-use medical devices manufactured by ODI-NA that are supplied non-
sterile but are intended to be used in a sterile state and single-use devices packaged and sold sterile but may
be removed from packaging and placed in kits (e.g., screws, plates, etc.). These devices are single-use but can
be reprocessed if not used.

Note: not used refers to those single-use components that have not been in contact with blood, bone, tissue,
or other body fluids. Any unused, single-use device that has been exposed to blood, bone, tissue, or body fluids
must not be reprocessed and must be discarded.

Description

a) The surgical instrumentation consists of the instruments, a storage tray and a lid. Each instrument is
identified by a part and a lot number. This information is seen on the instrument itself.

b) The surgeon must ensure that the equipment is in good working order before using it.

¢) Precautions before use: On delivery, the instruments are clean but NOT STERILE. It is the hospital’s
responsibility to clean and sterilize the instrumentation before use, in accordance with validated
methods. The following recommendations do not replace current health regulations (standards, good
practice, guides, national recommendations, etc.).
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Preparation for Cleaning

a) Cleaning and sterilization are mandatory before introduction into a sterile surgical field or return of the
product to ODI-NA.

b) Cleaning and sterilization are mandatory after instrument use in a surgical procedure.

c) Before any operations, the packaging should be removed and a visual inspection conducted to ensure
that all the instruments are in good condition.

d) The instruments consisting of removable components should be disassembled before cleaning and
sterilization (refer to document 7023 for disassembly instructions). Articulated instruments should be
opened to ensure all surfaces are cleaned.

Cleaning

a) Immediately after use, the instruments should be opened up and immersed in distilled water or placed
on a tray covered with a damp surgical towel.

b) Saline must not be used because of its corrosive effect on stainless steel. The equipment must be
cleaned as quickly as possible after use. It should also be remembered that certain agents may discolor
or corrode the instruments. This includes agents containing bleach, hypochlorite solutions, sodium
chloride, formalin, and glutaraldehyde.

¢) Rinse water should be highly purified water (treated by reverse osmosis or distillation) or distilled water
(if there is not an endotoxin issue).

d) MANUAL CLEANING

e If included, remove instruments from instrument tray. Remove tray lid and, if present, tray
insert(s).

e Disassemble the instruments and check all threads are drawn back. It is recommended to keep
together the parts of the disassembled instruments to facilitate the assembly.

e Prepare an enzymatic solution (i.e., Enzol) according to manufacturer's recommendations using
lukewarm water. The solution must be at a temperature of less than 30°C to avoid the bacteria
adhering to the instruments. Fully immerse the articles in the prepared solution, actuating them
through their full range of motion, flushing all hard to reach areas using an appropriately sized
syringe with a minimum of 50 mL of the prepared detergent per article, and then allow the article
to soak for, at a minimum, 15 minutes.

e After the minimum soak, brush the articles thoroughly using a soft bristled brush beneath the
surface of the prepared solution until all visible soil has been removed. Pay special attention to hard
to reach areas.

e Remove the articles from the solution and thoroughly rinse under running water for at least 2
minutes and until all solution residues are removed. Actuate the articles through their full range of
motion while rinsing. During rinsing, thoroughly brush the articles using a soft bristled brush, paying
special attention to hard to reach areas. Actuate the articles through their full range of motion
while brushing. During rinsing, flush the articles thoroughly using an appropriately sized syringe
with a minimum of 50 mL of water per article, paying special attention to hard to reach areas.
Actuate the articles through their full range of motion while flushing.

e Ifthe instrument has a designated flush port (i.e., luer lock or similar) attach to respective cleaning
instrumentation to flush the instrument with water for 60 seconds.

7019, 2.0, 02/2025 Page 2 of 4




ODi

ORTHOPEDIC DESIGNS

™ NORTH AMERICA, INC.

e Dry the articles using a clean, soft cloth and filtered pressurized air (< 40 psi). Visually inspect the
articles for cleanliness. If not visibly clean, repeat the steps for manual cleaning listed above.

e The instrument tray should be thoroughly cleaned using the above processes and subsequently
visually inspected for cleanliness. Repeat cleaning until visibly clean.

e) AUTOMATED CLEANING
e Automated cleaning should not be used in isolation. It is required that automated cleaning be
utilized in conjunction with manual cleaning.
e Transfer the articles into the automatic washer/disinfector for processing. Orient the articles at an
incline to facilitate drainage.

Phase Recirculation Time  Temperature Detergent
Cold tap water
(45°F —55°F)
Hot tap water
(115°F — 125°F)

Pre-wash 1 2 minutes N/A

Enzyme Wash 2 minutes Enzymatic Detergent*

Wash 1 2 minutes 151° F (66° C) Enzymatic Detergent*
. . Heated minimum 110°F

Rinse 1 2 minutes (43.3°C) tap water N/A

Drying 7 minutes Minimum 187.3° F(86.3°C) N/A

*Enzymatic detergent concentration according to manufacturer's recommendations

e Remove the articles from the automatic washer/disinfector. If moisture remains on the articles, dry
them using a clean, soft cloth and filtered pressurized air.

e Carefully inspect each device to ensure that all visible contamination has been removed.

e Place instruments into instrument tray. The instrument names and silhouettes are printed on tray
beneath corresponding brackets to aid in instrument placement. Securely close lid with latch.

Sterilization

Prior to use, instruments should be steam sterilized after removal of any non-autoclavable protective
packaging and labeling. The following process parameters are validated by Orthopedic Designs North
America and recommended for sterilization and/or resterilization:

Method Cycle Temperature  Exposure Time  Minimum Dry Time*
Steam Gravity 250°F (121°C) 30 minutes 30 minutes
Steam Gravity 270°F (132°C) 15 minutes 30 minutes

Notes:

e Do not stack instrument trays during sterilization
e Always use an FDA-cleared sterilization barrier (e.g., pouches, wraps or containers) to ensure
the proper sterilization and that sterility is maintained until use.
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*Refers to in chamber dry time. Please note that dry times may vary due to differences in the user’s
packaging materials, environmental conditions, steam quality, device materials, total mass, sterilizer
performance and varying cool down time. The user should employ verifiable methods (e.g., visual
inspections) to confirm adequate drying. It is the user’s responsibility to validate the appropriate drying
time with the sterilization equipment and sterilization load used.

Maintenance, Storage, and Handling

a)

b)
c)

d)

Surgical instruments should be handled and stored with care. Instruments should be carefully stored in
an appropriate, dry, clean environment in their original packaging or sterilization tray. Instruments must
not be stored in contact with, or close to, products that may have a corrosive effect.

The instruments consisting of removable components that were disassembled as part of the cleaning
process should be assembled (refer to document 7023 for assembly instructions).

Any missing or damaged instrument should be reported to your representative or distributor, or directly
to the manufacturer.

The combined weight of the instrument tray, instruments and any accessories or wrappers must not
exceed 25 Ibs.

Inspection and Function Testing

b)

ODI-NA reusable instruments are designed to be used for many procedures and endure many
sterilization cycles. Before each sterilization cycle, visually inspect for damage and wear. An instrument
should be considered at its end of use if it shows signs of deterioration, corrosion, discoloration, pitting,
cracking, nicking of edges, or excessive deformation. Confirm the smooth movement of hinged
instruments without excessive “play”. Locking (ratchet) mechanisms should be checked for action.
Check instruments with long slender features (particularly rotating instruments) for distortion. Where
part of a larger assembly, check assembly with mating components.

Any damaged instrument should be reported to your representative or distributor, or directly to the
manufacturer.

Orthopedic Designs North America, Inc.
5912-F Breckenridge Parkway
Tampa, FL 33610 USA
Phone: (888) 635-8535  Fax: (888) 632-8047
www.odi-na.com
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