
Medical Information regarding
Cleaning and Handling of In2Bones USA 
non-sterile instruments
Surgical instruments are supplied non-sterile and must be 
cleaned and sterilized before use. All instruments must be 
properly cleaned, disinfected, sterilized and stored prior 
to use. The following information outlines the proper 
steps for reprocessing In2Bones USA instruments to help 
assure their long life.

Cold deionized or reverse osmosis water should be used, 
as temperatures above 140° F will coagulate proteins, 
rendering them difficult to remove from contaminated items. 

Prepare enzymatic cleaner per manufacturer 
recommendations.

Manual Cleaning can be performed using brushes, 
gloves, absorbent disposable cloth (i.e. KIMWIPE, 
Kimtech Science)

If ultrasonic cleaners are used, they should be monitored 
routinely to ensure they are working properly.

Limitations and restrictions of Reprocessing: 
Surgical instruments are designed for their durability and 
ability for reuse. In2Bones USA’s reusable instruments 
are typically manufactured from stainless steel, which 
permits a long life when handled and maintained 
properly. Repeated processing has minimal effect on 
these instruments. Damage typically occurs to the 
instruments during use.

WARNINGS
Cleaning:
Use extreme caution when handling sharp instruments to 
avoid injury: Consult with an infection control practitioner 
to develop and verify safety procedures appropriate for all 
levels of direct instrument contact. 

Clean instruments as soon as possible. Do not allow 
blood or debris to dry on the instruments. If cleaning 
must be delayed, place groups of instruments in a 
covered container with cold water or an appropriate 
detergent or enzymatic solution to delay drying. Clean all 
instruments whether or not they were used or 
inadvertently contacted with blood or saline solution.

The cleaning process must be conducted so that all parts of 
the surgical instrument are exposed as permitted by 
instrument design. The cleaning process should include an 
individual properly gowned with appropriate glove and 
personal protective equipment. This may require opening all 
hinged items or the disassembly of those items with multiple 
or removable parts. Those items with mating surfaces, i.e. 
ratchets, hinges, serrations, lumens, blind holes, etc. must 
be carefully cleaned to remove all visible debris from the 
items. Additional assembly/disassembly instructions may be 
found in the product specific surgical technique.

Manual Cleaning Process
Clean instruments to remove gross contamination and 
disinfect instruments to reduce the number of viable 
microorganisms. Rinse in cold deionized water to remove 
any gross contamination. Wash with an enzymatic 
detergent prepared at manufacturer's recommendation. 
Bathe the instrument in an enzymatic solution prepared 
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per manufacturer directions for 5 minutes. Scrub the 
components with a soft brush. Rinse thoroughly with cold 
deionized or reverse osmosis water. Bathe the instrument in 
a neutral (pH 6.0-8.0) detergent solution prepared per 
manufacturer directions for 5 minutes. Scrub components 
with a soft brush. Rinse the instrument in deionized water. 
Sonicate the instrument in its fully opened position for a 
minimum of 10 minutes in an ultrasonic cleaner containing an 
enzymatic solution. Rinse thoroughly with cold deionized or 
reverse osmosis water. Dry the instrument with a clean, 
disposable, absorbent cloth. Visually inspect for cleanliness. 
All visible surfaces, internal and external, should be visually 
inspected. If necessary re-clean/ disinfect the instrument 
until it is visibly clean.

Inspection, Maintenance and Testing
Surgical instruments and instrument cases are susceptible 
to damage from prolonged use, and through misuse or 
rough handling. Care must be taken to avoid compromising 
their exacting performance. To minimize damage, the 
following should be done:

Inspect the instrument case and instruments for damage 
when received and after each use and cleaning.

Incompletely cleaned instruments should be recleaned, and 
those that need repair, set aside for repair service or return 
to the manufacturer.

After cleaning/disinfection, the disassembled instruments 
should be reassembled and placed in their proper locations 
in the instrument cases where appropriate.

Only use an instrument for its intended purpose.

PACKAGING
Instrument cases are intended to protect instrumentation 
during shipping. Health care personnel bear the ultimate 
responsibility for ensuring that any packaging method or 
material, including a reusable rigid container system, is 
suitable for use in sterilization processing and sterility 
maintenance in a particular health care facility. Testing 
should be conducted in a health care facility to assure 
conditions essential to sterilization can be achieved. 
In2Bones USA does not accept responsibility or liability 
arising from lack of cleanliness or sterility of any medical 
devices supplied by In2Bones USA that should have been 
cleaned and sterilized by the end user.

Automatic cleaning process
Device preparation
Remove gross soil present on the instruments immediately 
after their use. For instruments with cavities, it is mandatory 
to irrigate any channels to clean them as soon as they have 
been used. Do not use fixing products which would cause the 
binding of residues and affect the outcome of the cleaning. To 
prevent the binding of soils by drying, soak the instruments in 
a disinfectant solution as soon as their use is ended.

Store and transport instruments and implants safely in 
specific closed containers to the place of treatment, to avoid 
damage and environmental contamination.

If necessary/relevant, dismantle the device.

Pre-cleaning:
Prepare a soaking bath at ambient temperature in tap water 
with a neutral detergent, immerse the devices and carry out 
ultrasound actions for 15 minutes.

In case of devices in their container, introduce the devices 
into the container without a lid.

Prepare a soaking bath at ambient temperature in tap water, 
with a neutral detergent, immerse the devices into their 
container, and carry out ultrasound actions for 15 minutes.

After immersion, scrub all surfaces of the devices with a soft 
brush, paying attention, especially to threads, cannulated 
part, joints and difficult access areas.

With a syringe, introduce some decontaminating solution into 
the cannulated parts three times.

Immerse the devices in tap water for 2 minutes.

Cleaning / disinfection in automatic washer:
Put the devices into the washer-disinfector so that they remain 
still (they must not knock against each other or be damaged).

In case of devices in their container, put the container 
with devices into the washer-disinfector so that they 
remain still (they must not knock against each other or be 
damaged).

Launch the following cleaning program:
 • Precleaning with softened water at 35°C
 • Cleaning with a neutral detergent for 5 minutes at 

70°C
 • Intermediary rinsing with softened water at 45°C
 • Final rinsing with softened water at 70°C during 3 

minutes
 • Thermal desinfection for 5 minutes at 93°C
 • Drying for at least 7 minutes at minimum 70°C and 

maximum 95°C
At the end of the cycle, remove the components from the 
washer-disinfector and dry with compressed medical 
grade air in addition if necessary (areas difficult to reach).

Check each instrument and repeat cleaning, or proceed 
to a manual cleaning, until any remaining residues have 
been eliminated.

Recommended cleaning product
Neutral detergent PROLYSTICA® 2X CONCENTRATE 
NEUTRAL DETERGENT at 0.4 % (manufacturer: STERIS) 
was used during validation of the automatic cleaning 
process. The detergent should be used following the 
recommendations from the manufacturer

STERILIZATION
In2Bones USA instruments manufactured of stainless 
steel may be steam sterilized with no detrimental effects. 
All items to be sterilized must be thoroughly cleaned, 
disinfected, and packaged appropriately for the type of 
sterilization. The package must permit contact of the 
sterilant with the item, while also serving as a barrier to 
microorganisms, during any storage period. Users 
should wear non-linting gloves when handling reusable 
instruments, to minimize bioburden and particulates. 
Inspect the product packaging for tears, holes, moisture 
or other defects. If these concerns are present segregate 
these items and reprocess them. 

The following Steam Sterilization cycles have been 
validated by In2Bones USA for the In2Bones USA 
instrument set. 

Ensure instruments are at room temperature prior to use.

The recommended cycle above was validated using 
specific equipment. If processing conditions, wrapping 
materials or equipment changes occur, the effectiveness 
of the sterilization process must be demonstrated. 

STORAGE
Instruments that will not be utilized within a short time 
and will not be immediately returned to In2Bones USA, 
should be stored clean, decontaminated and completely 
dry. The packaging that items are sterilized may offer an 
effective barrier to prevent contamination of the item. All 
instruments returned to the manufacturer must be 
cleaned and decontaminated before shipping. The four 
main types of packaging for steam sterilization consist of 
textiles, non-wovens, pouch packaging and rigid 
container systems. These packaging types offer various 
levels of protection from contamination, which must be 
consistent with the final intent of the item. If a rigid 
container system (tray) is used, it shoud be wrapped in an 
FDA cleared wrap to prevent contamination from entering 
through the holes. 
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 Cycle Type Parameter Minimum Set Point

 Prevacuum  Exposure  270° F 
 270° F  Temperature (132° C)
 (132° C) 
  Exposure Time 4 minutes

  Dry Time 60-minutes

   30-minutes
   Open door

   30-minutes
   Cool-down
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