
RECOMMENDATIONS FOR CARE, 
CLEANING & STERILIZATION OF TJO 
CASES, TRAYS AND INSTRUMENTS
• Always inspect cases/trays and instruments for 

cleanliness or damage before use. Ensure all latches 
and handles are secure and in working order.

• Ensure that cutting instruments are undamaged 
and articulating instruments operate smoothly. 
If the instruments are damaged, replace them 
with clean, undamaged instruments.

• Both physical and chemical (detergent) processes may 
be necessary to clean soiled items. Chemical (detergent) 
cleaners alone cannot remove all soil and debris.

• Remove excess body fluids and tissue from 
instruments with a disposable, non-shedding wipe. 
Place instruments in a tray of distilled water or 
cover with damp towels.

• Used instruments must be transported to the 
central supply in closed or covered containers 
to prevent unnecessary contamination risk.

• Where applicable, multi-component instruments 
should be disassembled for appropriate cleaning. 
(See detailed instructions below.) Care should be 
exercised to avoid losing components.

• Immediately after the completion of the surgical 
procedure, soak the disassembled instruments in 
a mild enzymatic detergent in lukewarm water 
following the detergent manufacturer’s instructions.

• Instruments should be cleaned within 30 minutes of use 
to minimize the potential for drying prior to cleaning.

• Carefully clean each item manually with a soft 
sponge or cloth for maximum decontamination. 
For difficult access areas, a clean soft bristled 
brush is recommended. Once the items have 
been cleaned, thoroughly rinse them with clean 
water to remove any detergent or chemical residue 
before sterilization. TJO recommends the use of a 
mild enzymatic detergent with a near neutral pH. 
Do not use solvents, abrasive cleaners, metal brushes, 
or abrasive pads. Cases, trays, and instruments may 
be placed in mechanical cleaning equipment.

• TJO recommends that the delivery systems (cases 
and trays) and instruments be processed according 
to the filtered sterilization container manufacturer’s 
instructions prior to sterilization to maintain 
sterility of internal components/items and for 
proper aseptic presentation to the surgical field.

DISASSEMBLY INSTRUCTIONS FOR 
BIPOLAR HEAD TRIAL

1. Remove the Femoral Head Trial from the BiPolar 
Head Trial.

DISASSEMBLY INSTRUCTIONS FOR 
BIPOLAR FEMORAL HEAD TRIALS AND 
BIPOLAR SIZING HANDLE

2. Remove the Bipolar Femoral Head Trials from 
the BiPolar Sizing Handle.

PREPARATION BEFORE CLEANING
All cleaning agents should be prepared at the use- 
dilution and temperature recommended by the 
manufacturer. Softened tap water may be used to prepare 
cleaning agents. Use of recommended temperatures is 
important for optimal performance of cleaning agents.
Note: Fresh cleaning solutions should be prepared when existing 
solutions become grossly contaminated (bloody and/or turbid).

MANUAL CLEANING/DISINFECTION 
PROCEDURE
Note: If stainless steel instruments are stained or corroded, 
an acidic, anti-corrosion agent in an ultrasonic cleaner may 
be sufficient to remove surface deposits. Care must be taken to 
thoroughly rinse acid from instruments. Acidic, anti-corrosion 
agents should only be used on an as needed basis.

TJO recommends the use of the following, or 
equivalent, enzymatic detergents for this validated 
cleaning process.

Note: Use of a sonicator will aid in thorough cleaning 
of instruments.
Note: Use of a syringe or water jet will improve flushing 
of difficult to reach areas and closely mated surfaces.
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CAUTION: U.S. law restricts this device to sale 
by or on the order of a physician.

CONSIDERATIONS
These Instructions for Use pertain to the Total Joint 
Orthopedics Klassic® BiPolar System Instrument 
Set and should be studied carefully. The TJO Klassic 
BiPolar System Instrument Set may be safely 
and effectively reprocessed using the manual or 
automated cleaning and sterilization instructions 
outlined in this Instructions for Use. TJO has 
demonstrated the applicability of the sterilization 
instructions for its instruments within instrument 
cases through laboratory validation. It is the 
responsibility of the health care facility to ensure 
that any packaging or material is suitable for use 
in sterilization processing and sterility maintenance 
in that particular health care facility.

PRODUCT DESCRIPTION 
The TJO Klassic BiPolar System Instrument Set 
consists of a series of instruments that are designed 
to be used with the TJO Klassic BiPolar System. 
Please refer to the Klassic BiPolar System Surgical 
Technique Manual for detailed information and 
instructions on the use of the TJO Instrument Set. 
All items are provided clean and non-sterile, 
and are designed for multiple use.

INDICATIONS FOR USE
The Klassic BiPolar System Instrument Set is 
intended for use during surgical implantation of 
the femoral head and acetabular components of the 
Klassic BiPolar System. 

WARNINGS & PRECAUTIONS
• All instrument sets are supplied NON-STERILE 

and must be sterilized prior to each use. 
• Instruments should be properly arranged in the 

appropriate preconfigured tray layouts. This will 
allow for proper drying. TJO cases and trays are 
designed to drain in this position.

• Stacking of delivery system (cases and trays) and 
overloading of the units may adversely effect 
sterilization and drying effectiveness.

• DO NOT STACK cases and trays in the 
autoclave chamber. 

• After the autoclave door is opened, allow all cases 
to cool thoroughly. Place cases on a rack or shelf 
with linen cover until cooling is complete. 

• If condensation is observed, check to ensure that 
the previous warnings and precautions were 
adhered to. Also confirm that the sterilizers 
have been inspected for routine maintenance in 
accordance with manufacturer recommendations.

• Deviations from the cleaning or sterilization 
procedures described in this document should 
be validated by qualified personnel within the 
user facility. 

Method

Manual 
(Table 2)

Automated (washer/ 
disinfector) (Table 3)

Enzymatic soak and scrub 
followed by sonication.

Automated cycle – Not 
recommended without 
manual pre-cleaning.

Description

TABLE 1: CLEANING/DISINFECTION 
OPTIONS

TABLE 2: MANUAL CLEANING STEPS

Step 1

 
 
Step 2

 
 
Step 3 

Step 4

 
 
 
 
 
 
 
Step 5 
 
 
 

Step 6

Step 7

Thoroughly rinse the instruments under 
lukewarm tap water to remove gross soil 
and debris. 

Prepare the detergent Enzol®, at 
manufacturer’s recommendations of 
1 oz/gallon using warm tap water.

Fully immerse the instruments and allow 
them to soak for a minimum of 30 minutes. 

Thoroughly brush the instruments ensuring 
all hard-to-reach areas are accessed. If 
applicable, use a pipe cleaner and syringe 
to aid in cleaning. Ensure all visible soil 
is removed. If at any time the detergent 
solution becomes grossly contaminated  
(bloody and/or turbid), prepare a fresh 
batch as described in the previous step.

Remove the instruments from the 
detergent and thoroughly rinse them 
under running lukewarm tap water for a 
minimum of 3 minutes. Ensure all hard-
to-reach areas are flushed. 

Prepare the detergent NpH-Klenz® 
at manufacturer’s recommendations 
of ¼ oz/gallon using warm tap water 
in an ultrasonic bath and sonicate the 
instruments for a minimum of 10 minutes. 

Thoroughly rinse the instruments with 
RO/DI water to remove all detergent 
residuals. Ensure all hard-to-reach areas 
are flushed and continue rinsing until 
water runoff is free of suds.

Dry the instruments with a clean soft cloth 
and filtered pressurized air (< 40 psi).

Visually examine each instrument for 
cleanliness. If visible soil is noted on the 
instrument repeat the cleaning procedure. 

Step 8 

Step 9
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TABLE 3: AUTOMATIC WASHER/
DISINFECTION STEPS

Thoroughly rinse the instruments 
under lukewarm water to remove gross 
soil and debris. 

Transfer the instruments into the 
washer for processing. 

Pre-wash 1; Cold tap water; 2 minutes 

Enzyme Wash (Prolystica® Enzymatic, 
¼ oz/gallon); Hot tap water; 1 minute

Wash 1 (NpH-Klenz®, ¼ oz/gallon); 
66°C (Set Point); 2 minutes  

Rinse 1; Hot tap water; 15 seconds 

Rinse 2; Hot tap water; 15 seconds

PURW Rinse; 66°C, 10 seconds

Dry Time; 115°C; 30 minutes  

Visually examine each instrument for 
cleanliness. If visible soil is noted on 
the instrument after the cleaning 
procedure, repeat the cleaning phase.

Step 1

 
 
Step 2 

Step 3

Step 4 

Step 5 

Step 6

Step 7

Step 8

Step 9

Step 10

AUTOMATIC WASHER/ 
DISINFECTION CYCLE

INSPECTION, TESTING, MAINTENANCE 
& LUBRICATION
• Carefully inspect each instrument to ensure 

that all visible contamination has been removed. 
If contamination is noted, repeat the cleaning/
disinfection process.

• Check the action of moving parts (e.g. hinges, box-
locks, connectors, sliding parts, etc.) to ensure smooth 
operation throughout the intended range of motion.

• Check instruments with long slender features 
(particularly rotating instruments) for distortion.

• Where instruments form part of a larger assembly, 
check that instruments assemble readily with 
mating components.

• Hinged, rotating, or articulating instruments 
should be lubricated with a water soluble product 
(e.g. Instrument Milk or equivalent lubricant) 
intended for surgical instruments that must 
be sterilized. Some water-based instrument 
lubricants contain bacteriostatic agents that are 
beneficial. Manufacturer’s expiration dates should 
be adhered to for both stock and use-dilution 
concentrations.

Note: These validated reprocessing instructions are not 
applicable to TJO trays that include instruments that are not 
manufactured and/or distributed by TJO. Only instruments 
manufactured and/or distributed by TJO should be included 
in TJO instrument trays.

STERILIZATION
• Disinfection is only acceptable as a precursor to full 

sterilization for reusable surgical instruments. See 
Table 4 for recommended sterilization parameters 
that have been validated by TJO to provide a 10-6 
sterility assurance level (SAL).

• Instruments shall be placed in the preconfigured 
brackets designed for them.

• Optional instruments without preconfigured 
brackets may be placed in open, universal areas 
or miscellaneous instrument trays and cases 
without defined, preconfigured layouts should 
only be used as follows:

• All devices must be arranged to ensure steam 
penetration to all parts of the instrument. 
Instruments should not be stacked or placed in 
close contact with other objects.

• Plastic devices with blind holes shall only be 
placed in pre-configured brackets. Impactor 
Heads must be assembled with Impactor Handles 
for sterilization without a preconfigured bracket.

• The user must ensure that contents are not 
shifted once the devices are arranged in the case. 
TJO recommends that large grid silicone mats 
can be used to keep devices in place.

• Only devices manufactured and/or distributed by 
TJO should be included in TJO instrument trays.

• Moist heat/steam sterilization is the preferred and 
recommended method for TJO Instrument Set.

• Sterilizer manufacturer recommendations should 
always be followed. When sterilizing multiple 
instrument sets in one sterilization cycle, ensure that 
the manufacturer’s maximum load is not exceeded.

• Trays and cases with lids should be wrapped in 
FDA-cleared, steam sterilization wrap using the 
AAMI double wrap method or equivalent.

Note: The Sterilizer Manufacturer’s instructions for 
operation and load configuration should be followed explicitly. 

STORAGE 
• Sterile, packaged instruments should be stored 

in a designated, limited access area that is well 
ventilated and provides protection from dust, 
moisture, insects, vermin, and temperature/
humidity extremes.

HOSPITAL RESPONSIBILITIES 
FOR TOTAL JOINT ORTHOPEDICS 
LOANER INSTRUMENTS
• Orthopedic surgical instruments generally have a 

long service life; however, mishandling or inadequate 
protection can quickly diminish their life expectancy. 
Instruments that no longer perform properly because 
of long use, mishandling, or improper care should be 
returned to TJO to be discarded. Notify your TJO 
representative of any instrument problems.

• Loaner sets should undergo all steps of 
decontamination, cleaning, disinfection, 
inspection, and terminal sterilization before 
being returned to TJO. Documentation of 
decontamination should be provided with 
instruments being returned to TJO.

IMPORTANT NOTICE
The instructions provided in this document 
have been validated by TJO as being capable of 
preparing orthopedic instruments for use. It is 
the responsibility of the hospital to ensure that 
reprocessing is performed using the appropriate 
equipment and materials, and that personnel in the 
reprocessing facility have been adequately trained 
in order to achieve the desired result. Equipment 
and processes should be validated and routinely 

monitored. Any deviation by the processor from 
these instructions should be properly evaluated for 
effectiveness to avoid potential adverse consequences.

RETURN GOODS POLICY
For information on product returns and return 
authorization, contact TJO by calling 888.890.0102. 
All products returned to TJO must be accompanied 
by a Return Goods Authorization Number.

MEDICAL DEVICE REPORTING
Any potential adverse incident involving TJO 
products should be reported immediately by 
calling 888.890.0102.

WARRANTY AND LIMITATION 
OF LIABILITY
Total Joint Orthopedics, Inc. warrants that the 
product when delivered is free from defect in 
materials and workmanship and conforms to the 
manufacturer’s product specifications. This warranty 
applies for the period of time up to and including 
the expiration date of the product. At its option, 
TJO will replace or provide a full refund for this 
product if it is found to be defective. The product 
must be returned to TJO in the original packaging 
with the catalog and lot numbers, or according to 
the return goods policy. TJO shall not be liable for 
any incidental or consequential loss, damage, or 
expense, directly or indirectly arising from the use 
of, or inability to use, its product.

SYMBOLS & THEIR EXPLANATIONS

CUSTOMER SERVICE INFORMATION
Total Joint Orthopedics, Inc.
1567 East Stratford Ave.
Salt Lake City, UT 84106

Phone: 888.890.0102 
Fax: 801.486.6117

Manufacturer
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Catalog Number

Lot Number

Date of Manufacture

Non-sterile
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TABLE 4: RECOMMENDED STEAM 
STERILIZATION PARAMETERS

Cycle 
Type

Temperature1 Exposure 
Time

Dry 
Time

Cool-
down 
Time

Pre- 
vacuum

132º C 
270º F 4 min. 50 

min. 20 min.

1. Minimum validated steam sterilization temperature 
    required to achieve a 10-6 sterility assurance level (SAL).


