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POLICY:  AUTOCLAVE STERILIZATION & PROCESSING OF RE-USABLE DEVICES 

PURPOSE: Items to be sterilized should be decontaminated in a controlled environment using standard precautions, packaged according to established guidelines, and sterilized using the appropriate methods.  Instruments, supplies, and equipment reprocessed by XYZ will be prepared in a manner to assure maintenance of sterility and promote delivery to the sterile field in an aseptic manner.

PROCEDURE:
1. [bookmark: _GoBack]All articles to be sterilized are to be pre-cleaned at point of use as soon as possible after use, decontaminated, and dried thoroughly. All items will be transported to the decontamination room in a covered leakproof container marked with a biohazard label. 

2. All articles to be sterilized should be arranged so that all surfaces will be directly exposed to the sterilization agents for the prescribed time and temperature in the sterilizer.
a. All jointed instruments are opened or unlocked, and 
i. Instruments composed of more than one part or sliding parts are disassembled.
ii. Instruments are never held together tightly by rubber bands or any other means that will prevent steam contact with all surfaces.
iii. If lubrication of instruments is necessary, a non-toxic, water-soluble lubricant will be used.
b. The use of pins, paper clips, staples, and similar items in conjunction with processing of supplies is not permitted.
c. Sharp edges or points must be protected or covered.
d. Items should be prepared and packaged so sterility can be achieved and maintained.
i. The prime function of a package containing a sterile medical item is to ensure that the sterility of the contents is maintained up to the time the package is intentionally opened, and that provision is made for the contents to be removed without contamination.
ii. Materials used should be suitable for the sterilization method used, provide a barrier to microorganisms and their vehicle, and be free of toxic ingredients and non-fast dyes.
a) Plastic/paper packaging that can be sealed.
b) Fused or bonded double-layer disposable non-woven wrapper may be used.
c) When double-packaged pouches are used, the plastic should face plastic, only used when allowed by manufacturer’s instructions for use.  The inner pouch is never folded.
d) Initials, load/cycle numbers, date, sterilizer number must be documented.  

3. Loading procedure for the sterilizer:
a. Allow for free circulation of steam or gas around each item.  Do not overload.
b. Materials capable of holding water must be positioned in such a way (normally positioned on their side) as to allow condensation to drain (i.e. bowls & med cups).
c. Supplies requiring a common exposure cycle may be safely and economically sterilized in the same load. Do not sterilize liquids.
d. For articles that are “vacuum” or temperature sensitive, the manufacturer’s instructions for use should be followed exactly.
e. Follow the manufacturer’s instructions for use for sterilization time and temperature.
f. Peel packs may not be layered on top of each other.

4. Handling and Storage:
Sterilized articles should be handled with great care and as little as possible.  They should be stored in a well-ventilated area with controlled conditions.
a. Items that are wet when removed from the sterilizer are considered non-sterile and are not to be used.  These items must be fully re-decontaminated and re-sterilized.
b. The number of items contained by any drawer or shelf should not exceed the amount that can be stored without damaging the integrity of the package or seal. (Do not jam-pack or force sterile packages into drawers or containers.)
c. Any sterilized package that is torn, punctured, has come in contact with moisture or extreme pressure, or has been dropped is considered contaminated.
d. Store sterile items separate from non -sterile items.

5. Sterilization records:
Quality control measures will be established.
a. Information recorded from a sterilization cycle must be documented and maintained for three years.
b. Preventative maintenance shall be performed weekly, quarterly, and annually per the manufactures guidelines. The records shall be maintained for each sterilized and retained for a minimum of three years. These records shall be available to review within two hours if requested by the department of health.

6. Monitoring:
a. Chemical indicators must be used within and on every package sterilized.
b. A chemical indicator/integrator is to be used in all articles to be processed by the steam sterilization method.
c. Every package must have “load identification”.  Load identification includes the sterilizer used, the cycle or load number, and the date of sterilization.
d. The steam sterilizer is tested a minimum of once a week with a Biologic Indicator following manufacturer instructions for use and reported to the Infection Preventionist. 
e. Shelf-life of steam sterilized instruments and packaged sterile items are event related.  
f. The probability of a contaminating event increases with time and handling.
The length of time an item is considered sterile depends on factors that include:
· Type and configuration of packaging materials used.
· Number of times a package is handled before use.
· Number of personnel who may have handled the package.
· Storage on open or closed shelves.
· Condition of the storage area.
· Use of dust covers and method of sealing.

Surgery Center of XYZ uses the highest quality packaging materials, has a limited number of employees handling sterilized packages, has designated areas for sterilized items that are clean and temperature controlled, stores sterilized items in closed or covered shelves when not stored in clean/sterile storage area, and turns over sterilized items rapidly.  The center has adopted the policy that all sterilized items shall be considered sterile until the integrity of the package has been compromised.



