STANDARD OPERATING PROCEDURE - 2013 

HIGH LEVEL DISINFECTION USING GLUTARALDEHYDE BASE SOLUTION
PURPOSE:  To establish a standardized procedure for high-level disinfection of medical devices and patient care equipment.  This procedure is designed to ensure the highest level of infection prevention and safety for patients and employees feasible when utilizing Glutaraldehyde solution.

POLICY:  This procedure will apply to areas that use Glutaraldehyde solution as a high level disinfectant on equipment. 

RESPONSIBILITY:  The Chief SPD is responsible for monitoring all sterilization functions within the Medical Center.  The Chief SPD or his designees will conduct routine visits and inspection of areas utilizing Glutaraldehyde base solution.  The Chief SPD will coordinate with the Safety Officer to ensure the areas using Glutaraldehyde comply with safety regulations.  All users are required to follow established safety guidelines.

BACKGROUND:  Glutaraldehyde solution is used on heat sensitive items when no other means of high-level disinfection is available.  Glutaraldehyde is a highly effective germicide and is widely used for high-level disinfection of medical instruments.  Two federal agencies; the Environmental Protection Agency (EPA) and the Food and Drug Administration (FDA) regulate chemical germicides used in healthcare.  Due to concerns over the potential adverse effects of exposure to Glutaraldehyde liquid and vapor, it is recommended to minimize its use and centralized processing of intrumentations to SPD.

PROCEDURES:

1.  Personal Protective Equipment (PPE) - Personnel performing decontamination duties must be properly protected from cross contamination and hazards associated with handling hazardous chemicals.  Decontamination gloves, impervious gowns, and eye/face protective shields are required.  Gloves made of butyl rubber, nitrile rubber, or polyethylene must be used if direct contact with solution is necessary.  Personnel must familiarize themselves with the product by reviewing information provided on the Material Safety Data Sheet (MSDS) of the product.

2.  Cleaning -Immediately after the procedure, the equipment or instruments must be cleaned with an enzyme solution to reduce bioburden.  Rinse thoroughly and inspect the item for signs of damage.  Items are transported to the decontamination area in a closed container.

3.  Disinfection – Leak test all fiberoptic devices in accordance with manufacturer’s guideline before immersing.  Glutaraldehyde has no cleaning ability therefore, it is very important that items are cleaned before immersion into the disinfecting solution.  In order to achieve high-level disinfection, the solution must be contact with all surfaces, lumens/channels for the prescribed amount of time.  Follow the manufacturer’s instructions length of exposure.  Rinse thoroughly to remove residual chemicals.  A registry must be maintained detailing the item disinfected, time or insertion, time or removal, concentration tested performed and the signature of the employee.

4.  Preparation of Solution - Solution must be measured and mixed according to manufacturer’s guidelines.  The solution shall be labeled with date of mixture and expiration date and time.  Follow manufacturer’s recommendation for shelf life.

5.  Testing of solution - Solution shall be tested with manufacturer approved testing strips and documented prior to each use to verify that the effective concentration is still present.  Follow manufacturer’s recommendations for determining concentration and documentation of testing results.  Testing strips generally expire 30 days after opening.

6.  Safe Work Practices - Glutaraldehyde shall be used in a room or area which has been approved by the Safety Officer or Industrial Hygienist, with proper ventilation or kept in enclosed container to minimize personnel exposure to solution and vapor.  Personal sampling/monitoring shall be conducted by the Safety Officer to ensure airborne concentration of Glutaraldehyde baseline is in compliance with the Occupational Safety and Health Act (OSHA) regulations.  The result of the air sampling will be relayed to the Service Chiefs of that work area to be shared with the affected employees.  All records of the monitoring will be kept on file in the Safety Office.  Other precautions are as follows:


a.  Keep lids on the disinfecting trays at all times except when transferring instruments into or out of the solution. 


b.  Immediately dispose of Glutaraldehyde-soiled rags or towels by rinsing with water and discarding in a closed plastic bag.


c.  Use Glutaraldehyde products in large, well-ventilated areas (For example, air-conditioned rooms should have a minimum of ten air exchanges per hour).

7.  Disposal - Expired Glutaraldehyde will be disposed of in accordance with Medical Center hazardous waste disposal.
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