High Level Disinfection: Sample Policy and Procedure

Purpose
To provide guidelines for achieving safe and effective manual chemical high-level disinfection of reusable medical devices. 

Policy
High-level disinfectants (HLDs) will be used according to the manufacture’s written instructions for use and federal, state, and local regulations.  High level disinfectants will be disposed of according to federal, state, and local regulations.  Perioperative personnel will wear personal protective equipment when handling chemical disinfectants. 

Procedure
1. Personal protective equipment must be worn during cleaning, decontamination, transport, and handling of chemical disinfectants.  This includes mask, gloves, protective eye wear, and fluid resistant gowns

2. High-level disinfectant is prepared according to manufacturer’s written instructions.

3. Follow the manufacturer’s written instructions for calculating expiration dates and labeling solution soaking containers.

4. The minimum effective concentration is checked prior to each use. 

5. The high-level disinfectant must cover and come into contact with all surfaces. This may require flushing of internal ports or channels.

6. The immersion time corresponds to the manufacturer’s guidelines for high-level disinfection.

7. Once soaking time has begun, NO other items are added.

8. When the disinfecting time has been reached, thoroughly rinse with running water.

Processing Medical Devices

Precleaning medical devices occurs at point of use. 

After pre-cleaning at the point of use, transport contaminated items to the decontamination area in a closed container or transport container that is leak proof, puncture resistant, large enough to contain all the contents and labeled with a biohazard legend.

Meticulous manual cleaning and rinsing of instruments must precede exposure to any high-level disinfectant.

After high-level disinfection, instruments are rinsed and any channels flushed with water to remove the disinfectant, thoroughly dried (using air and alcohol flush) with external surfaces wiped down and stored vertically in a dry and well-ventilated environment in accordance with the instrument manufacturers’ guidelines.

Protect high-level disinfected devices from contamination until they are delivered to the point of use.

Use a transport technique that does not re-contaminate the device.

Material Compatibility

Some patient care instruments are composed of a variety of materials such as rubbers, plastics, and metals that may be affected by ingredients in high-level disinfectants.

Consult the instrument manufacturers for compatible high-level disinfectants.

Incompatibility may result in damage to the instrument or voiding the instrument’s warranty. 
Use of Chemical Disinfectants

Use of chemical disinfectants only in well-ventilated areas, according to the manufacturers instructions for use.

Follow the high-level disinfectant safety data sheet and manufacturer’s instructions for use.

Keep chemical disinfectants in covered containers with tight-fitting lids.

Clearly label containers with the contents and expiration date.

Monitoring Disinfectant Solution and Exposure Time

Use of a test strip or other FDA-cleared testing device specific to the disinfectant and minimum effective concentration of the active ingredient for monitoring solution potency before each use.

Discard the solution if it falls below its minimum effective concentration (MEC) even if the designated expiration date has not been reached.

Product Safety

High-level disinfectants may have adverse health effects.

Healthcare workers who use high-level disinfectants must follow Occupational Safety and Health Administration (OSHA) guidelines.

The safety data sheet specific to the product/brand is readily available.

Refer to the safety data sheet recommendations for spill or leak procedures and to prepare a plan for handling spills.

Training

Those who process medical devices using manual chemical high-level disinfection will have annual documentation of proper training and demonstrate competency on an instrument reprocessing and high-level disinfection evaluation.
Documentation

Documentation of high-level disinfectant solution should include:

· Date Solution Opened

· Date Solution Expires

· Date and Time Solution Tested

· Temperature of Solution before Use

· Solution MEC Test Strip Results – Pass or Fail

Documentation of device processing should include:

· Date and time disinfection was performed

· Patient identifier, if applicable

· Physician name and procedure device was used on

· Load Contents and unique device identification number, if applicable

· Name of individual performing the disinfection

· Submersion time

· Verification of rinsing of the disinfected item

· Solution MEC Test Strip Results – Pass or Fail

FDA-Cleared High-Level Disinfectants
The United States Food and Drug Administration’s (FDA) most recent list of High-Level Disinfectants cleared in a 510(k) with General Claims for Processing Reusable Medical and Dental Devices can be accessed at: 

https://www.fda.gov/medical-devices/reprocessing-reusable-medical-devices-information-manufacturers/fda-cleared-sterilants-and-high-level-disinfectants-general-claims-processing-reusable-medical-and
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