HANDLING AND REPROCESSING OF REUSABLE MEDICAL SUCTION REGULATORS
1. PURPOSE: This procedure details the proper handling and reprocessing of medical suction regulators. 
2. BACKGROUND

a. Medical suction regulators are reusable medical equipment found in almost every patient care area of a hospital. These instruments may be used for routine clinical interventions as well as relied upon to provide suction for emergency airway clearance. Although the patient attachments of the suction circuit are disposed of on a routine basis, circuit misconnection or failure of a circuit component can cause gross debris to be suctioned inside of the regulator. 
b. The major suction regulators manufacturers as well as independent 3rd party evaluators recognize the likelihood of internal contamination and the need to address the internal passages of these devices.  

c. Medical suction regulators commonly have a gravity trap attached to them to act as a safety mechanism to prevent further equipment malfunction. These gravity traps are not disposable in nature and must be properly processed when contaminated to ensure they have been thoroughly decontaminated. 
d. Multiple professional disciplines interact with suction regulators on a routine basis. Clinicians interact with these devices to provide appropriate levels of suction for specific clinical interventions. Clinical engineers may perform needed preventative or required maintenance on these instruments. The exterior surfaces of these instruments are routinely disinfected along with other non-critical items in the patient environment, however, to date there has been no systematic method of addressing the risk created by a contaminated fluid path on the inside of these instruments.  

e. Definitions 
(1)
Reusable Medical Equipment (RME). RME is any medical equipment designed by the manufacturer to be reused for multiple patients. All RME must be accompanied by reprocessing instructions provided by the manufacturer. 

(2)
Standard Operating Procedure (SOP). An SOP is a document detailing all steps and activities of a process or procedure that is dated and signed by an approving official. 

(3) 
Reprocessing. Reprocessing is the cleaning, disinfection, sterilization, and preparation of equipment to full readiness for its subsequent use. The process of High Level Disinfection and sterilization must be completed inside of Sterile, Processing, and Decontamination (SPD). 

(4) 
Set-up. Set-up is the process of assembling the RME in preparation for a procedure in accordance with manufacturer’s instructions. 

(5) 
Competency. Competency is the assurance that an individual has received the appropriate training and has demonstrated an achieved skill level required to independently and appropriately perform an assigned task or responsibility. 

(6)
Quality Assurance. Quality assurance is the process for continuously monitoring the processes and outcomes of a pre-determined procedure to ensure safe patient care.
(7)
Maintenance. Maintenance includes the actions taken, in accordance with manufacturer’s instructions, to preserve the optimal and safe usefulness of medical equipment and its associated accessories. 

3. POLICY: 
a. Routine Disinfection: On a routine basis, the external surfaces of suction regulators will be disinfected using a method as determined by the facility. This process must be completed prior to using the regulator on another patient, or having another patient occupy the particular patient care area. This procedure can be completed at point of service (POS).
b. Routine Circuit Changes: Intermitting suction allows for exogenous circuit contaminants to be returned to patient, at present there is no identified patient risk from continuous suction units.  Evidence based manufacturer recommendations may allow for the disposal of circuit components on a routine basis (i.e. suction canisters will be changed Q48hrs) in lieu of internal processing in-between patients. If no manufacturer recommendations are made for circuit changes, intermitting regulators should be considered for processing in-between patients. Units without a demonstrated need for intermitting suction should consider purchase of continuous or disposable suction sources. 
c. Maintenance: Prior to performing maintenance by Biomedical Engineering the suction regulator will be processed by SPD according the manufacturer’s validated process to ensure it is safe to be disassembled. If no validated process exists to render the inside of the instrument safe for further handling it will be returned to the manufacturer for required service or disposed of as contaminated waste. 
d. Inadvertent Internal Contamination: During clinical use, if patient secretions bypass the disposable collection circuit and enter the inside of the suction regulator or the gravity trap bottle, the entire device will be cleaned, disinfected and sterilized by SPD before subsequent use on additional patients. SPD will ensure both the exterior contact surfaces and the interior fluid passages have been disinfected according to the manufacturers validated process before subsequent use on additional patients. If no validated process exists to disinfect the entire device it will be appropriately disposed of as contaminated waste. 
e. Contact Isolation Areas: As part of the turnover process for contact isolation areas, suction regulators will be cleaned, disinfected and sterilized by SPD before subsequent use on additional patients. SPD will ensure both the exterior contact surfaces and the interior fluid passages have been disinfected according to the manufacturers validated process before subsequent use on additional patients. If no validated process exists to disinfect the entire device it will be appropriately disposed of as contaminated waste.
f. Availability of Disposable Regulator: Disposable suction regulators, where available, will preclude the needed processing steps detailed in (a-g) above, provided they are single patient use and not used on multiple patients.  
4. ACTION 
a. Chief, SPD. The Chief, SPD, is responsible for: 

(1) Technical oversight of all reprocessing of medical suction regulators within the facility, regardless of organizational alignment. 

(2) Development, administration, and validation of initial and annual competencies for staff performing reprocessing medical suction regulators. 

(3) Ensuring all functions of SPD, regardless of organizational alignment, are functioning effectively; this includes: decontamination, preparation, case cart and distribution, etc.

5. REFERENCES 
a. Acceptable Cleaning Materials Include for Point of Service (POS)

· CaviWipes® XL

· Mild soapy water

· Super Sani- cloth®
· Sani- cloth®
· Sani-cloth® HB 

b. Acceptable Cleaning Agents if Decontamination and Sterilization is required

· Steris Prolystica® 2x 

· Medline Enzymatic presoak detergent cleaner

· Cardinal Health DetergeZyme® Enzymatic Presoak and Cleaning Solution.

· Ecolab Asepti-Zyme®.
c. Kaye, Keith, Marchaim, Dror, Smialowicz, Chester, & Bentley, Lauren. (2010). Suction regulators: a potential vector for hospital-acquired pathogens. Infection Control and Hospital Epidemiology, 31(7), 772-774.
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