Single-Use Device (SUD) Reprocessing
Key decision parameters to consider

In today’s healthcare environment there is an increasing need to positively impact the cost structure – and turn look for opportunities for savings that result in better net profits.  This has prompted many hospitals to reprocess certain devices labeled as single-use devices (SUDs).     

Recent developments
· GAO report (June 2000) – concluded that clinical evidence supports that certain SUDs can be reprocessed and that substantial cost savings are available.

· FDA guidance document (August 2000) – applied the same regulatory requirements for reprocessors that apply to OEMs, establishing specific guidelines for reprocessing.

· HCFA/CMS reimbursement (August 2001) – stated that if SUDs are reprocessed according to the FDA guidance document, reprocessed devices are approved for reimbursement exactly like new devices (both inpatient and outpatient).

· Medical Device User Fee and Modernization Act – MDUFMA (October 2002) – a legislative act that led to additional FDA guidelines regarding labeling and enhanced validation data for FDA clearance.
· FDA survey of hospitals found that 24% of hospitals are reusing at least one SUD.    

The decision to reprocess SUDS must be made by each individual hospital.  Hospitals should establish a multi-departmental reprocessing team to determine the feasibility and approve any initiatives on reuse of SUDs.   If a decision is made to move forward with reuse of SUDs, this team might also be responsible for implementation of a reprocessing program, including the development of policies and procedures for this initiative.  Membership on this committee or team might include staff from materials management, risk management, infection control, clinical/patient care, safety, administration, legal, and public relations.

Considerations in the decision making process
Internal 

· Top-level administration should fully support reuse of SUDs and drive the implementation. 
· Consider which reprocessing method (sterilization or high-level disinfection) is most appropriate for each category of device.

· Staff education is need to explain the science and regulatory oversight associated with reuse of SUDs
· Hospitals will need to perform preliminary decontamination on-site using the hospital’s protocol for cleaning reusable equipment. 
Cost Savings
· Cost savings opportunities will be based on a number of factors, including

· staff compliance 

· range and type of devices selected by the hospital
· cost of the devices to be reprocessed 
· pace of implementation  (Note: this pace should be individualized based on the needs of your organization to ensure the greatest compliance with the initiative. 
· number of cycle turns (number of times a specific device can be reused) (Note: Factors that impact cycle turns are the reprocessing method, durability of the manufacturer’s device, and the staff handling of the device.  
· Cost savings estimates can be validated with face-to-face discussions with potential reprocessing vendors. The ongoing review of the actual results will help determine where to set budget goals for each department and overall for the hospital.  

Selection of a Third Party Reprocessor
· Safety  –  All reprocessors are required to be compliant with all FDA requirements as outlined in their August 2000 guidance document, including the Quality System Requirements (QSR).    FDA inspection reports may also be reviewed.
· Selection – the broader the range of devices and the method of reprocessing utilized for the devices will yield the greatest savings.
· Support – The method for collecting devices at the hospital should be flexible, efficient and user-friendly.  Other considerations include type of and frequency of on-site support,  reporting capabilities (eg types of quality reports, certificate of liability insurance, and device tracking capability..
Safety Institute - Resources
The Safety Institute has a number of tools and resources to evaluate options for reuse, review regulatory requirements, and calculate cost savings estimates.   Review Premier’s Reuse of SUDs Issues Paper for a summary of key issues and Premier’s position on reuse of SUDs
Visit the Safety Institute at www.premierinc.com/safety
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