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Summary 

CleanPatch™ is a medical surface repair product for 

hospital beds and stretchers that restores damaged 

mattresses to an intact and hygienic state. The purpose 

of this bulletin is to provide information about 

CleanPatch and how this product might be viewed by 

agencies in the United States, namely the Food and Drug 

Administration (FDA), Centers for Disease Control (CDC) 

and The Joint Commission (JC). This bulletin solely 

represents the opinions and understanding of Surface 

Medical Inc. (SMI) and is not to be received as guidance 

or positions of any other person, group or agency other 

than SMI. Please contact SMI directly for clarification, 

copies of the source documents used to prepare the 

Technical Bulletin, or additional information. 
 

CleanPatch is a Class I medical device, registered with the 

FDA
1
. Both CDC and JC guidelines indicate that mattress 

surface repair is permissible when it is performed with a 

clinically validated impermeable, product and in 

conjunction with a defined protocol
2,3

. SMI has 

completed several years of independent testing and has 

developed a Mattress Inspection and Repair Program 

consistent with the policies of these organizations to 

guide healthcare facilities in the implementation of this 

product. 
 

Food and Drug Administration (FDA) 

CleanPatch is registered as a Class I medical device under 

the FDA’s Code of Federal Regulations (CITE: 

21CFR880.619
4
) and SMI (#10045243) is a registered 

establishment with the FDA. As such, SMI is responsible 

for, and diligently undertakes, maintenance of 

distribution records and tracking and assessing any 

complaints with respect to CleanPatch. 

 

Centers for Disease Control (CDC) 

In 2003, the CDC published Guidelines for Environmental 

Infection Control in Healthcare Facilities that provides 

guidance on the care of Standard Mattresses, Pillows, 

and Air-Fluidized Beds. The guidance indicates that 

surfaces can become contaminated with “body 

substances during patient care if the integrity of the 

covers of these items is compromised.” The guidance 

recommends that mattress covers be replaced when torn 

or visibly stained, and that repairing the surface with a 

permeable (leaky) seal was inadvisable. Recognizing that 

technology in healthcare textile repair is improving, a 

repair solution complies with the guidance when there 

are established protocols governing the product’s usage, 

and the repair seals the surface to an impermeable state. 

 

In an independent experiment that simulated 6 months 

of patient movement on a torn hospital mattress, 

CleanPatch effectively and consistently repaired the 

hospital mattress without fluid leakage. The mattress 

was subjected to 2880 compressions, 2880 rotations, 16 

cleanings (Benzalkonium Chloride, 516 ppm) and 16 

soakings with artificial urine (Study No. CP-0019). When a 

mattress cover permeability test developed by the UK 

National Health Service
5
 was performed, the repaired 

mattress was shown not to leak fluid through to the 

foam. This experiment demonstrated that CleanPatch 

sealed the tear, rendering the mattress intact and 

impermeable. 

 

The Joint Commission (JC) 

The JC is an organization that accredits more than 20,000 

healthcare organizations and programs in the United 

States. JC standards identify damaged mattresses and 

other soft surfaces as an infection risk and do not allow 

the use of commercial utility tape as a repair option. 

Standard EC.02.06.01 EP 26 requires that furnishings and 

equipment are safe and in good repair. JC standards 

further recommend that healthcare facilities develop a 

program to maintain ongoing compliance with 

established protocols that determine whether a mattress 

is to be repaired or replaced. Through its Mattress 

Inspection and Repair Program, SMI provides tools to 

assess the condition of mattresses and other soft 

surfaces, and training opportunities to assist with the 

implementation of its CleanPatch product; consistent 

with JC standards. 

 

 
 

 

Surface Medical Inc. is an Alberta-based medical device company focused on 

developing products to address an estimated 48 billion dollar problem that results 

in 100,000 deaths in North America each year: healthcare acquired infections. 

Founded in 2010, SMI is dedicated to creating innovative products that reduce 

the transfer of infection and facilitate the safe administration of healthcare for 

the benefit of practitioners and patients alike. For more information, please visit 

www.surfacemedical.ca  
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