This Risk Assessment Worksheet is provided to you as information only.
Risk-Assessment Worksheet
Issue:


Off-label use for undisturbed time after surface disinfection

Assessment Date:
April 2018
Scoring:

Low = 1
Moderate = 3

High = 5

Team Members:
Names of Team Members (e.g., Hospital infection Control Committee)
Meeting Actions:
Team members evaluated the evidence and determined that off-label use of undisturbed time was sufficient                                         


to disinfect noncritical environmental surfaces and noncritical patient care equipment in a healthcare                                        


environment.
	Suggested Questions
	Benefit
	Risk

	What is the truth about disinfectant contact time?
	Most manufacturers suggest the user maintain wetness for the duration of the contact time.  The method used to assess efficacy of disinfectant wipes by the EPA is the Disinfectant Towelette Test.  The procedure involves using one towelette to wipe ten carriers/slides.  The area of the towelette used for wiping is folded and rotated so as to expose a new surface of the towelette for each carrier.  To generate test cultures, carriers are inoculated using pathogens Staphylococcus aureus, Pseudomonas aeruginosa, and Salmonella enterica.  The test procedure involves wiping the slide back and forth for a total of six passes across the inoculums for ±5 seconds of specified time.  The Petri dish is closed and allowed to sit undisturbed for the given contact time.  Surfaced are not assessed for wetness* and the EPA does not require test surfaces to remain wet during the test method.  For a wipe, the treatment time is the kill time and includes a wet time plus wiping, which results in physical removal and inactivation by the disinfectant, as well as the undisturbed time. Duration of wet time is not relevant. 
*Clostridium difficile and Candida auris are assessed using a different methodology.

Score = 5    
	No risk was determined to be associated with utilizing a treatment time instead of a wet time for the given contact time of a disinfectant.
Score = 1

	What is the impact on patient care delivery?
	There are no data demonstrating a benefit of a wet time versus a treatment time of a disinfectant used for surface disinfection.   More than a dozen articles** demonstrate the ability of EPA-registered disinfectants to inactivate healthcare-associated pathogens (e.g., MRSA, VRE, CONS) with a contact time of ≤1 minute.  Additionally, data demonstrate that quaternary ammonium compounds (QUAT) continues to have significant antimicrobial activity that extends beyond the wet time on a surface.  That is, our surface disinfectant (a QUAT alcohol) has a sustained antimicrobial effectiveness (e.g., >6 hours) against HA pathogens when left on the surface undisturbed.  As mentioned, the registration test for a disinfectant wipe is the EPA Disinfectant Towelette Test, and the label should be interpreted as the “treatment time”. If a disinfectant wipe has an EPA registration time of 2 minutes, then the surface (e.g., wiped) should be allowed to remain undisturbed for the EPA registration time of 2 minutes (i.e., duration of wet time is not relevant).  
Score = 5
	No risk was determined to be associated with utilizing a treatment time instead of a “wet” time.
Score=1

	How does the issue affect the staff?
	Some liquid disinfectants used for surface disinfection have a “wet” time of 10 minutes. In order to achieve a “wet” time of 10 minutes, as recommended by the labeling on many disinfectants, reapplication of the disinfectant is required up to 5-6 times for a given surface, as the typical drying time of water-based disinfectant is 1.5-2 minutes while alcohol-based disinfectants dry much faster.  It is not practical to expect a healthcare worker to watch and reapply application(s) of disinfectants to achieve this “wet” time, especially if the contact time is long (e.g., 10 minutes).  There is also subjectivity of dryness to consider; is it really dry or just partially dry?  Finally, environmental conditions such as temperature, humidity and air flow play a role in how fast a disinfectant (or any liquid) dries on a surface.   Using a treatment time instead of a wet time efficiently utilizes the time of the healthcare worker as well as ensures the surfaces are hygienically clean and free of pathogens in sufficient numbers to prevent disease.  

Score=5 
	Requiring staff to follow label directions for actions with no proven benefit to employee or patient safety may serve to reduce efforts proven to improve patient outcomes and healthcare worker efficiency.  
Score=1

	What is the impact on HAIs
	Multiple scientific studies have demonstrated the efficacy of hospital disinfectants against pathogens causing HA infections (HAIs) with a contact (not wet) time of a least one minute.
Score=5
	There are no data that demonstrates improved infection prevention with a “wet” contact time vs. a wet/dry treatment time.  
Score=1

	How does the issue affect any visitors, volunteers, and so forth?
	NA
	NA

	What is the impact on public safety?
	NA
	NA

	What is the financial impact of the issue on the organization?
	The use of treatment time versus reapplication of disinfectant to achieve the specified “wet” time for non-critical surfaces results in more staff time spent caring for patients and less exposure to the deleterious effects of the disinfectants.

Score=3
	Based on the EPA-registration testing methodology, the treatment time (i.e., undisturbed time, duration of wet time not relevant) is the correct interpretation for wipes used for surface disinfection. 
Score=3

	What is the impact on the physical structure, including buildings, departments, units, or other areas?
	NA
	NA

	Does the issue affect the exterior environment, including access, exit from buildings, grounds, rest areas, and so forth?
	NA
	NA

	What is the impact on equipment, including its use, function, serviceability, and so forth?
	Less use of disinfectants on noncritical environmental surfaces and noncritical patient care equipment will prolong the useful life, serviceability and function of these surfaces and equipment due to the deleterious effects of the disinfectants.

Score=5
	Prolonged use of germicides may have a deleterious effect on the equipment’s use, function, and serviceability.  Some germicides (alcohol and chlorine) can cause deterioration of rubber, plastics, and metals.

Score=1

	What is the impact on the internal physical systems?
	NA
	NA


Total Benefits Score=28

Total Risk Score=8

Meeting Actions:
The team members score each point as outlined, and concurred that there is no advantage to utilizing EPA-



registered disinfectants at the manufacturer’s recommended wet time per specific disinfectants for 




disinfection of noncritical environmental surfaces and noncritical patient care equipment.

Regulatory Analysis:
The Joint Commission

The Joint Commission incorporates by reference the 2008 CDC Guideline for Disinfection and Sterilization in Healthcare Facilities, Recommendation 5K: Disinfect noncritical surfaces with an EPA-registered hospital disinfectant according to the label’s safety precautions and use directions.  Most EPA-registered hospital disinfectants have a label contact time up to 10 minutes.  However, many scientific studies have demonstrated the efficacy of hospital disinfectants against pathogens with a contact time of a least 1 minute.  In addition, recent literature has identified the EPA testing methodology for disinfectant wipes/sprays utilize treatment or undisturbed time versus “wet” time.  Essentially, “wet” time is not relevant in the EPA testing methodology for wipes and sprays only treatment time.  By law, the user must follow all applicable label instructions on EPA registered products.   If the user selects exposure conditions that differ from those on the EPA-registered product label, the user assumes liability for any injuries resulting from off-label use and is potentially subject to enforcement action under FIFRA.  Category II, IC.




The Environmental Protection Agency




Under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) requires all pesticides and disinfectants 



disturbed and sold within the United States to be registered (licensed) by the EPA.  Before the EPA may 



register a disinfectant/pesticide under FIFRA, they must demonstrate efficacy against the targeted organisms 



using the AOAC published methods and, according to specifications “will not generally cause unreasonable 



adverse effects on the environment”.  FIFRA also gives the EPA the ability to regulate use through labeling, 



packaging, composition and disposal.  




The Occupational Safety and Health Administration



1910.1030(d)(4)















Housekeeping --















1910.1030(d)(4)(i)















 General. Employers shall ensure that the worksite is maintained in a clean and sanitary condition.  The 



employer shall determine and implement an appropriate written schedule for cleaning and method of 




decontamination based upon the location within the facility, type of surface to be cleaned, type of soil 




present, and tasks or procedures being performed in the areas.









1910.1030(d)(4)(ii) All equipment and environmental and working surfaces shall be cleaned and 




decontaminated after contact with blood or other potentially infectious materials. 






1910.1030(d)(4)(ii)(A) Contaminated work surfaces shall be decontaminated with an appropriate disinfectant 



after completion of procedures; immediately or as soon as feasible when surfaces are overtly contaminated or 


after any spill of blood or other potentially infectious materials; and at the end of the work shift if the surface 



may have been contaminated since the last cleaning.  

Management Date:
No adverse or sentinel events or other healthcare-associated infection data suggest a problem with the 



current policy of using the specified contact time as a treatment time versus “wet” time when disinfecting 



noncritical environmental surfaces and noncritical patient care equipment.  
Follow-up Plan:
Incident reports will be monitored for any issues and if any identified, this policy will be reviewed.

Approval:

The following leadership bodies have reviewed this risk assessment and adopted the position indicated.  During this review, each leadership body has concluded that this position is in the best interest of the patient.

	Leadership Body
	Date of approval

	Hospital Infection Prevention and Control Committee
	

	Environment of Care Committee
	

	Patient Safety Committee
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