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Subject:
Review of proposed regulation of various disinfectants, sanitizers, toners, and astringents to reduce volatile organic compounds

Pursuant to your recent inquiry of the California Department of Health Services (CDHS), please find below a summary of CDHS recommendations regarding proposed rulemaking on emission limits for categories of disinfectants, sanitizers, toners, and astringents.

(1) Hand sanitizers

CDHS supports the California Air Resources Board’s (CARB’s) decision not to include hand sanitizers as products required to meet new standards due to the public health need for these products as formulated.

(2) Sanitizers and disinfectants
CDHS understands that CARB has been informed by industry that they will be able to comply with the proposed standards without problems or loss of effectiveness.  However, from a public health perspective, CDHS would like to comment on hard surface disinfectants and sanitizers used on: 1) food processing equipment and utensils; and 2) reusable heat sensitive critical and semi-critical medical devices and non-critical medical devices and equipment surfaces.

Food Processing:  The Environmental Protection Agency (EPA) under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) and the Federal Food, Drug, and Cosmetic Act (FFDCA) regulates disinfectant and sanitizing solutions used on food processing equipment and utensils.  However, with passage of the Food Quality Protection Act of 1996 and the related Antimicrobial Regulation Technical Correction Act of 1998, federal regulatory responsibility for chemical hard surface sanitizers was moved from the U.S. Food and Drug Administration (FDA) to EPA (Office of Pesticides Programs, Antimicrobial Division).  In order for a sanitizer or a disinfectant to be marketed or used for sanitation of food processing equipment and utensils in California, its ingredients must have already been: 1) approved as indirect food additives in the relevant Federal Regulations, which California adopts Title 21 Code of Federal Regulations (CFR) Part 178, or generally recognized as safe (GRAS); and 2) registered as pesticides at the California Department of Pesticide Regulation.  

CARB defines volatile organic compounds (VOCs) as any compound containing at least one atom of carbon.  CARB proposes the maximum VOC concentration (one percent VOCs either in a disinfectant liquid or a sanitizer) to be determined from a “ready to use” disinfectant or sanitizer solution, not its concentrated form.  Most food sanitizers and disinfectants would comply with the proposed CARB regulations.  Most food sanitizers and disinfectants used in California are chlorine based (e.g., chlorine, hypochlorite, hypochlorous acid, or chlorine dioxide; none of which has a carbon atom) or quaternary ammonium compound.  Although quaternary ammonium compounds used as disinfectants or sanitizer solutions may contain carbon atoms, these sanitizers and disinfectants are sold in concentrate form, e.g., must be highly diluted before being used generally less than one percent of quaternary ammonium base.  Alcohol based disinfectants and sanitizers are seldom used for sanitizing food processing equipment and utensils in California.  

Medical Devices:  Disinfectant and sanitizing solutions used on reusable heat sensitive critical and semi-critical medical devices and non-critical medical devices and equipment surfaces are regulated federally by the FDA under the FFDCA.  Specifically, pursuant to the FFDCA, FDA has promulgated regulations for these products (21 CFR Sections 880.6885 and 880.6890).  For a person to market a liquid chemical sterilant/high level disinfectant for use on reusable heat sensitive critical and           semi-critical medical devices, he or she must submit a pre-market notification [510(k)] submission to the FDA prior to its introduction into interstate commerce.  The effective use of liquid chemical sterilants/high level disinfectants is important in preventing nosocomial infections.  

A general purpose disinfectant is used to pre-clean or decontaminate critical or       semi-critical medical devices prior to terminal sterilization or high level disinfection.  General purpose disinfectants make only topical contact with intact skin and are exempt from the pre-market notification procedures.  EPA and California Department of Pesticide Regulation approve general use disinfection and sanitizing cleaners, even for use in hospital, clinical and dental offices, home care, etc., so long as the disinfection is considered “moderate to low level.”

The existing federal and state regulation of hard surface disinfectants and sanitizers used on: 1) food processing equipment and utensils; and 2) reusable heat sensitive critical and semi-critical medical devices and non-critical medical devices and equipment surfaces require these products to be effective and safe.  Therefore, CDHS recommends that CARB exempt from the proposal, hard surface disinfectants and sanitizers, that are used on food processing equipment and utensils by manufacturers; and reusable heat sensitive critical and semi-critical medical devices and non-critical medical devices and equipment surfaces. 

Summary:  Hard surface disinfectants and sanitizers are used by manufacturers of products regulated by CDHS and consumers.  It is CDHS’s opinion that CARB’s decision on these products would not compromise the efficacy of the disinfectants and sanitizers that are currently used.  However, the future impact on the efficacy of surface disinfectants and sanitizers for new and emerging pathogens in the medical device industry, the drug industry, and consequently the public’s health is unknown.  Therefore, CDHS is opposed to the changes proposed by CARB that would affect hard surface sanitizers and disinfectants used in medical device industry and the drug industry until more scientific evidence is available to inform regulatory changes.  CDHS does not oppose the CARB proposals affecting food sanitizers and disinfectants.

(3) Toners/astringents 

CDHS has not identified a critical role of these products in protecting public health.  However, CDHS would like to respond to this issue at a later time because CDHS understands that CARB is not planning on including toners/astringents in its upcoming rulemaking.  Specifically, CDHS Food and Drug Branch would like to identify the difference between astringents that are for drug use vs. those that are cosmetics.  This difference will take time to design.

Thank you for the opportunity to comment on the proposed rulemaking process.  If you have any questions regarding these comments, please contact me at (916) 440-7575 or via e-mail at kreilly@dhs.ca.gov. 

