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TABLE 1 Processes Applied for Neutralization of Certain Antimicrobial Agent”
Neutralizers/Inactivators

Antimicrobial Agent

Alcohols
Isopropanol, Phenoxyethanol Polysorbate 80, dilution to sub-inhibitory levels
Aldehydes
2-Bromo-2-nitropropane-1, 3-diol (Bronopol) Serum, cysteine, thiosulfate, thioglycolate, metabisulfite
Formaldehyde Sodium sulfite, ammonia, histamine
Glutaraldehyde Dilution to sub-inhibitory levels, sodium bisulfite, sodium sulfite, glycine, cystine, cysteine

N-(3-Chloroallyl)hexaminium Chloride (Dowicide Q)
Dimethylol-5, 5-dimethylhydantoin (Glydant)
Biguanides and Bis-biquanides

Dilution to sub-inhibitory levels
Dilution to sub-inhibitory levels

Chlorhexidine Lecithin/polysorbate 80, sodium oleate
Polyhexamethylene biguanide HCL (Cosmocil CQ) Polysorbate 80/lecithin
Phenolics
Phenylphenol, Chloroxylenol, Cresols, Chlorocresols, Nonionic surfactants, polysorbate 80, and/or dilution to sub-inhibitory levels
Phenol
Bis-Phenols
Triclosan >10 % polysorbate 80/lecithin, and dilution to sub-inhibitory levels

Hexachlorophene
Quaternary Ammonium Compounds

Cetrimide, Benzalkonium and Benzethonium Chloride
Mercurials and Silver

>10 % polysorbate 80/lecithin, and dilution to sub-inhibitory levels

Lecithin/polysorbate, suramin sodium, organic material, 0.5 % polysorbate 80, cyclodextrins
Sulfhydryl compounds, thioglycolic acid, thiosulfate, bisulfite, ammonium sulfite

Organic Acids

Benzoic, Propionic, Sorbic Nonionic surfactants, dilution to sub-inhibitory levels, pH 7 of above
Halogens

Hypochlorite Thiosulfate and/or dilution to sub-inhibitory levels

lodine Thiosulfate, polysorbate 80, skim milk

Bromine Thiosulfate and/or dilution to sub-inhibitory levels
EDTA Mg*2 or Ca*2 ions

Imidazolidinyl urea
Methyl-, and dimethylchloroisothiazolinone (Kathon)

Dilution to sub-inhibitory levels
Amines, sulfites, mercaptans, sodium bisulfite, heparin

Parabens
Methyl-, ethyl-, propyl-, butyl-parahydroxybenzoate Lecithin, filtration, dilution to sub-inhibitory levels, polysorbate surfactants, 1 % polysorbate 80 or 20
Hydrogen Peroxide Catalase
A Sodi ol
Peroxyacetic Acid Thiosulfate

ASutton, S. V. W., “Neutralizer Evaluations as Control Experiments for Antimicrobial Effectiveness Tests,” Ch. 3 in Handbook of Disinfectants and Antiseptics,
Marcel-Dekker, NY, 1996, p. 300.
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FIG. 1 Testing Schema for Neutralization Assay with Recovery on Semi-solid Medium



https://standards.iteh.ai/catalog/standards/sist/fef0ebc6-96bf-41ae-9379-8923131efa7f/astm-e1054-21e1

Al E1054 - 21"
ull



https://standards.iteh.ai/catalog/standards/sist/fef0ebc6-96bf-41ae-9379-8923131efa7f/astm-e1054-21e1

TestA

utl

E1054 - 21¢'

Neutralizer Effectiveness

TestB
Neutralizer Toxicity

Test C
Test Organism Viability

Test D
Test Material Control

30 CFU/mL-100 CFU/mL
Test Organism

\2
Neutralizer/Nutrient
Medium
Product
2
Incubate

Check for Growth

30 CFU/mL-100 CFU/mL
Test Organism
{
Neutralizer/Nutrient
Medium

PBS
|

Incubate

Check for Growth

30 CFU/mL-100 CFU/mL
Test Organism
2
Nutrient
Medium

PBS
l

Incubate

Check for Growth

30 CFU/mL-100 CFU/mL
Test Organism
{
Nutrient
Medium

Product
Incubate

Check for Growth

FIG. 2 Testing Schema for Neutralization Assay with Recovery in Liquid Medium
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FIG. 3 Testing Schema for Neutralization Assay with Recovery by Membrane Filtration
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) (plate count 1-+plate count 2)
number of survivors = =

3 Dixon, W. J., and Massey, F. J., “Introduction to Statistical Analysis;2, McGraw-Hill Book Co., NY, 1983, p. 678.

4 Parker, A., D. Walker, D. Goeres, N. Allan, M. Olson, and A. Omar. Ruggedness and reproducibility of the MBEC biofilm disinfectant efficacy test. J Microbiol Methods,
102: 2014, pp 55-64.

3 Fritz, B., D. Walker, D. Goveia, A. Parker, and D. Goeres. Evaluation of Petrifilm Aerobic Count plates as an equivalent alternative to drop plating on R2A agar plates
in a biofilm disinfectant efficacy test. Current Microbiol, 70(3): 2015, pp 450-456.

¢ Safety and Effectiveness of Health Care Antiseptics; Topical Antimicrobial Drug Products for Over-the-Counter Human Use, A Rule by the Food and Drug
Administration, Fed. Reg. 82(243): 60487, 21 CFR 310, 20 Dec 17

7 Wellek S. Testmg Stattsttcal Hypotheses of EqLuvalence and Nomnferlortty, 2nd Ed CRC Press, Boca Raton FL. 2010 432 p.

0 v e M a stof;— p—399-Seigal, S., and Castellan, N. J.,

Nonparamemc Stattsttcs for the Behavtoral Sciences, McGraw Hlll Boston, MA, 1988, p. 399

10


https://standards.iteh.ai/catalog/standards/sist/fef0ebc6-96bf-41ae-9379-8923131efa7f/astm-e1054-21e1

E1054 - 21¢'

utl

. (plate count 1-+plate count 2)
number of survivors = =

11


https://standards.iteh.ai/catalog/standards/sist/fef0ebc6-96bf-41ae-9379-8923131efa7f/astm-e1054-21e1

