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BACKGROUNDBACKGROUND

Substances used in or on Substances used in or on 
living humans or animals:living humans or animals:

Are Drugs or Medical Devices Are Drugs or Medical Devices 
Are regulated by the Food and Are regulated by the Food and 
Drug Administration under Drug Administration under 
the the Federal, Food, Drug and Federal, Food, Drug and 
Cosmetic Act (FFDCA)Cosmetic Act (FFDCA)

Substances used in or on Substances used in or on 
inanimate surfaces:inanimate surfaces:

Are pesticide products or Are pesticide products or 
devices devices 
Are regulated by EPA under Are regulated by EPA under 
the the Federal Insecticide, Federal Insecticide, 
Fungicide, and Rodenticide Fungicide, and Rodenticide 
Act (FIFRA)Act (FIFRA)
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Antimicrobial PesticidesAntimicrobial Pesticides

Under FIFRA, an Under FIFRA, an 
antimicrobial pesticideantimicrobial pesticide is is 
defined as a substance defined as a substance 
intended to intended to disinfect, disinfect, 
sanitize, reduce or mitigate  sanitize, reduce or mitigate  
microbiological organisms microbiological organisms 
on inanimate surfaceson inanimate surfaces
(other than those on or in (other than those on or in 
living humans or animals).living humans or animals).

http://images.google.com/imgres?imgurl=http://www.medcatalog.com/images/CalTech.jpg&imgrefurl=http://www.medcatalog.com/D_E/disinfectants.htm&h=192&w=190&sz=9&hl=en&start=2&tbnid=9X5AuFCwow9FeM:&tbnh=103&tbnw=102&prev=/images%3Fq%3Ddisinfectants%26ndsp%3D18%26svnum%3D10%26hl%3Den%26lr%3D%26safe%3Dactive%26sa%3DN
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EPA Approvals Under FIFRAEPA Approvals Under FIFRA

EPA approval for a pesticide under FIFRA is either by EPA approval for a pesticide under FIFRA is either by 
registrationregistration (i.e., license) or by (i.e., license) or by exemptionexemption (i.e., temporary (i.e., temporary 
approval).approval).
FIFRA’sFIFRA’s standard for registration is that the product may standard for registration is that the product may 
not cause “unreasonable adverse effects” when used not cause “unreasonable adverse effects” when used 
according to the label.according to the label.
RegistrationsRegistrations::

Section 3 registration (Federal):Section 3 registration (Federal): registrant submits  registrant submits  
required data and labeling to EPA for approval.required data and labeling to EPA for approval.
Section 24(c) registration (State):Section 24(c) registration (State): registrant submits registrant submits 
required data and labeling to the state, which issues a required data and labeling to the state, which issues a 
“special local needs” registration.  EPA has 90 days to “special local needs” registration.  EPA has 90 days to 
accept or reject it.accept or reject it.
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DISINFECTANT DATA DISINFECTANT DATA 
REQUIREMENTSREQUIREMENTS

Active ingredient data (for risk assessment):Active ingredient data (for risk assessment):
product chemistryproduct chemistry

environmental fateenvironmental fate

fish and wildlifefish and wildlife

acute/chronic toxicity dataacute/chronic toxicity data

Product specific data (for labeling):Product specific data (for labeling):
Chemistry (ingredients, physical/chemical characteristics)Chemistry (ingredients, physical/chemical characteristics)

Acute toxicity (“six pack”)Acute toxicity (“six pack”)

Efficacy (product performance testing required for all public Efficacy (product performance testing required for all public 
health products)health products)
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Efficacy Data and Public Health Efficacy Data and Public Health 
Product Categories Product Categories 

Efficacy test methods and Efficacy test methods and 
public health claim public health claim 
categories:categories:

SanitizersSanitizers

DisinfectantsDisinfectants

VirucidesVirucides

Sterilants/sporicidesSterilants/sporicides

For guidance on tests, see: For guidance on tests, see: 
www.epa.gov/oppbead1/mwww.epa.gov/oppbead1/m
ethods/atmpa2z.htmethods/atmpa2z.htm
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Efficacy Tests for DisinfectantsEfficacy Tests for Disinfectants
Disinfectants must Disinfectants must 
pass either the pass either the AOAC AOAC 
Use Dilution TestUse Dilution Test oror
Germicidal Spray Germicidal Spray 
Products TestProducts Test (see (see 
http://www.epa.gov/http://www.epa.gov/
oppad001/dis_tss_docoppad001/dis_tss_doc
s/diss/dis--01.htm01.htm))
Tests may include:Tests may include:

1.1.

2.2.

3.3.

Salmonella choleraesuisSalmonella choleraesuis
Staphylococcus aureusStaphylococcus aureus
Pseudomonas aeruginosPseudomonas aeruginosaa

“Positive Carrier”

(Limited Disinfectant—1 or 2)
(Broad-spectrum Disinfectant—1 and 2)
(Hospital Disinfectant—1, 2 and 3)

http://www.epa.gov/oppad001/dis_tss_docs/dis-01.htm
http://www.epa.gov/oppad001/dis_tss_docs/dis-01.htm
http://www.epa.gov/oppad001/dis_tss_docs/dis-01.htm
http://www.epa.gov/oppad001/dis_tss_docs/dis-01.htm
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Efficacy Testing for Avian Influenza A Efficacy Testing for Avian Influenza A 

To claim inactivation of To claim inactivation of avian influenza Aavian influenza A, a , a 
disinfectant must be successfully tested disinfectant must be successfully tested 
against it using one of the above tests.against it using one of the above tests.

If EPA reviews and accepts the test results, If EPA reviews and accepts the test results, 
the claim may be approved, and the product the claim may be approved, and the product 
may be sold/distributed legally for that may be sold/distributed legally for that 
purpose.purpose.
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Registered Disinfectants for AI virusRegistered Disinfectants for AI virus

100 disinfectants are registered for AI virus100 disinfectants are registered for AI virus
Use is limited to poultry houses, farm premises, Use is limited to poultry houses, farm premises, 
and farm equipmentand farm equipment
Disinfectants are tested and registered for use on Disinfectants are tested and registered for use on 
precleaned, hard, nonporous surfacesprecleaned, hard, nonporous surfaces
Must follow label directions to be effectiveMust follow label directions to be effective
See list of AIV products on EPA’s WebsiteSee list of AIV products on EPA’s Website

www.www.epaepa..govgov/pesticides//pesticides/factsheetsfactsheets/avian./avian.htmhtm
Linked to Federal Pandemic Flu Strategic Plan Website:Linked to Federal Pandemic Flu Strategic Plan Website:
www.www.pandemicflupandemicflu..govgov

http://www.epa.gov/pesticides/factsheets/avian.htm
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DISINFECTANT LABELING DISINFECTANT LABELING 
REQUIREMENTSREQUIREMENTS

EPA regulations specify label format and contentEPA regulations specify label format and content

EPA stamps the label “Accepted” when it registers EPA stamps the label “Accepted” when it registers 
a new product or approves an amendmenta new product or approves an amendment

You may obtain labels by inserting EPA Reg. No. You may obtain labels by inserting EPA Reg. No. 
at http://www.epa.gov/pesticides/pestlabels/at http://www.epa.gov/pesticides/pestlabels/

“The Label is the Law”“The Label is the Law” ——Users must obey the Users must obey the 
Misuse Statement:  “It is a violation of federal law Misuse Statement:  “It is a violation of federal law 
to use this product inconsistent with its labeling.”to use this product inconsistent with its labeling.”

http://www.epa.gov/pesticides/pestlabels/
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Label ElementsLabel Elements
Product NameProduct Name
Company Name and AddressCompany Name and Address
Net ContentsNet Contents
EPA EPA RegReg No. and Est. No.No. and Est. No.
Ingredients StatementIngredients Statement
Child Hazard WarningChild Hazard Warning
Signal Word Signal Word 
First AidFirst Aid
Precautionary Statements Precautionary Statements 
Environmental Hazards Environmental Hazards 
Physical/Chemical HazardsPhysical/Chemical Hazards
Directions for Use and Misuse StatementDirections for Use and Misuse Statement
Storage and Disposal InstructionsStorage and Disposal Instructions
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Sample LabelSample Label
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Child Hazard Warning and Child Hazard Warning and 
Signal WordSignal Word

Child Hazard Warning is on Child Hazard Warning is on allall labelslabels

Signal work is derived from Signal work is derived from toxtox studiesstudies
Category ICategory I DangerDanger

Category IICategory II WarningWarning

Category III/IVCategory III/IV CautionCaution



15

First Aid StatementFirst Aid Statement
Std. statements for Tox. Category I, II or IIIStd. statements for Tox. Category I, II or III

Note to Physician for Cat I (skin/eye) or Note to Physician for Cat I (skin/eye) or 
contains 10% petroleum distillatescontains 10% petroleum distillates
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Hazards to Humans and Domestic Hazards to Humans and Domestic 
AnimalsAnimals

Consequences of unprotected exposureConsequences of unprotected exposure

Personal Protective Equipment (PPE)Personal Protective Equipment (PPE)

Reentry interval or exposure levelReentry interval or exposure level
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Environmental HazardsEnvironmental Hazards

Toxicity to fish or birdsToxicity to fish or birds

Keep out of lakes, streams or pondsKeep out of lakes, streams or ponds

No effluent discharge without NPDES No effluent discharge without NPDES 
permit or approval of waste treatment plantpermit or approval of waste treatment plant
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Physical/Chemical HazardsPhysical/Chemical Hazards

FlammabilityFlammability

Shock HazardShock Hazard

Explosive PotentialExplosive Potential
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Use DirectionsUse Directions

Directions for Use must specify:Directions for Use must specify:
The surfaces, objects or inanimate The surfaces, objects or inanimate 
environments intended for treatment (floors, environments intended for treatment (floors, 
walls bathroom surfaces, etc.)walls bathroom surfaces, etc.)
The major areas in which the product is The major areas in which the product is 
intended for use (hospitals, restaurants, homes, intended for use (hospitals, restaurants, homes, 
schools).schools).
The level of activity (e.g., Sanitizer, The level of activity (e.g., Sanitizer, 
Disinfectant, Sporicide)Disinfectant, Sporicide)
Pathogens against which product is effectivePathogens against which product is effective
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Use Directions (cont’d.)Use Directions (cont’d.)

How the product must be applied:How the product must be applied:
PrePre--cleaning stepcleaning step

Recommended use dilution and provide Recommended use dilution and provide 
instructions for preparing it including the units instructions for preparing it including the units 
of measure (ounces, quarts).of measure (ounces, quarts).

Method of applicationMethod of application

Contact timeContact time

How to remove the product from the surface How to remove the product from the surface 
after the recommended exposure timeafter the recommended exposure time
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FINAL POINTSFINAL POINTS

Disinfectants are registered and explicitly Disinfectants are registered and explicitly 
labeled based on safety and efficacy data.labeled based on safety and efficacy data.

To maximize safety and effectiveness, follow To maximize safety and effectiveness, follow 
all label directions all label directions exactlyexactly..

Questions about finer points of using the Questions about finer points of using the 
product should be directed to the registrant.product should be directed to the registrant.

Questions about regulations or policies may Questions about regulations or policies may 
be directed to EPA.be directed to EPA.
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