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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON D.C., 20460

OFFICE OF
PREVENTION. PESTICIDES AND

TOXIC SUBSTKNCE3

EFT Holdings, Inc.
590 Burbank Street, Suite 220
Broomfield, CO 80020

Attention: Adrian Van Ineveld
Regulatoiy Manager ;

Subject: Penetrator 200-5000
EPA Reg. No. 74436-1
Amendment Application Date March 20,2008
EPA Received Date March 24,200 8

The following amendment, submitted in connection with registration under section 3(c)(7)(A)
of the Federal Insecticide, Fungicide! firid^Kodenticide Act (FIFRA), as amended, h acceptable
provided the following label revisions are incorporated:

» ̂  On pnge 1, under the First Aid seotionv move the statement for "If on Skin or Clothing" to
the top or second from the fop. Based, on dnta, the Acute Toxioity category for primary
skin is Category I for this product N

 v •>
• v, '

On page I, under the Storage and D^pdsal section, delete the wording "Material is
naturally biodegradable." Thj^olaim is false and misleading as described in 40 CFR part

•- '—
! \

On pnge 1, under Product Applications] second bullet, delete the wording "in a broad
spectrum of. This claim is faifo arid mislead ing as described in 40 CFR part 156.

On page 1, under Product Applications, third bullet, delete the wording "economical".
This claim is false and misleading as descnbed in 40 CFR part 156,

On p/ge 1, under Product Applicatiohsi'forth bullet, make the following changes;

In the beginning of that statement, add the wording "When used as directed",
o Add the word "kill" and delete the word "inhibit", Data supports the product as

disinfectant to treat ba'c'te'HalV
o Delete the wording "on most surfaces" Insert "hard non porous surfaces". Data

was not submitted to support claims to kill bacteria on porous and semi-porous
areas, ••:••!>•••.

o Add the wording "on hard rion-porous surfaces, porous, and semi-porous
surfaces" to qualify treatments as a deodorizer.
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On page 2, under Product Applications, tenth bullet, delete the woitflng "household
germs and". The overall statement is'fotnbiguous. The household germ claim implies that
the product is effective against kiilmvg bacteria in most of the use sites listed in that bullet.
However, the claim is misleading Because the product is used to treat "odors" for certain
sites (l.e., septic tank and sewage Backup). Therefore, you can revise the statement or

jicceptthe proposed changes that%&& instructed. _

On page 2, under Product Applli||loh'8, eleventh bullet, delete the word "multi-touch".
The reference for "oross-coiita'mftiatlb'n" can be implied treatment for public health
organisms. .:•.''&%.:{•

."..'0-;:^,|V,

For Water and Smoke DanYrigeiKestbratlon and Sewer Backup and River Flooding
claims, more informative language'feg'a'rding use directions for remedial treatments is
needed in the label. The label implied that professional remedial specialist may use this
product to treat odor causing bacteria" and fimgi on various surface areas, as well as areas
that have smoke damage. Hdw&vety the language regarding remedial treatment or
preventatlvo treatment is vagite;' Language needs to be incorporated that describes a
comprehensive remediation prograinFAs a reference, please see EPA Reg, No. 72304-1
for guidance. . -.; '*yi'$\\.£?

The proposed language for the Wft&i; ftml Smoke Damage Restoration and Scwor
Backup and River Flooding sectibrisfahat also includes subsections for carpet
treatment) is unclear. The Agency has accepted previous claims such as the ones you
have proposed and have worked with' the registrants to provide acceptable language. See
the attached example label for guidance.

Under the Shoe Bath section, please add the wording "Remove growth filth" at the |
beginning of the directions. Also, in the body of the directions, include the wording for |
use on shoes that are "hard non-porous on ly", j

Under the HIV directions, for Personal Protection, delete the word "should" and insert :
"must". The wording :. |

i
..- |

/* The claim "Stachybolrys chat-tarn" must be deleted from the labeling. Submitted data do i
not support this claim.

« The claim "Feline Norovlnra" must be revised to read "Feline calioivinis (Agency's !
acceptable surrogate for human norovirus)", j

a You must delete the C. difficile claim from your label. The Agency has re-evaluated its |
acceptance of Closft'idiutn dljflcile (vegetative form) on previously accepted claims and \
requests for new claims, Peer-reviewed scientific literature and case studies have !
consistently demonstrated that the C. difficile spore is the source of Clostrldlum difficile- ',
associated disease (CDAD), and is an immediate public health concern. After careful i
consideration, the Agency is certain that claims against the vegetative form of C. difficile \
are misleading (40 CFR 156.10(a) (5), and imply heightened efficacy. The Agency i
considers antimicrobial pesticides to be unique because of the critical nature of the threat
to public health that may result from ineffective use of products due to obsolete or 1
misleading labeling, As a result, auy reference to claims of effectiveness against ;



Closfi'ldlwn difficile (vegetative)'OR Clostridlutn difficile (without having supporting
data against C. difficile spores) ai'e unacceptable.

, _> ,- £?«.y.i ,
o The claim "MuHne norovtrus*\tia&{b<i deleted from the labeling. Data were not

submitted to support this claim, ,0^;,_'-

o All references to "Samtifcer'.fmust feVt deleted from the labeling. No data were submitted
to support this claim. i; ,\ • ̂  \,% v'

Submit and/or cite all data required foi r%s'tratton/reregistration of your product under
PIPRA section 3(cXS) and sectiohv<J(a)'AvKen the Agency requires all registrants of similar
products to submit such data, ^ v1, •; t1'-'5'"'',' VX, •

If the above conditions nre ri<5t 'Cbm^Iied! witKj the registration will be subject to cancellation
in accordance with F1FRA sebtioiVdCeJjj^oU^oIease for shipment of the product bearing the
amended labeling constitutes acceptaiice'of the'se conditions.

A stamped copy of the aeceptecl 'laoeffiig: la. enclosed. Submit three copies of your final
printed labeling to the Agency b'efiSVe^sfrib'tjtiiig 01 selling the product bearing the revised
labeling. *• '• ̂ ^^'vj^-1^.

If you have any questions Coru;erh.ing this letter, please contact Demson Fuller at (703)
308-8062. •, '•„ y-5f cV'-'V

,\ ^''lv''C^' ^ Sincerely

Marshall Swindell
Product Manager (33)
Regulatory Management Branch 1- v - , •

-. X'Vx \V ' Antimicrobials Division (75 IOC)
-,;vv\ -'^s
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