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December 14, 2006 

opp Decision Number: 0-366369 

Olivia D. Laird 
Laird's Regulatory Consultants, Inc. 
The Agent for 
Sporicidin International 
17804 Braemar Place 
Leesburg, Virginia 20175-7046 

Subject: Application for Amended Registration 
Product Name: Sporicidin Brand Disinfectant Towelettes 
EPA Registration Number: 8383-7 
Application Date: 28-Mar-2006 
EPA Receipt Date: 31-Mar-2006 

OFFICE OF 
PREVENTION. PESTICIDES 
AND TOXIC SUBSTANCES 

The following amendment, submitted in connection with registration under section 3(c) (7) (A) of the 
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable with the 
following comments. 

Proposed amendment: 

• Add claim for use against Avian A virus 

Acceptable data: 

The submitted efficacy data (MRID No. 469037-01) support the use of the liquid. non-towelette 
product, Sporicidin Disinfectant Solution, as a disinfectant with virucidal activity against Avian 
influenza (H9N2) virus on hard, non-porous surfaces in the presence of a 5% organic soil load for a 
contact time of 10 minutes at full strength. 

Labeling comments: 

I. The proposed label claims that the towelette product, Sporicidin Brand Disinfectant 
Towelettes, is an effective disinfectant against Avian influenza A virus on hard, non-porous surfaces 
for a contact time of 1 0 minutes is acceptable. 
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2. The file for the product "Sporicidin Brand disinfectant Towelettes" indicates that claims for 
all organisms were transferred from the liquid product "Sporicidin Brand disinfectant Solution" to 
the towelette product without confinnatory data or supplemental data to bridge the claims. This 
agreement was made prior to establishment of guidance for demonstrating the effectiveness of 
towelette products and requirements for confirmatorylbridging data. This being the case, claims 
against Avian influenza A on the towelette product is currently acceptable (provided the labeling 
revisions listed in #2 below are made). 

Please Note: the Agency is revising it's guidelines for towelette testing, and substantial data may be 
required in the future to bridge claims for Avian influenza and other organisms to the towelette 
product. 

2. The proposed label now includes claims that the product, Sporicidin Brand Disinfectant 
Towelettes, is an effective disinfectant against Methicillin resistant Staphylococcus aureus (MRSA), 
Vancomycin resistant Enterococcus faecium (VRE), Pellicularia jilamentosa, and Penicillium 
variable on hard, non-porous surfaces. Sporicidin International did not provide data to support these 
claims. References to Methicillin resistant Staphylococcus aureus (MRS A), Vancomycin resistant 
Enterococcus taecium (VRE)' Pellicularia filamentosa. and Penicillium variable are currently 
acceptable, however additional data will be required in the future or during the time of reregistration 
to bridge these, and other bacterial claims to the towelette product. 

3. The proposed label now claims that the product, Sporicidin Brand Disinfectant Towelettes, is 
effective against Stachybotrys chartarum. The Agency has not yet accepted a protocol for 
determining efficacy of a product against Stachybotrys chartarum on porous surfaces where it is 
likely found, nor has Sporicidin International submitted any such efficacy data; therefore, the 
reference to Stacizybotrvs chartarum must be deleted from the product label. 

4. The proposed label now includes claims that the product, Sporicidin Brand Disinfectant 
Towelettes, is effective against Chaetomium globosum, and Aspergillus niger. Sporicidin 
International did not provide towelette data to support these claims, however they are currently 
acceptable, as data was conducted on the concentrate product. Note that additional data will be 
required in the future or during the time of reregistration to bridge these, fungicidal claims to the 
towelette product. 

5. The proposed label now includes directions for use on farm premises and food processing 
plants based on Avian influenza A claims. It is unlikely that a towelette product would be adequate 
to disinfect large items such as farm equipment, animal and poultry housing, barns, kennels, breeding 
pens, hatcheries, trucks and other vehicles, and large items and areas in food processing plants. The 
label must be made clear that the product's use is only for surfaces which are not conducive to 
treatment by immersion or excess liquid (e.g. electrical panels, cash registers, door knobs and similar 
"high touch" surfaces) that cannot be immersed or saturated by other means, or those which are not 
safe for treatment with an excess of liquid. For uses in hospital/medicallhealth facilities, the 
directions for use in hospital disinfection must be followed. For all other use sites, general 
disinfection directions for must be followed. 
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6. Featured statements/phrases emphasized/enlarged lettering, special graphics, or any product 
name that employs the terms "Avian influenza A" or "Bird Flu", are unacceptable. Featured 
statements/phrases, emphasized/enlarged lettering or special graphics that are employed for the 
primary purpose of especially promoting or drawing attention to product efficacy against Avian 
influenza A, are also unacceptable. For example, a featured, incomplete phrase such as 'Kills Avian 
influenza A" will not be permitted, but the phrase "Kills Avian influenza A on pre-cleaned 
environmental surfaces" is acceptable. 

7. The proposed label, page 2 (center panel) now lists directions "To Spot Clean, Deodorize, and 
Decontaminate Carpets." The term "Decontaminate" must be removed. This is an unwarranted 
public health claim and is not recognized for product label use by the Agency. This matter was 
previously addressed in an August 25, 2003 letter from the Agency to Sporicidin International's 
representative and in a June 25, 2002 efficacy DER regarding the liquid product, yet the claim 
remains on the product label. 

8. Under the heading "To Disinfect and Deodorize" on Page 2 (center panel) of the proposed 
label, the Sporicidin International must add the statement: "Use as many towelettes as necessary for 
the treated area to remain wet for the entire contact time," or similar. 

9. The proposed label, page 2 (left and center panels), lists 3 different contact times for different 
groups of organisms (i.e. 1 minute, 3 minutes, 10 minutes, and no contact time in the case of mold 
and mildew associated organisms). This is unacceptable. The user will not know which 
microorganisms are present on a surface to be treated, and therefore will not be able to determine 
which contact time to follow. Under the Directions for Use/To Disinfect and Deodorize section in 
the center panel, Sporicidin International must list a general contact time for disinfection of 10 
minutes. 

10. Per PR Notice 94-4, the following statement must be added to the label: 

"This product is not to be used as a terminal sterilantlhigh level disinfectant on any 
surfaces or instrument that (1) is introduced directly into the human body, either into 
or in contact with the bloodstream or normally sterile areas of the body, or (2) 
contacts intact mucous membranes but which does not ordinarily penetrate the blood 
barrier or otherwise enter normally sterile areas of the body. This product may be 
used to preclean or decontaminate critical or semi-critical medical devices prior to 
sterilization or high level disinfection. " 

II. Sporicidin International must make the following changes to the proposed label: 

On page 2 of the proposed label (left panel), change "manikins" to read "mannequins." 

On page 2 of the proposed label (left panel), change "wood" to read "treated wood," 
change "porcelain" to read "glazed porcelain," and change "tile" to read "glazed tile." 

On page 2 of the proposed label (left panel), change "differs in composition" to read 
"differ in composition." 

On page 2 of the proposed label (left panel), change "Salmonella choleraesuis" to read 
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"Salmonella enterica." The nomenclature of this organism has changed and this should 
be noted on the proposed label and in all future submissions. 

On page 2 of the proposed label (center and right panels), change "Avian influenza A 
virus" to read "Avian influenza A (H9N2) virus." 

On page 2 of the proposed label (middle panel), under the "To Kill, Clean and Prevent 
Mold and Mildew" section, change "Thoroughly wet pre-cleaned surface Sporicidin 
towelettes" to read "Thoroughly wet pre-cleaned surface with Sporicidin Disinfectant 
Towelettes. " 

On page 2 of the proposed label (right panel; last paragraph), change "or (2) contact" to 
read "or (2) contacts." 

Submit three (3) copies of the labeling bearing the revisions stated above. A copy will be stamped 
and returned for your records. 

If you have questions concerning this letter, please contact Stacey Grigsby by telephone at 703-305-
6440 or by email at grigsby.stacey(iicpa.go\ or me by telephone at 703-308-6422 or bye-mail at 
hcyward.adamtfl.epa.gov. 

Sincerely, 

Clam Heyward 
roduct Manager 34 

Regulatory Management Branch II 
Antimicrobials Division 
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DISINFECTANT TOWELE II ES 
A.n effective dl_ctanlend acfly. 
_oranl for apilals, cl!nits, medical, 
_al and _.., aIfIces, rab.rllo· 
ries, irldut1ria~ dean moolS, homes.l'Mll'S~ 
Ing 'at1e1 • .nbuiances, hom1s. restau-
ran~ sctms,lirpIants, traina, boa", 
auhls, bllSft,l1ealtft 9pn and Utlle-ts. 

AdlYe"'grlldlenls 
_ .•••.................•.•.•... 1.56% 
SodUn """""II! ............... 0.116" 
Inertlnllf1ldlenll .... _ ...... 98.38% 
Total ...................... __ •. 100.00" 
Keep Oul of Reach of Children 
CAUTION 
COI1\1l1lo: 100 _ 5" x 8" ~ \'11th 
dlsillb::tallt 

• BACTERICIDAL 
• FUNGICIDAL 
• VIRUCIDAL ~. 
• TUBERCULOCIDAL 
• PREVENTS MOLD 

AND MILDEW 
• ELIMINATES ODORS· 
EPA REG. NO. 83&3·7 
EPA Esl No. 0017179'11.-001 

ACCEPTED 
with COMMENTS 

EPA Letter Dated: 

DEC 1 4 2006 
:linder the Federal Insecticide, 
fungicide, and Rodenticide Act as 
amended, for the pesticide, 0'20 ~ - '1 
registered under EPA Reg. No. 0.;<0;./ 
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AN EFFECTIVE CLE.r.NER. DISINFECTANT AND 
ACT'VE DEODORANT far hospJtals. clinfcs, medical 
and veterinary offoces. ~, inckJslrlal dean 
moms, homes. nursing homes, ambulanc:es. hotels, 
restaurants. scnools. aifptane$. tratns. boats. autos, 
buses. heal\tl "pas and toilets. 

DISINFECTANT AND DEODORIZER FOR HARD, 
NON-POROUS SURFACES In medicallre_n1 and 
poUenl room., operallng rooms. emergency rooms, 
reoovery rooms and bam""""". Us. "" _ and 
denlal equipmenl suct1 as beds. surg;cal carts. 
_ topO. mani<Jns. 1lleph0ne5. fum ...... 
wtleeIcheirs. walkers, s\nb;, ftoars, walls. light 
-. ...... hampo ... 500_ stalls. ""lei seab, 
&rash containml and danIp and musty areas, 
Jncfuding anll1la! enclosures. Reduces hi! haUlrd$ of 
cross-contarrinoJtion. 

ACTIVE: DEODORIZER., Provides oonIinuoua 
reaid ... , _0 lOdMty -",$I odoc ...... lng 
organiliiR1$ for up to 6 months, rt' Dot rernDYed from the 
surfaces InclJding pIosIlco. lallx. vffl\i. gIau, -. 
metal. pomolaln. tile and paint. 

• Kl1Io Tric:hoph)oIon MerltagrophJlas (f""ius 
th91. C8uteC Athle~·. Fool.) Oft beIIifIOOIn,. 
_ and pool surtaool " _ate. 
aad<II " Non-5tonng " COnIaiI1s no """,,lui 
abrasi'lll'88 • Serr-c.anltizel against odor
causing bederiII. 

SPORlCIDIN _ DISINfECTANT TOWELETTES 
are getmicldal when used as _ !of __ • 
bill oilton; in __ from other SporiC«IIn 
products. 

PASSES AOAC EFFICACY STANDARDS FOR 
INSTITUTIONAL AND HOSPiTAL OlSINFECTlON 

• KlHsHIV-I (AlDSV-"".)in .... _.(See 
SporIdIIR _ No. 303) 

• KIlls St.ph)4DoGccua aunIUS. SaIrDonelIe 
-. P- -.gincJca. 
t.IeIhicIIn I1!5maol S ..... jiococcus aureus 
(MRSA). VOI1OOII1I"'in -
E~' faecUn (VRE) and 
Trichophyton MenIa\JOIIhylos (A_'S 
Foot ill_lin _ mItMN. 

• Killo vegeIaKve ~s iflCkJdIng 
SU1IP\OOOOCUS __ ShpIDI'OCO" 
saliv""'. E_.. coli. ""Horpeo 
sit1pIeo< Iype$ 111' ond 2JG (oral, OQIIW IIld 
ganital). InlluenzII A" <Japon JIJ5I51 -

sllakl) and Avian InfkJenza A virus, 
Peflfcularill filamentos.. Penicillium 
._. Vaocinia. ~ P3fV0Vfrus. 
CytDmegalo\QS, Coronavirua. Poio TW-
1 Wru5, and ~ tUbefcu&osls in 
ten minutes .. 2C)C'CI68"f or abOve. 

DIRECTIONS FOR USE, II is .. YiololDn of U.S. 
Federal law 60 use Ns product ., a m.-mer 
inconsislet1l wilh its Iabo1ing. 
DO NOT DIlUTE OR MIX WITH OTHER 
CHEMICALS 

PRECLEAN .urface. using S~ Ilnmd 
Dislnfoctanl Towoletles to remove seD and Illh, Wipe 
~ry. 

PREPARATION OF DISPENSER, Remove s.tely 
seal .nd pull up tab. Remove lid and discard inner 
seal. Insert appl'o.cim.1oIy 1 Inch 01 _'- from 
cenler 01 rail Itrougtllal> opening in Md. Replace lid. 
Pull each _I up ., • lharp anglo and snop oft. 
Keep conIainer dOSed between uteS. 

TO DISINFECT AND DEODORIZE: ThotoIIgIIIy .... 1 
pre-deaned sudace _ Spodddln OislnleNnl 
Toweaena. AJIow contact times as ElaIad above at 
room lemper&llM'e (20"'Ci68'F o. _110 ItilI listed 
organisms. NOTE: See Sporicidln Bullelln No. 303 for 
HIV (NOS virus) instnrclfons. 

-YO KILL, CLEAN AND PREVENT MOLD AND 
MII..DEW: 11Iorougllly wei "",.aeane<! surface 
SpOOddin __ . Repeal apsoicallon II ..-
1JIOYo1. _..... E-.clive 09_ SI""hyIxJ/Iys _ororn. CIIHIomIum gIobosum _ /I6peIgIIIU. 

niger. 

TO CLEAN AIR DUCTS: Apply 10 hard, non-pooous .-TO SPOT CLEAN, DEODORIZE AIID 
DECONTAMINATE CAIlPET&: I\pp1y 10 _, or ."'. 
to be _ .... Sporiddin T __ Wipe dry .. 1Ih 
dean_lor_. 
FOR fARII EQUI'IIlENT, ANIMAL AND POULTRY 
HOUSING. BARNS, KENNEl.S, BREEDING PENS, 
HATCHERIES. TRUCKS AND OTHER VEHiCLES: 
fIN.CIeoR - R_ JIOIlIoy. _ .... _ and 
"1'81e( 110m pr.miIes. R8II'IOYe litter, feces mld eross 
UII troII! ...... II>bellAlOd. _ ....... _ 

V1o<DURI"l."" SporleicIn E...,...,Uc C/o ... " lOOP Dr 
delo9I1Iand JinSO _ potable weier. To Daln/'ocl 

- Apply Spo<icidin T, 
Allow 10 reJTlaln wei tor 
Rinse aU feed and w, 
before use. 

,Ieues to pre-deaned area. 
D ........... ard then air dry. 
c:on1anen wilh pDlable waler 

NG PLANTS: follow pre
Instrudions ouIliRed above 

OTHER APPLlCAT~O 5: Recommended for use in 
load and sewage uPS. blood spills, OIIp/raIo<s. 
""""""" _ equipment and _allon 
equlpment. 

PRECAUTIONARY $TATEIIEHTS: Hazard 10 
Humans and Domes1:ic 

CAU11ON: Cau .... 
contact \\lith eyes or 
soap and water alief 

FIRST AID: If in eyes. Id eye open ..,d rinse sIov.Iy 
and gentl)" \¥Itb wa for 15-20 minutes. Remo\'e 
contacl 1Wl&N, H after Ile nrst 5 m11lUtB8, 
then continue rinsing . CaM a poison COI1lro1 center 
or doctor for treatment 1k'k:e."iiWE procluct contairJet 
or tabel \Wtn )00 when c.l(ng I poison oonfToI center 
Of _. c.- going fo< I\U-"-
STORAGE AND 
temperature. Oilca.d cont.iner in rf9IIar trash. 

NOTE: This product' 001 to be used as , tenntBIJ 
stetiIa,.thlgh ~ .. 111 OIl .-.y surlaoe 01'" 

in_I ... (1)' inIroduc:ad diredlr ;"to !he 
......... bDdV. elll..... InIo or in 0011_ with !he 
blocxIsIleam or _ ...... '" ... boily. or 
(2) conIoc:t intad _ bul which does 
not onilWiy .... blood bantar or OlIlenwIse 
enter llCII'm'aOy starle reu oJ I1e body. This. prtJd\lct 
may be UNd to or dt:wXX ltaiTi'nate aitical or 

=-~= -prior "A~~fD 
with COMMENTS 

EPA Letter Dated: 

DEC 1 4- 2006 

~ 

~ 
Under the Federallnsecticide, IJ\ 
F\'"gIClde, and Rodenticide Act as 
ill~ended, for the pesticide, 
ie91stered W1der EPA Reg. No.83aB -7 


