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Antimicrobials Division (7510C)

To: Velma Noble, Product Manager, Team 31
Tracy Lantz, Team Reviewer, Team 31
Registration Branch |
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" BACKGROUND

The applicant, BioShield Technologies, Inc., as represented by an agent, has cited
studies for acute inhalation toxicity, pnmary eye irritation, and primary dermal
irritation, in response to the Agency's 01/13/98 letter. The studies were cited as
part of a re-submission of the application for registration of BST Protectant 75.
This product is a microbiostatic agent and protectant for use in or on surfaces,
furnishings, laundry, and a variety of consumer goods. The active ingredient in the
product is 3-(trimethoxysilyl)propyl dimethyl octadecyl ammonium chioride (EPA
chemical code 107401), at 0.75% of the formulation by weight.
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‘Acute oral and .kabute dermal tcxiéﬁy‘:

Toxicity Categories. IV and I, reép-}ecz‘t‘/iveiy,“\}vere recommended in the Product
Science Branch (PSB) review dated 01/13/98.

Acute inhalation toxicity:

The applicant has ca’ted MRID 41 3578-63 . ”?h:s study was re;ectedm aPSB

test ma‘tenal was prowded the studv 's status was upgraded to Acceptab!e(ﬁore
Minimum). The study has been 'bridged' to support the Registration Na. 70871-2
product {formerly File Symbol 70871-E) based on the samtlanty of, but more diluted
state of, the 70871-2 product in comparison with the test material. Categcry e
was assigned to the 70871-2 produnt ‘The subject product 70871-L repregents a

dilution of the 70871—2 formulation and S0 the study can su;:s’xa‘ér‘t the 7
sub;ect product as well, ~

The study resuits indicated LCgy > 0. 45 mg/L, because no animals dxed at the 0. 45 :
mg/L dose nor at the study's other dose of > mg/l. The above—‘mentmaed HED
review of the study placed the test material in the Toxicity Category 1l range.
Because this is very close to the Category i1l timit dose of 0.5 mg/L, the actual'
LCgo would most likely be in the Category 1l range since all animals survived the
0.45 mg/L dose. This in addition to the diluted state of the 70871-2 product or the
70871-L product in comparison with the test material would arguably make

‘ C_ategory Il a better choice than Category Il.

. ﬁiim’a‘ry Eye Irritation:

'The applicant has cited (descriptively, no MRID number provided) a study previously
submitted for EPA File Symbol 70871-G. PSB assumes that this is the MRID
447899-01 study, which was rewewed,an,d accepted by PSB on 07/13/99. The
subject product (70871-L) represents a ilution of the 70871-G product and
is therefore not expected to be any more " Sinoce eye irritation Category il
was assigned to the 70871-G product it is also being assigned to the subject e
product. £ : :

Inert ingredient information not included.

Primary Dermal Irritation:

The applicant has cited MRID 403852-01 ¥ Thts study was mentioned in PSB‘
07/13/99 review (Data Package D255210) for BST Protectant Concentrate C1 5
EPA File Symbol 70871-G:
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As pointed out in the 1/13/98 ESSB review, the subject product 70871-G
would appear similar to the pro’duét’ for which the cited study [MRBID

403852-01] was submitted in the past (EPA Reg. No. 64881-2), exce
the subject product is far less concemrated in terms of the active ingre
EeﬁauSe the cited study indicates Category lil, the subject product ¢ n
be assigned to Category Il "

that

Because the present subject product, File Symbol 70871-L, represents a_i'
dilution of the 7087 1-G product, Cat_egory} i1l can be assigned to the subject
product as well, based on the cited MRID 403852-01,

Dermal Sensitization:

A study prevnous!y cated by the apphcant MR!D No 421974-01 was 401 apt in

reregistration program it wm suffxce ﬁer‘e srmply to guote PSB’s 07/ 1 3/99 re sew
(Data Package D255210) for BST Protectant Concentrate C15, EPA Fﬂe Symbol
70871-G:

The cited study, MRID No. 421974-01, was cited in the applicant's.
submission. (It appears that the study was mmauy submltted fcar E
No. 64881-1 or -2; purity of active ingredient was 72% g The study
been submitted as 'generic’ data in the reregistratio ) process. in the
1/13/98 ESSB review for the suE;ect product {70871-G), based on a &ursory
review, the study was said to appear acceptable and could be bridged to
support the subject product on a tentative basis. A formal review was (and
still is) pending in the reregistration process. Since that time, a 2/7/92
Agency review was found which calls the study acceptable with a non-
sensitizing response. Inthe unhkely event that the pending reregistration
review disagrees with the 2/7/92 review, a resulting requ:remant will be
given under the reregistration program.

Because the present subject product (File Symbo! 70871 -L) is similar to the
products mentioned above except for b s concentrated, the negative result
for sensitization in the MRID 421974-01 study can be accepted in support of the
subject product as well.

Summary:

The acute toxicity regulatory profile for the subject product is indicated in the
following table. . :

Inert 1ngred1ent 1nrormat10n not 1ncluded
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Table: Acute toxicit

Acute Oral Toxicity Previously cited study, MRID 424565-11 v
Acute Dermal Toxicity | Previously cited study, MRID 403852-01 i .
Acute Inhalation Toxigity Cit;d study, MRID 411578-03 i |

Primary Eye Irritation Cited study, MRID 447899-01 i

Primary Dermal lrritation Cited study, MRID 403852-01 H]

Dermal Sensitization Previously cited study, MRID 421974-01 Non-sensitizer

PRODUCT LABELING

The human-hazard precautionary statements on the proposed product label (EPA
Received date 03/19/99) appear acceptable and conform reasonably well to the
Label Review Manual. Although the proposed label omits the phrase “or clothing”
{from the required instruction, “Avoid contact with skin, eyes, or clothing”) and the
statement, “Remove contaminated clothing and wash clothing before reuse,” these
label instructions might be confusing if placed on the label of a product meant for
laundry treatment. Although the instruction to avoid contact with clothing could be
made more tenable by changing it to refer explicitly to the “concentrate” (the
product 'as sold’}, this arguably is unnecessary. An instruction to avoid skin
contact {which the proposed label does have) can be considered to imply that
significant contact with clothing that a person is wearing should be aVoiéie'd; In
addition, because of the low concentration of this product relative to the test
materials of the cited studies, the Category Hll ratings for dermal toxicity and dermal
irritation are not considered 'strong’ Category ill's. Category IV would arguably be
a more likely representation of the 'actual’ hazard. For these reasons, the
omissions of the references to “clothing” appear to be acceptable.

The practical-treatment statements on the proposed label are acceptable.




