f Ja d lavane AR £ - W ”/9/'77 :
T - ; ’ . ‘ ‘
wom . DT Tenkins » |
JUBYELT :

Z:Eommﬂts reiardin Dow (orning letier of_iofas|17_and . Meeting of o)y
ow Commg 700 )?n-ﬁmicwbiai ent, EPA No. 34292-1

z. Q@ja%diﬁg [eiter 10fas[77 P&r&ﬁfaph.cnﬁ?kd. i.Bac'ggEosta%ic Claim -
EEEB only_ s grees that there 18 svfficient intrinsic valve
dsta in t%akﬁi_{e 40 sopport o &o&r{as$a+ic,Pf@crva4£ua
Chim for unfinished dextile waslerisls, This was
indicsted in EEEB review of 5-i4-76 and in meeling of

olizfyr
® i3]

-y

i Regarém_cj letter of jofas|z71 Qara\c;rdpbﬂh'&iﬂmf:.]nhi};ﬂian ot
Oclor—eausfri_g iader}a.g Claim  : | |
- No ézjreemen-&s, were made by EEEB regarding definitions
of paihogenic  vion-pathogenic | odor-Causing | and won-odor

(?;ausxﬁj bacleric.. AMPAC deliberstions were mot
e discussed in detail vor 3qreed vpon . Ne aﬁrcemcfr}s
’ . Were wade loy EEEB r’c&ard;rjg cdar'-causm'g,ﬁ,lgé_{.

Recgu}rcd ‘Les%ng was discussed in the 10[i3 ]77 mee%:i;»:f
an

"m 3encra), 3. labara&or)r S'fudy and & wesr
study were agreed upon. . Howeqegv_ detsils of suweh
testing were not discussed ond were not agreed,
vpon, Sveh detsils Gonstitvie the eritical factors
tn acceplance or fejection of data.
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The Lollown 9 f‘ef?r?:.vsanj::wthem}.ci;y%rg.‘_&pd:m:tbe details
of test parameters thet are requive d by EEEB :
) @ow Cornii 4 wmdicsted. (in. meehi ng of 10317 ) that
they have alresdy. performed studies to (solate
~ ond identify odor-causimg baclerc. from socks.
(rhis }nforlm«y;a&h was rcc%vested m EEEB reviews
of sjid| e and &)a|77. Dow C’ormhg desires +o
employ  these.. bacieria- 35 test organisms in the
. Simvulated-use @(aborhwlory tesis, T%cra&rei thes
- s'fudigzs. , in which the .~~06&r—-¢ca'%zrﬁ3 bacteria ;}}}g
Socks - were isolsted and identified wust be
,Submiﬁ*ad as documentstion of "Larj et pPests,
| szpiete. details of how -these studics were
Cohduded. and the resulds oh‘tat;zed mus+ be_
(b) @on{roﬂcdwswéuiai.adepse, \ahora.%ry&eshnﬁ o
fbvanﬁ'haﬁveiy demonsirate the mhibition of
5mu}+h of iest backeria. on finished socks is
| FC%u:r‘@d} as agreed ppon in meeling of ioft3fr
The foﬂowing test and. control factors wmust be
mcorporsted ndo study 3

T , | .
gimpie dewmonsirstion of bacleniostatic ac+£vi+y’
via zones ©f inhibition or other qualitathic
procedvres . on bacteria( media by impreqnatc
wmeterials is not sufficient to document
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in-vse efficacy. o practical valve associaied with

the proposed u,\s.e;,’?\attcs:a.w;:,\. Tt wust be demonstrated
that the erpected activity  occors injon the
impregnated wmatecial yiself. _Since the expecied
activity | inhibition of grow+h of odor- causing
bacteric. on socks | 15 to be an e,x‘fenaw)
prolonged = or residusl type of activity m-use

. (dvuririg 1%-12 hours so‘fa__!ssm,&rg being worn) and s
o persist through wuitiple vses (affer muitiple
eleaning cycles) — dsta nearcﬂrecgwmé 10 document
this expecied retention of Chemics] treatment
and fesidval ontimicrobial activity. Therefore
a simulated-use type lab study wust be Jes{gncd
which will establish itisl bacterioststic ac:@ivﬂy
an u'-n?rejna&cd socks " \f snd how long such
activity con be expected o persist in aclual use
and theough how wany Clesning eycles and
wmultiple uses does the Chemical trestment

persist Cvse«li(’a of -ch;ﬁmen‘r). Those Hactors
Which wovld be expected +to adversely affect

the retention ond ac«h‘viiy\ of the product

tnyon Socks in-use shovid be incorporsied .
wto the sﬁudy,ﬂ‘_” such as 3brasion best, repested
b?C%eri’hi conbm:h;atfan)’ organic load, PersP{ra-Han}
ete.  Jn addition the effect of wultiple ’
Washings with. different commonly vsed detergents




Var\/tbj wafcr-. haﬁdncss) uary.;?:g water ,‘Lcmperﬂum%
Oifferent laund rysdditives ( softeners, bleaches) ,

‘ dryn’sg , ete, wust _be dedermined.

Other basic test fachrs 4o be Included sre :

() Ht lesst three di flerent chhes/ lots of

 svbject chemical | of which at feast one
ba'*th/ ot -is b0 da-qs old | shovid be tested.

@) Each sfec:fic type of sock miended for
impregna%on Shoyld be tested Usmj Cach o+
the sbove samples o? Subject chermicsl
champa : wool Socks, Cotlon socks ﬂy)ow Sac(rs
,C‘o%n/[:ol\jaﬂcrsotks ori«on/spanaex .Soc&s

or whsﬂeocr) TThe socks must be fabr;catcc,
ond trested vUsing the product Concentration
appi}caﬁan.,:ketzhn;%wsj finishes, etc +hat
would be employed in actual Commercislization
process. Ht lesst Five replicoates of each
type of sock _per sample of chemics| for
. €ach test pz:rfb;rmed shovid be vsed.

(«3) The tcsf,bac{eriw(apd ‘noevivm ioad)
employed shovid be those that +he x
f"’cgis%an% has afreacl\{ dc?ervhméd 1o be |
'Lafgeri’ Pesia Cas per mfs&-hnj 10/33/77)

(4) The test method chosen for Qocumentation
(}iSSéy of ba,c#ema.S'f&‘hC eflicary wuvst he




@) Qrﬁaﬂolepﬂc\'(e,st ¥ Hs indicated in *,tbé meeting of-

%van#i‘fo:{iw and wust be based on demonstrstion
of aetividy_on_the fabric_itsel, ot on leachig
of the chemicl m*fo/om‘oéijar substreics .
(8) Olfsctory obsecvations _reqardung . development of
odors.  on both test and control phases  of +the
S‘PUJY shovid be ,i'nﬂft)ﬂ’?d,

(b) Adeguate conmirols are necessacy Lor ail Phwes ot
. ‘the Slvdy , and.. Compleie.. descriptions o f Habric
Lrestment procedures , W._'ﬁ@«S,‘."v./,.Pf‘.Ocechf‘?S , dssay

procedures | test bacteria anvcvkom  Jevels )
individusl test ond control resuits, etc , wost
be presenied Lo coslvation.

10 1317, this -b.,pa,,v-o?ﬂ,f}pea,r;;wd smell “ stvdy will
Pravide a Sener‘al “indicstion ss to odors cm&na%n'g
from -trested and condrel socks aﬁ{er‘,we&rn’zj ,
@on#ingen‘t of course on such eritical @o#ars as

. gelechion of wearers) .,a_erjaiion)A,tur}ve,,lafssas between
wesring and ~5m'(3(tﬁg,‘r,,,,e+¢. o _‘Howeoer} this
Study will mot indicate the site/pest relationshp
that (s necessary {or evalvastion of pesticidal
vSe paHerns. Sechon 14a.3 (LD(A) of Section3
Qeﬁuiaéions excludes andimicrobial activity on/ir
living man or arimals as a pesticids] use patecn.

Therelore | the wear study . Dr. Poqaﬁp requested
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witl be, eo&fvaied rejerdmj m-lrmsw value. as _an
andimicrobial. agent.,. _but csvnot be evslvaied
sndfor comsidered in support of 5. Peg,+zc<dal

Vse pattern. __This__was_indicsted in_ EEEB review
of bL-a-17. |

i/ @oncermng 'the SUbJeaf“ o-F c,‘sams 5 spec;-f}c,

. Commitments on SPecsﬁnc -Ler‘mrno 05 ore.
.. Contingent upon debermmakaan GP‘-Hne s;mc:frc
efficacy suppor%edwbywﬁha dats to be submited.

v {:I./:j; rejar*d to “Mh’b'*’sbﬂ of odor- Causuij bacferia ”
on all other articles of. c:!otfomj EEEB8 does
vio+ concor that the exact-Same %:es%ﬁﬂ

@ Condveled for the use patlern involving Socks

. Can be Perﬁ&rmed +o support \t—pﬁ'wcy e any
cond 3l other textiles.  This type of Commitment
is all-inclusive  and m:'f' Scxc:M;C:ml!y advissble without
any knOuJeJﬁe c*r mmmd Use patterns.

In summary ¥ Should a\c]am 6e ﬂoted that the mea4:n3
ot 10113{77 was Srossly defscien't m J:acu.&sum aﬂd &jreemcnts
as to detsils of testing. The regmmm did mot appesr
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Lo be concerned with such detsils.  The. .a(jrsemeni‘
reached was_very genersl _and  the studies
a‘ﬁreed vpon h&d...\a.\&CAUlHYmm been n,«de.zsij nated n
previous Cocm.cpaﬁdcme“.mfé‘!}w,awfgg‘f@f:;«.’,,ds:“f&i_h, - The
aamemen-i reached was. smply_ that a Simulated-vse

[ab tes+ on Socks Usvbg idertified adewmus:ﬁs
badcriai p,e,S'*s

and a wear/smell test on socks
conducted by 3. fP_r‘O-pc;.ssionaf orgsnoleptic panel woould
h bl ekt . . )
@ be performed. Since aritical details of such
. testing were vot discussed and Vot agreed vpon | the
registrant Ry wish Lo svbmit proposed protocols
{or aowment prior +o,‘4es+m3; Bt +his time

o
EEEB hass vot wade sy Commitments rclative
~ t0 asccepable test protocels.,




