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GLCSSARY OF TERMS AND ABBREVI ATI ONS

CAS Chem cal Abstracts Service

CFR Code of Federal Regul ations

CSF Confidential Statement of Formula

EPA U.S. Environnental Protection Agency

FI FRA Federal Insecticide, Fungicide, and Rodenticide Act

GRAS Ceneral |y Recogni zed As Safe

MRI D Master Record ldentification (nunber). EPA s system of
recording and tracking studies submtted to the EPA

ppm parts per mllion

RED Reregi stration Eligibility Docunent
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EXECUTI VE SUMVARY

The Environnental Protection Agency first registered a
pestici de product containing sodiumdiacetate in 1968. Currently,
sodi um di acetate is registered in two end-use products as a
fungi ci de and bactericide to prevent spoilage in post harvest
feed crops. Both of the two registered products contain sodi um
di acetate as a single active ingredient.

The data base to support the reregistration of sodium
di acetate is sufficient to allow the Agency to conduct
reasonabl e ri sk assessnents for these regi stered uses of sodi um
di acetate. These data support the Agency conclusion that the uses
of sodiumdiacetate will not result in an unreasonabl e public
health risk or unreasonabl e adverse effects to the environnent.
The Agency has conducted a tol erance risk assessnment for sodi um
di acetate and our conclusions are discussed in Section II1.B.2.
Therefore, the Agency has determned that all products containing
sodi um di acetate as an active ingredient are eligible for
reregistration.

Before reregi stering each product, the Agency is requiring
product specific data to be submtted within eight nonths of the
i ssuance of this docunent. After review ng these data and
| abel s, the Agency will determine the reregistration eligibility
of a product based on whether or not that product neets the
requi renments in section 3(c)(5) of the Act, that is, whether the
product conposition and | abeling are acceptable and the product's
uses Wi ll not cause unreasonabl e adverse effects to the
environment. |If these conditions are nmet, EPA will reregister the
product s.

Active ingredients subject to reregistration in this case
i ncluded the chem cal acetic acid. Since there are currently no
products registered with acetic acid as an active ingredient,
this docunent only addresses sodi um di acet at e.
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| NTRODUCTI ON

In 1988, the Federal Insecticide, Fungicide, and Rodenti cide
Act (FIFRA) was anended to accelerate the reregistration of
products with active ingredients registered prior to Novenber 1,
1984. The anended Act provides a schedule for the reregistration
process to be conpleted in nine years. There are five phases to
the reregistration process. The first four phases of the process
focus on identification of data requirenents to support the
reregi stration of an active ingredient and the generation and
subm ssion of data to fulfill the requirenents. The fifth phase
is areview by the U S. Environnental Protection Agency (referred
to as "the EPA") of all data submtted to support reregistration

Section 4(g)(2)(A) of FIFRA states that in Phase 5 "the
Adm ni strator shall determ ne whet her pesticides containing such
active ingredient are eligible for reregistration"” before calling
in data on products, section (4(g)(2)(B) and either reregistering
products or taking "other appropriate regulatory action",
sections 4(g)(2)(C and (D). Thus, reregistration involves a
t horough review of the scientific data base underlying a
pesticide's registration. The purpose of the reviewis to
reassess the potential hazards arising fromthe currently
regi stered uses of the pesticide; to determ ne the need for
addi tional data on health and environnental effects; and to
determ ne whether the pesticide neets the "no unreasonabl e
adverse effects” criterion of FIFRA 3(c)(5).

Thi s docunent presents the EPA s decision regarding the
reregistration eligibility of sodiumdiacetate. The docunent

consists of five sections. Section | is this introduction.
Section Il describes sodiumdiacetate, its uses and regul atory
history. Section Ill discusses the human health and

envi ronment al assessnment based on the data available to the EPA
Section |V discusses the reregistration eligibility decision for
sodi um di acetate and Section V di scusses product reregistration

requi renents. Additional details concerning the Agency's review
of avail able data are avail able on request.?

The FIFRA |ist of active ingredients to be reregistered
i ncluded acetic acid in this case. As there are no products
currently registered with acetic acid as an active ingredient,
the reregistration eligibility of acetic acid is not an issue.
Acetic acid will be renoved fromthe list of chem cals undergoi ng

! EPA's reviews of specific reports and information on
the set of registered uses considered for EPA s
anal yses may be obtained from EPA, Freedom of
Information, 401 MSt., S.W, Washington, D.C. 20460.



reregi stration, and a conplete data base to support a
registration with acetic acid will be required by the Agency
prior to the issuance of the registration or anmendnent.

I'1. ACTIVE | NGREDI ENT COVERED BY THI S REREG STRATI ON ELI G BI LI TY
DECI SI ON' DOCUMENT

A | DENTI FI CATI ON OF ACTI VE | NGREDI ENT

Chem cal Nane: Sodi um di acetate
CAS Nunber: 126-96-5

O fice of Pesticide Prograns Chem cal Code Nunber:
044008

Trade Nane: Dykon
Enpi rical Formul a: CH,COONaCH,COOH

B. USE PROFI LE FOR SODI UM DI ACETATE

Type of Pesticide: Fungicide, bactericide

Pests Controlled: Mlds, including nost post-harvest
fungi and bacteria associated with soil, grasses, and
terrestrial feed crops.

Regi stered Use Patterns and Sites: Terrestrial Feed

Crops: Alfalfa (postharvest), clover (postharvest),
field corn (postharvest), grasses (postharvest),
oats (postharvest), sorghum (postharvest), and
tinmot hy (postharvest).

Fornmul ati on Types Registered: A 50% dust and a 100%
sol ubl e concentrate / solid formul ation are
regi st ered.

Met hods of Application:

The products are applied to the hay during the
bal i ng process, using a Gandy 902 JR applicator
with the dust fornulation or a punp spray with the
sol ubl e concentrate / solid formulation. The
application rate is determ ned by the noisture
content of the forage. Forage at 15 to 20 percent
nmoi sture is treated with 1.5 to 2 | bs. of the
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active ingredient per ton of forage. Forage with
20 to 25 percent noisture is treated with 2.5 | bs.
of the active ingredient per ton of forage, the
maxi mum permtted rate.

The products are applied to silage as an "aid" in
fermentation, to preserve corn, hay, sorghum

oats, and grass stored in conventional upright,
oxygen limting, pit and bunker silos. The
products are applied at the tinme of chopping or at
t he bl oner when silage is being | oaded into the
silo using a Gandy 902 JR applicator wth the dust
formulation or a liquid applicator with the

sol ubl e concentrate / solid. Corn, hay, grass,
oats, and sorghumsilage at 50 to 70 percent

noi sture content is treated wth the products at
0.5 to 1 Ib. active ingredient per ton of silage;
for high noisture ensiled corn at 25 to 35 percent
noi sture, the recomended application rate is 1 to
2 Ibs. of the dust or 2 to 3 Ibs. of the soluble
concentrate / solid fornulation per ton of ensiled
corn.

Limtations: Do not use these products on hay with
nore than 25 percent noisture content, on silage
with I ess than 50 or nore than 70 percent noisture
content, or on high-noisture ensiled corn with

| ess than 25 or nore than 35 percent noisture
content. Wth treated hay, bales should be stacked
to maxi mze ventilation. Hay is to be fed to
Iivestock and poultry only. Untreated hay nust not
be stored on treated hay while curing out. Water
must not be contam nated by cl eani ng of equi pnent
or disposal of wastes.

REGULATORY HI STORY

In 1968 the Agency first registered a pesticide
product with sodium di acetate as an active ingredient
in a dust fornulation, as a food preservative to
control nolds and rope-form ng bacteria in breads and
cake. Later registrations were issued for products used
on |ivestock feed crops to preserve the quality of the
f eed.

An exenption fromtol erance was issued by the
Agency on May 15, 1981 (40 CFR 180.1058), based on the
status of the chemcal as Generally Recognized as Safe
(GRAS) (21 CFR 184.1754), for the uses of sodium

3



di acetate as a post-harvest application fungicide to
the following feeds: alfalfa hay, barley grain, Bernuda
grass hay, blue grass hay, brone grass hay, clover hay,
corn grain, cowpea hay, fescue hay, |espedeza hay,

| upi nes, oat grain, orchard grass hay, peanut hay,
peavi ne hay, rye grass hay, sorghum grain, soybean hay,
sudan grass hay, tinothy hay, vetch hay, and wheat
grain. This exenption is still appropriate.

I'11. AGENCY ASSESSMENT OF ACTI VE | NGREDI ENT

The EPA has conducted a thorough review of the scientific
data base for sodium di acetate. Based on the eval uation of these
data, the EPA has no reason to request additional data, except as
confirmatory information.

A DESCRI PTI ON OF ACTI VE | NGREDI ENT AND ASSESSMENT OF
PRODUCT CHEM STRY

Sodi um di acetate is a white crystalline solid at
roomtenperature with a slightly pungent odor. It
deconposes above 150°C and is hygroscopic. It is
descri bed as a "bound" conpound of sodium acetate and
acetic acid. It is soluble in water, liberating acetic
acid. It is slightly soluble in alcohol and is
insoluble in ether (5).

Certain chem stry data to support sodi um di acetate
for reregistration are not currently available to the
Agency. The studies are being called in under the

product-specific data call-in for the product |abeled
as 100 % sodi um di acetate. The studies required are as
fol | ows:
Qui del i ne _nunber nane
61-1 Chem cal ldentity
61-2(a) Begi nning materials and
Manuf acturing Process
61-2(b) Di scussion of Inpurities
62-1 Prelimnary Analysis
62-2 Certification of Limts
62-3 Anal ytical Method
63-7 Density
63-9 Vapor Pressure
63-10 Di ssoci ati on Const ant
63-11 Cctanol /Water Partition Coefficient
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63-12 pH
63-13 Stability

The Agency believes that the |arge body of
information in the public literature describing sodi um
di acetate i s adequate. The potential inpurities which
may be introduced in manufacture of the chem cal are
also of little concern. The additional data required
fromthe registrant are confirmatory in nature.

B. HUVAN HEALTH ASSESSMENT

1. Toxicol ogy

The Agency is relying on information from published
scientific sources. For the data base EPA is using data on
acetic acid and acetates in addition to data on sodi um
di acetate. EPA concludes that this collection of data from
di fferent sources and on different but related chem cal
conpounds is appropriate and sufficient for EPA to conduct
an adequat e toxicol ogi cal assessnent of the pesticidal use
of sodium di acetate. EPA concludes no additional toxicity
data on sodi um di acetate are necessary.

Sodi um di acetate is a hydrated nol ecul ar conpl ex of
acetic acid and sodi um acetate which dissociates to acetate,
sodi um and hydrogen ions, and information on the toxicity
of acetates and acetic acid is relevant in determning the
safety of sodiumdiacetate. In addition, the ions produced
by the dissociation of the sodiumdiacetate nolecule are
nor mal conponents of plants and animals, and of human foods.
Acetates are normal netabolic internediates in |iving
organi sns and are fornmed during the netabolismof food
substances. Acetates and acetic acid have | ong been used
safely and wi thout nmajor adverse effects in both human and
ani mal foods at noderate | evels of consunption (3). There is
a substantial volume of information on acetates and acetic
acid in the literature which covers major biologica
considerations, and the safety of sodium di acetate can be
based upon the information about the safety of acetates in
general . Thus, there is no reason to expect adverse effects
fromthe reasonabl e pesticide use of sodiumdiacetate. The
di scussions which follow will include information based on
acetic acid as well as sodium di acet at e.

The Food and Drug Adm nistration, in 21 CFR 184. 1754,
lists sodiumdiacetate as a substance generally recognized



as safe (GRAS) for use in food as an antim crobi al agent,
flavoring agent, and pH control agent. That Agency for use
as a sequestrant for animal feed (21 CFR 582.6754).

The Food and Drug Adm nistration, in 21 CFR 184. 1005,
lists acetic acid as a substance generally recogni zed as
safe (GRAS) for use in food. The listing includes uses for
curing and pickling, flavoring, pH control, solvent,
vehicle, and boiler water additive, with use levels of up to
9.0 percent acetic acid in condinents and relishes.

a. Acute Toxicity

Acetic acid has toxic effects on the central nervous
system and ki dneys. Inhal ed acetic acid vapor is irritating
to the upper respiratory tract (1).

Based on acute toxicity studies wth sodi um di acet at e,
t he Agency classifies sodiumdiacetate as Tox category |V
for oral and dermal toxicity. The oral LDy, in rats is 5,600
ng/ kg. The dermal LD,, in rats is greater than 2,000 ng/kg.
In an acute rat inhalation study of 8 hours duration, the
only finding was sone evidence of slight petechial
henmorrhage in the lungs; an LG, was not determ ned. Sodi um
di acetate is an eye irritant wwth category Il toxicity. An
eye irritation study in rabbits found chenosis and redness
whi ch, in sone animals, persisted through the seventh day.
Anot her eye irritation study in rabbits found severe corneal
necrosis with a 15 percent solution but only trace injuries
with a 5 percent solution. A primary dermal irritation study
in rabbits found no irritation with a 50 percent solution, a
Tox. category IV classification.

TOXI C TY ROUTE VALUE CATEGORY
ACUTE ORAL 5600 ME KG | V
ACUTE DERVAL > 2000 M4 KG |V
ACUTE | NHALATI ON NOT DETERM NED FAREx
EYE | RRI TATI ON CORNEAL | NVOLVEMENT I
CLEARING IN 8 - 21
DAYS
DERVAL | RRI TATI ON NO | RRI TATI ON |V
SKI'N SENSI Tl ZER NOT DETERM NED FAREx

b. Subchronic Toxicity
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Wor kers exposed to acetic acid through the inhalation
route may tol erate concentrations up to 30 ppm w t hout
severe injury if acclimatized. Subchronic studies conducted
in various ani mal species and with differing dosing regi nmes
of acetic acid are reported in the science literature. In
one subchronic inhalation study, male rats exposed for 95
days to 0.01, 0.2, or 5.0 ng/n? acetic acid vapor in air
devel oped progressive nuscl e inbal ance, increases of bl ood
chol i nesterase activity and serum gl obulins, and decreases
of serum al bumns in the two higher doses. The hi ghest dose
group al so had raised white blood cell counts and decreases
in ascorbic acid levels (6).

An 8 week feeding study with rats fed 2 percent sodi um
di acetate in the diet found no effects and concl uded t hat
the NCEL was greater than 1,000 ng/ kg body weight.

In a subchronic study four groups of three to six rats
were given 0.01, 0.1, 0.25, or 0.5 percent acetic acid in
drinking water (up to 390 ng/ kg body weight) for periods of
nine to 15 weeks. Fluid intake was the sanme in all groups.
Rats at the 0.5 percent |evel experienced i mediate,
progressive reduction in body weight gain, |oss of appetite,
and up to a 27 percent reduction in food consunption.
Mortality was unaffected. None of these effects were seen at
the | ower doses (2, 3).

I n anot her experinent, groups of three to four rats
survived for 14 days when given 1800 ng/ kg body wei ght per
day of free acid intragastrically or 4200 - 4800 ny/ kg body
wei ght of sodi um acetate, but survived only three to five
days on daily intra-gastric doses of 2400 ng/ kg body wei ght
of free acid. Animals | ost weight and showed blistered paws
and reddened noses before death at fourteen days. No
aut opsi es were done (4).

Four groups of two young pigs each were fed daily diets
containing 0, 240, 720, 960, or 1200 ng/ kg body wei ght per
day for successive 30-day periods to a total of 150 days.
There were no significant differences in gromh rate, weight
gain, early norning urinary ammoni a, and term nal bl ood pH
bet ween controls and test groups. No autopsies were done

(2).

c. Oher Toxicological Effects

Teratol ogic testing of apple cider vinegar containing 5
percent acetic acid was done in pregnant rabbits, mce, and
rats at up to 1,600 ng/ kg body weight daily. These tests did

7
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not show any maternal or fetal effects. In another study,
there were no teratogenic effects seen in devel opi ng chi cken
enbryos in which up to 200 ng of sodium acetate / kg of egg
was injected into the egg's air cell or yol k. However, there
was an LD,, of 91.5 ng/ kg when injected into the yol k of

uni ncubat ed eggs (3).

Different nmutagenicity testing with sodi um acetate or
acetic acid has generally not shown positive results.

Femal e rabbits given doses of 0.1 to 0.2 g/ kg body
wei ght of acetic acid twce a day orally for five nonths or
0.1 to 0.7 g/kg body weight of acetic acid in drinking water
for 13 nonths did not express tunors. Male rats given oral
doses of 350 ngy/ kg body wei ght of sodium acetate three tines
weekly for 63 days, then 140 ng/ kg body wei ght three tines
weekly for 72 days showed no signs of tunors after 135 days

(3).
d. Metabolism

Acetic acid is absorbed readily fromthe
gastrointestinal tract and fromthe |ungs (FASEB, C ayton).
It is also incorporated naturally and readily into
i ntermedi ary netabolismby nost tissues of the body and is
thus utilized rapidly (1).

Acetate is conpletely utilized in oxidative nmetabolism
or in anabolic syntheses. |sotope experinents have shown
acetate to be utilized in the formation of glycogen,
car bohydrate internmedi ates, phospholipids, and fatty acids,
as well as in cholesterol and steroid synthesis (1, 3, 4).
In addition, it participates in the acetylation of am nes
and may be converted to al anine by transam nati on and thence
incorporated into proteins of plasma, l|iver, kidney, gut
mucosa, nuscle, and brain (4). It has been estimted that
the rat forns acetate at the rate of one percent of its body
wei ght per day (3).

2. Di etary Exposure and Tol erance Assessment

Since acetic acid is conpletely utilized in nmetabolism
in the formati on of glycogen, carbohydrate internediates,
phosphol i pids, and fatty acids, as well as in chol esterol
and steroid synthesis, the residues in neat, mlk, or
poultry are considered to be negligible. Acetic acid and
sodi um di acetate are exenpt fromthe requirenment of a
t ol erance when used post-harvest on alfalfa, barley grain,
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Ber nuda grass, bluegrass, bronme grass, clover, corn grain,
cowpea hay, fescue, |espedeza, |upines, oat grain, orchard
grass, peanut hay, peavine hay, rye grass, sorghum grain,
soybean hay, sudan grass, tinothy, vetch, and wheat grain
(40 CFR 180. 1029 and 180.1058). Acetic acid is al so exenpt
fromthe requirenent of a tol erance when applied (as an
inert ingredient) to growing crops or to raw agricul tural
commodities after harvest as described in 40 CFR

180. 1001(c). Both acetic acid and sodi um di acetate are
consi dered by the Food and Drug Adm nistration to be
Ceneral ly Recogni zed as Safe (GRAS) (21 CFR 184.1005 and
184.1754) for use in food.

Since no pesticide products currently contain acetic
acid as an active ingredient, EPA intends to revoke the
exenption fromtol erances established at 40 CFR 180. 1029.

EPA al so intends to revoke exenptions fromtol erances
for crops not registered for sodiumdiacetate. This w |
i nclude the exenptions fromtol erances established at 40 CFR
180. 1058 for the follow ng postharvest applications: barley
grain, cowpea hay, fescue hay, |espedeza hay, | upines,
peanut hay, peavi ne hay, soybean hay, vetch hay, and wheat
grain. These uses are not listed on product |abelling for
sodi um di acet at e.

3. Cccupati onal Exposure

M xer and | oader workers may experience significant
exposure during the m xing and | oadi ng of the sol ubl e powder
for liquid application. Likew se, for the dust fornulation,
the potential for significant worker exposure exists via the
dermal and inhalation routes during m xing and | oading. If
conducted in a closed system the potential for exposure
during mxing / |oading would be mnimzed. Exposure to
applicators should be mninmal, based on the application with
mechani cal applicators.

When used in accordance with the product | abel
di rections and precautions, EPA believes such exposure
woul d vary dependi ng on whether the products are applied to
conventional square bales or to round stacks of hay.
Activities involving square bales may require nore human
contact since they are nore portable and nore likely to be
noved by hand than the |arger round bal es.

Wi | e EPA | acks wor ker exposure data specific to sodi um
di acetate and its registered uses, it believes that these
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uses could provide varying degrees of dermal, inhalation,
and eye exposure during m xing, |oading, and application of
t he pesticide products and the handling of treated bal es of
hay.

Exposure can result from application of both the dust
and |iquid spray products. Current product |abels do not
direct workers to wear protective clothing or equipnment such
as gloves, long sleeves and pants, or goggles. However, EPA
does not believe there is a need to acquire exposure data on
sodi um di acetate in order to conduct a detail ed exposure
assessnment because of the |ow acute toxicity, except for eye
irritation, and the absence of significant sub-chronic and
chronic toxicity.

As described above, sodiumdiacetate is applied to
various |livestock feedstuffs for preservative val ue. EPA has
exenpt ed sodi um di acetate fromthe requirenent of tol erances
on these itens on the basis of their being Generally
Recogni zed as Safe (GRAS). EPA believes any exposure to
sodium di acetate, its degradates sodi um acetate and acet at e,
met abol i ¢ by-products through the consunption of neat, mlKk,
poultry, and eggs fromlivestock fed treated feed is
i nconsequenti al .

4. Human Ri sk Assessnent

As di scussed above in the occupational and dietary
exposure assessnents, EPA concl udes the exposure to humans
from proper application of sodiumdiacetate to |ivestock
feed itens raises a concern for eye hazards to workers and
is otherwi se inconsequential for the general public
consum ng neat, mlk, poultry, and eggs. In order to
mtigate the potential for exposure to the eyes during
handl i ng and application of the products, EPA is requiring
t hrough this docunent the use of protective equi pnment. The
specific requirenents are provided in Section V.C., Product
Reregi stration Labeling Requirenents.

EPA has al so briefly discussed above sodi um di acetate's
chem stry relative to sodium acetate and acetate as well as
chem cal and netabolic properties of these individual
conpounds. G ven these conpounds' |ow toxicities, natura
occurrence, and inherent functions in the netabolic pathways
of humans and donestic animals EPA is not concerned about
the negligible human dietary exposure or risk fromthe use
of sodium di acetate. The Agency is therefore not requiring
any human heal th studies for sodi um di acet at e.

10
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ENVI RONVENTAL ASSESSMENT

EPA is relying on general know edge about sodi um
di acetate's use pattern, its chemstry and toxicity on which
to base its environnental assessnents. No generic data on
this active ingredient is required. EPA believes it has
sufficient information on sodium di acetate to assess the
possi bl e effects of this pesticide active ingredient on the
envi ronment .

1. Environnental Fate Assessnent

Applications of sodiumdiacetate to post-harvest
livestock feed crops are primarily within farm
facilities so there is |imted environnental exposure.

Exposure to aquatic environnents fromrunoff wll
only result in short-term pH changes that wll be
counteracted by the natural buffering capacity of the
wat er .

There is sufficient know edge about sodi um
di acetate to nake an assessnent that the conpound's
i npact on the environnment will be negligible.

2. Ecological Effects Assessnent

Sodi um di acetate is applied to post-harvest
terrestrial feed crops primarily inside farm
facilities, presenting little potential for exposure to
non-target organisns. In addition, because sodi um
di acetate and its degradates have low toxicity and are
normal Iy present and function in netabolic pathways of
animals, the risk to wildlife is mninmal.

3. Environnental Ri sk Assessnent

The Agency does not foresee the potential for
significant risks associated with the specified use of
sodi um di acetate. No hazard or exposure issues have
been identified that need to be addressed further.
Therefore, no environnmental fate or ecological effects
data are required to support the reregistration of
sodi um di acet at e.

| V. REREQ STRATI ON DECI SI ON FOR SCDI UM DI ACETATE

11



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

A DETERM NATION OF ELIG BILITY

Section 4(g)(2)(A) of FIFRA requires EPA to determ ne,
after subm ssion of relevant data concerning an active
i ngredi ent, whether products containing the active
ingredient are eligible for reregistration. As no products
are currently registered with acetic acid as an active
i ngredient and the chemcal is not supported for
reregi stration, the Agency will require subm ssion of a
conpl ete study data base for registration applications which
i nclude acetic acid as an active ingredient prior to the
i ssuance of the registration or amendnent. For products
cont ai ni ng sodi um di acetate as an active ingredient, the EPA
has wai ved the requirenment of the subm ssion of the generic
(i.e., active ingredient specific) data except for product
chem stry to support reregistration. Rather, it has
consulted and relied upon published literature as a source
for technical information. The Agency has conpleted its
review of these generic data, and has determ ned that the
data are sufficient to support reregistration of products
cont ai ni ng sodi um di acetate. Appendix B identifies the
generic data requirenents that the EPA reviewed as part of
its determnation of reregistration eligibility of sodi um
di acetate and |ists the submtted studies that the Agency
found accept abl e.

The data identified in Appendix B as well as
information fromthe open literature are sufficient to all ow
the EPA to conduct a reasonable risk assessnent for the
regi stered uses of sodiumdiacetate. The data available to
t he EPA supports the conclusion that the regi stered uses of
sodi um di acetate will not result in unreasonabl e adverse
effects to humans or the environnent. The EPA has
determ ned that all products containing sodiumdi acetate as
the active ingredient are eligible for reregistration. The
reregistration of particular products is addressed in
section V of this docunent ("Product Reregistration").

The EPA made its reregistration eligibility
determ nati on based upon the target data base required for
reregistration, the data identified in Appendix B, the
current guidelines for conducting acceptable studies to
generate such data, and the published literature. Although
t he EPA has found that products containing sodi umdi acet ate
are eligible for reregistration, it should be understood
that the EPA may take appropriate regulatory action, and/or
requi re the subm ssion of additional data to support
reregi stration of products containing sodiumdiacetate if
new i nformati on cones to the EPA's attention or if the data

12
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requirenents for registration (or the guidelines for
generating such data) change.

B. ADDI T1 ONAL GENERI C DATA REQUI REMENTS

The generic data base supporting the reregistration of
products containi ng sodi um di acetate has been revi ewed and
determ ned to be conplete for reregistration.

C. LABELI NG REQUI REMENTS FOR MANUFACTURI NG USE PRODUCTS
CONTAI NI NG SODI UM DI ACETATE

There are no manufacturing-use products registered with
sodi um di acetate as an active ingredient.

V. PRODUCT REREG STRATI ON

A DETERM NATION OF ELIG BILITY

Based on the reviews of the generic data for the active
i ngredi ent, sodiumdiacetate, the products containing this
active ingredient are eligible for reregistration. Section
4(g)(2)(B) of FIFRA calls for the EPA to obtain any needed
product -specific data regarding the pesticide after a
determ nation of eligibility has been nmade. The EPA w ||
review t hese data when they have been submtted and/or cited
and determ ne whether to reregister individual products.

B. PRODUCT SPECI FI C DATA REQUI REMENTS

The product-specific data requirenments are stated in
the attachnment C.

C. LABELI NG REQUI REMENTS FOR END- USE PRODUCTS CONTAI NI NG
SODI UM DI ACETATE

The | abel s and | abeling of all products nust
conply with EPA's current regul ations and requirenents.
Foll ow the instructions in the Product Reregistration
Handbook with respect to | abels and | abeli ng.

To address the classification of sodium di acetate as
Toxicity Category Il for eye irritation, the follow ng
statenent nust be incl uded:

Causes eye irritation. Do not get in eyes. \War
goggl es or a face shield during use.”

13



APPENDI X A

USE PATTERNS SUBJECT
TO REREG STRATI ON FOR
SODI UM DI ACETATE
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APPENDIX A: USE PATTERNS SUBJECT TO REREGISTRATION FOR CASE # 4001: ACETIC ACID, AND SALTS

SITE Form Maximum Max. # Max. # Min. Interval Between Restricted Geographic Use Limitations
Application Type, Application Timing, Application Equipment Application Rate Apps. Apps. @ Apps. @ Max. Rate Entry Limitations
Max. Rate Interval
(ai) (Days) (Days) Allowed Disallowed

active ingredient = SODIUM DIACETATE

FOOD/FEED USES

z ALFALFA (FORAGE/FODDER/STRAW/HAY-NON
GRASS)
: Stored commodity non-fumigation; Postharvest; not spec/S 2.5 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
u Equipment not on label spec may only be fed to livestock or poultry
Spray; Postharvest; Equipment not on label SC/L 2.5 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
o spec may only be fed to livestock or poultry
CLOVER (FORAGE/FODDER/STRAW/HAY-NON
a GRASS)
Stored commodity non-fumigation; Postharvest; not spec/S 2.5 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
m Equipment not on label spec may only be fed to livestock or poultry
Spray; Postharvest; Equipment not on label SC/L 2.5 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
spec may only be fed to livestock or poultry
H CORN (FORAGE/FODDER/HAY-GRASS)
: Stored commodity non-fumigation; Postharvest; not spec/S 2 Ib aifton not not spec not spec not spec none none silage moisture must be < 70%; high
u Equipment not on label spec moisture ensiled corn must be < 35%
Spray; Postharvest; Equipment not on label SC/L 3 Ib ai/ton not not spec not spec not spec none none silage moisture must be < 70%; high
u spec moisture ensiled corn must be < 35%
4 GRASSES (FORAGE/FODDER/HAY-GRASS)
Stored commodity non-fumigation; Postharvest; not spec/S 2.5 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
Equipment not on label spec may only be fed to livestock or poultry;
ﬁ silage moisture must be < 70%
n Spray; Postharvest; Equipment not on label SC/L 2.5 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
spec may only be fed to livestock or poultry;
m silage moisture must be < 70%
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SITE Form Maximum Max. # Max. # Min. Interval Between Restricted Geographic Use Limitations

Application Type, Application Timing, Application Equipment Application Rate Apps. Apps. @ Apps. @ Max. Rate Entry Limitations
Max. Rate Interval
(@) (Days) (Days) Allowed Disallowed

OATS (FORAGE/FODDER/HAY-GRASS)

Stored commodity non-fumigation; Postharvest; not spec/S 1Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
Equipment not on label spec may only be fed to livestock or poultry;
silage moisture must be < 70%
Spray; Postharvest; Equipment not on label SC/L 1Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
spec may only be fed to livestock or poultry;

silage moisture must be < 70%

SORGHUM (FORAGE/FODDER/HAY-GRASS)

Stored commodity non-fumigation; Postharvest; not spec/S 1Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
Equipment not on label spec may only be fed to livestock or poultry;
silage moisture must be < 70%
Spray; Postharvest; Equipment not on label SC/L 1 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
spec may only be fed to livestock or poultry;

silage moisture must be < 70%

TIMOTHY (FORAGE/FODDER/HAY-GRASS)

Stored commodity non-fumigation; Postharvest; not spec/S 2.5 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
Equipment not on label spec may only be fed to livestock or poultry;
silage moisture must be < 70%
Spray; Postharvest; Equipment not on label SC/L 2.5 Ib aifton not not spec not spec not spec none none hay moisture must be < 25%,; treated hay
spec may only be fed to livestock or poultry;

silage moisture must be < 70%

Abbreviations used
Header: max. = maximum; min. = minimum; apps. = applications; not spec. = not specified; NA = not applicable
Form: not spec/S = form not specified/solid; SC/L = soluble concentrate/solid
Rate: ai = active ingredient
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APPENDIX B

GENERIC DATA REQUIREMENTS FOR REREGISTRATION
OF SODIUM DIACETATE AND DATA CITATIONS
SUPPORTING REREGISTRATION
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GUIDE TO APPENDIX B

Appendix B contains listings of data requirements which support the reregistration for the pesticide covered by this Reregistration Eligibility Document.
Appendix B contains generic data requirements that apply to the pesticide in all products, including data requirements for which a "typical formulation" is the test substance.
The data table are generally organized according to the following format:

1.
Data Requirement (Column 1). The data requirements are listed in the order in which they appear in 40 CFR Part 158. The reference numbers accompanying each test refer to the test protocols set out in the
Pesticide Assessment Guidelines, which are available from the National Technical Information Service, 5285 Port Royal Road, Springfield, VA 22161.

2.
Use Pattern (Column 2). This column indicates the use patterns to which the data requirement applies. The following letter designations are used for the given use patterns:

A

Terrestrial food

B

Terrestrial feed

C

Terrestrial non-food

D

Aquatic food

E

Aquatic non-food outdoor
F

Aquatic non-food industrial
G

Aquatic non-food residential
H

Greenhouse food

|

Greenhouse non-food crop
J

Forestry

K

Residential

L

Indoor food

M

Indoor non-food

N

Indoor medical

(0]

Indoor residential

Any other designations will be defined in a footnote to the table.
3

Bibliographic citation (Column 3). If the EPA has acceptable data in its files, this column lists the identifying number of each study. This normally is the Master Record Identification (MRID) number, but may
be a GS number if no MRID number has been assigned. Refer to the Bibliography Appendices for a complete citation of the study.
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APPENDIX B

DATA SUPPORTING GUIDELINE REQUIREMENTS FOR REREGISTRATION OF SODIUM DIACETATE

GUIDELINE

TITLE OF

USE

BIBLIOGRAPHIC
CITATION

STUDY

PATTERNSCITATION

PRODUCT CHEMISTRY

6 1

data required
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6 1 - 2
B e g i n n i n g
d a t a r e
a n d M a n u f a c t u
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data required

data required

data required

data required
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data required

data required

data required
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data required
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data required

data required
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m DATA SUPPORTING GUIDELINE REQUIREMENTS FOR REREGISTRATION OF SODIUM DIACETATE
: G U | D E
U- T | T L

U S
n BIBLIOGRAPHIC

C | T A

> S T U
H PATTERNSCITATION
U’ 1 7 1 -
m N a t u r e 0 f R e s i d u e
q waived
n Plants
LLI , ) _
m N a t u r e 0 f

waived
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waived

Plants

waived

Animals

waived
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waived
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Food Handling Establishments

1 7 1 -

waived

Meat, Milk, Poultry, Eggs

waived
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DATA SUPPORTING GUIDELINE REQUIREMENTS FOR REREGISTRATION OF SODIUM DIACETATE

U S
BIBLIOGRAPHIC

C | T A
S T U

PATTERNSCITATION

TOXICOLOGY
EPA waived 40 CFR 158 requirements for reasons discussed in section IIl.

E C O L (0] G | C A L

EPA waived 40 CFR 158 requirements as discussed in section IlI.

ENVIRONMENTAL FATE

EPA waived 40 CFR 158 requirements for reasons discussed in section IIl.

The citations listed in the bibliography (Appendix C) were used to support these decisions.
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APPENDIX C

BIBLIOGRAPHIC CITATIONS
FOR
SODIUM DIACETATE
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GUIDE TO APPENDIX C

1. CONTENT OF BIBLIOGRAPHY. This bibliography contains citations of all studies considered relevant by EPA in arriving at the positions and conclusions
stated elsewhere in the Reregistration Eligibility Document. Primary sources for studies in this bibliography have been the body of data submitted to EPA
and its predecessor agencies in support of past regulatory decisions. Selections from other sources, including the published literature, in those instances
where they have been considered, will be included.

2. UNITS OF ENTRY. The unit of entry in this bibliography is called a "study". In the case of published materials, this corresponds closely to an article. In
the case of unpublished materials submitted to the EPA the EPA has sought to identify documents at a level parallel to the published article from within the
typically larger volumes in which they were submitted. The resulting "studies" generally have a distinct title (or at least a single subject), can stand alone for
purposes of review, and can be described with a conventional bibliographic citation. The EPA has attempted also to unite basic documents and
commentaries upon them, treating them as a single study.

3. IDENTIFICATION OF ENTRIES. The entries in this bibliography are sorted numerically by Master Record Identifier, or MRID number. This number is
unigue to the citation, and should be used at any time specific reference is required. It is not related to the six-digit "Accession Number" which has been
used to identify volumes of submitted studies; see paragraph 4(d)(4) below for further explanation. In a few cases, entries added to the bibliography late in
the review may be preceded by a nine-character temporary identifier. These entries are listed after all MRID entries. This temporary identifier number is
also to be used whenever specific reference is needed.

4. FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry consists of a citation containing standard elements followed, in the case
of material submitted to EPA, by a description of the earliest known submission. Bibliographic conventions used reflect the standards of the American
National Standards Institute (ANSI), expanded to provide for certain special needs.

a.
Author. Whenever the EPA could confidently identify one, the EPA has chosen to show a personal author. When no individual was identified, the EPA has
shown an identifiable laboratory or testing facility as author. As a last resort, the EPA has shown the first submitter as author.

b.

Document date. When the date appears as four digits with no question marks, the EPA took it directly from the document. When a four-digit date is
followed by a question mark the bibliographer deduced the date from evidence in the document. When the date appears as (19?7?), the EPA was unable to
determine or estimate the date of the document.

c.
Title. In some cases, it has been necessary for EPA
bibliographers to create or enhance a document title. Any such editorial insertions are contained between square brackets.

d.
Trailing parentheses. For studies submitted to the EPA in the past, the trailing parentheses include (in addition to any self-explanatory text) the following
elements describing the earliest known submission:

@

Submission date. The date of the earliest known submission appears immediately following the word "received."

@
Administrative number. The next element, immediately following the word "under," is the registration number, experimental use permit number, petition
number, or other administrative number associated with the earliest known submission.

©)
Submitter. The third element is the submitter, following the phrase "submitted by." When authorship is defaulted to the submitter, this element is omitted.

4

Volume Identification (Accession Numbers). The final element in the trailing parentheses identifies the EPA accession number of the volume in which the
original submission of the study appears. The six-digit accession number follows the symbol "CDL," standing for "Company Data Library." This accession
number is in turn followed by an alphabetic suffix which shows the relative position of the study within the volume. For example, within accession number
123456, the first study would be 123456-A; the second, 123456-B; the 26th, 123456-Z; and the 27th, 123456-AA.
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OFFICE OF PESTICIDE PROGRAMS
REREGISTRATION ELIGIBILITY DOCUMENT
BIBLIOGRAPHY

The following are the sources of the references cited in this document:

)
Clayton, G.D., and Clayton, F.E., eds., 1982. Patty's Industrial Hygiene and Toxicology, 3rd revised edition, Vol 2c. Wiley Interscience, NY.

@
FAO/WHO Techn. Rep. Ser. No. 539, 1974.

©)
FASEB, 1977. "Evaluation of the Health Aspects of Acetic Acid, Sodium Acetate, and Sodium Diacetate as Food Ingredients". NTIS PB-274 670.

Q)
J.R. Geigy S.A. (1970) Documenta, Geigy, 7th ed. Basle; as cited in FAO/WHO World Health Org. Techn. Rep. Ser. No. 539, 1974.

®)
The Merck Index. Tenth edition, (1983), p. 1234.

(6)
Tracor-Jitco, Inc. (1974) Scientific Literature Reviews on Generally Recognized as Safe (GRAS) Food Ingredients, Acetic Acid and Acetates. Prepared for
FDA. NTIS PB-234 898.
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APPENDIX D

PRODUCT DATA CALL-IN
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