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Assessment Guidelines, referenced to 
the appropriate sections of this part, 
are currently available: 

Subdivision Title NTIS order no. Corresponding section(s) in 
this part 

D ...................................... Product Chemistry PB83–153890 161.150 – 161.190 

E ...................................... Hazard Evaluation: Wildlife and Aquat-
ic Organisms 

PB83–153908 161.490 

F ....................................... Hazard Evaluation: Humans and Do-
mestic Animals 

PB83–153916 161.340 

G ...................................... Product Performance PB83–153924 161.640 

I ........................................ Experimental Use Permits PB83–153932 161.20 – 161.640 

J ....................................... Hazard Evaluation: Nontarget Plants PB83–153940 161.540 

K ...................................... Reentry Protection PB85–120962 161.390 

L ....................................... Hazard Evaulation: Nontarget Insect PB83–153957 161.590 

N ...................................... Environmental Fate PB83–153973 161.290 

O ...................................... Residue Chemistry PB83–153961 161.240 

R ...................................... Spray Drift Evaluation PB84–189216 161.440 

[72 FR 60255, Oct. 24, 2007] 

Subpart C—Product Chemistry 
Data Requirements 

SOURCE: 53 FR 15993, May 4, 1988, unless 
otherwise noted. Redesignated and amended 
at 72 FR 60253–60255, Oct. 24, 2007. 

§ 161.150 General. 
(a) Applicability. This subpart de-

scribes the product chemistry data 
that are required to support the reg-
istration of each pesticide product. The 
information specified in this subpart 
must be submitted with each applica-
tion for new or amended registration or 
for reregistration, if it has not been 
submitted previously or if the pre-
viously submitted information is not 
complete and accurate. References in 
this subpart to the ‘‘applicant’’ include 
the registrant if the information is re-
quired for a registered product. 

(b) Purpose—(1) Product composition. 
(i) Data on product composition are 
needed to support the conclusions ex-
pressed in the statement of formula. 
These data include information on the 
starting materials, production or for-
mulating process, possible formation of 
impurities, results of preliminary anal-
ysis of product samples, a description 

of analytical methods to identify and 
quantify ingredients and validation 
data for such methods. In addition, an 
applicant is required to certify the lim-
its for ingredients of his product. 

(ii) Product composition data are 
compared to the composition of mate-
rials used in required testing under 
subpart D of this part. This comparison 
indicates which components of a pes-
ticide product have been evaluated by a 
particular study, and might lead to a 
conclusion that another study is need-
ed. Based on conclusions concerning 
the product’s composition and its toxic 
properties, appropriate use restric-
tions, labeling requirements, or special 
packaging requirements may be im-
posed. 

(iii) Product composition data, in-
cluding certified limits of components, 
are used to determine whether a prod-
uct is ‘‘identical or substantially simi-
lar’’ to another product or ‘‘differs only 
in ways that do not significantly in-
crease the risk of unreasonable adverse 
effects on the environment’’ (FIFRA 
sec. 3(c)(7)(A)). In nearly every case, 
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this determination involves a compari-
son of the composition of an appli-
cant’s product with that of currently 
registered products. 

(2) Certified limits. Certified limits re-
quired by § 161.175 are used in two ways. 
First, the Agency considers the cer-
tified limits in making the registration 
determination required by sections 
3(c)(5), 3(c)(7) and 3(d) of the Act and 
making other regulatory decisions re-
quired by the Act. Second, the Agency 
may collect commercial samples of the 
registered products and analyze them 
for the active ingredient(s), inert in-
gredients, or impurities determined by 
the Agency to be toxicologically sig-
nificant. If, upon analysis the composi-
tion of such a sample is found to differ 
from that certified, the results may be 
used by the Agency in regulatory ac-
tions under FIFRA sec. 12(a)(1)(C) and 
other pertinent sections. 

(3) Nominal concentration. The nomi-
nal concentration required by § 161.155 
is the amount of active ingredient that 
is most likely to be present in the 
product when produced. Unlike the cer-
tified limits, which are the outer limits 
of the range of the product’s ingredi-
ents and thus are present only in a 
small proportion of the products, the 
nominal concentration is the amount 
that typically is expected to result 
from the applicant’s production or for-
mulating process. The nominal con-
centration together with production 
process information is used to gauge 
the acceptability of the certified limits 
presented by the applicant. The nomi-
nal concentration is used by the Agen-
cy as the basis for enforceable certified 
limits if the applicant has chosen not 
to specify certified limits of his own 
(thereby agreeing to abide by the 
standard limits in § 161.175). 

(4) Physical and chemical characteris-
tics. (i) Data on the physical and chem-
ical characteristics of pesticide active 
ingredients and products are used to 
confirm or provide supportive informa-
tion on their identity. Such data are 
also used in reviewing the production 
or formulating process used to produce 
the pesticide or product. For example, 
data that indicate significant changes 
in production or formulation might in-
dicate the need for additional informa-
tion on product composition. 

(ii) Certain information (e.g., color, 
odor, physical state) is needed for the 
Agency to respond to emergency re-
quests for identification of unlabeled 
pesticides involved in accidents or 
spills. Physicians, hospitals, and poison 
control centers also request this infor-
mation to aid in their identification of 
materials implicated in poisoning epi-
sodes. 

(iii) Certain physical and chemical 
data are used directly in the hazard as-
sessment. These include stability, oxi-
dizing and reducing action, flamma-
bility, explodability, storage stability, 
corrosion, and dielectric breakdown 
voltage. For example, a study of the 
corrosion characteristics of a pesticide 
is needed to evaluate effects of the 
product formulation on its container. 
If the pesticide is highly corrosive, 
measures can be taken to ensure that 
lids, liners, seams or container sides 
will not be damaged and cause the con-
tents to leak during storage, transport, 
handling, or use. The storage stability 
study provides data on change (or lack 
of change) in product composition over 
time. If certain ingredients decompose, 
other new chemicals are formed whose 
toxicity and other characteristics must 
be considered. 

(iv) Certain data are needed as basic 
or supportive evidence in initiating or 
evaluating other studies. For example, 
the octanol/water partition coefficient 
is used as one of the criteria to deter-
mine whether certain fish and wildlife 
toxicity or accumulation studies must 
be conducted. Vapor pressure data are 
needed, among other things, to deter-
mine suitable reentry intervals and 
other label cautions pertaining to 
worker protection. Data on viscosity 
and miscibility provide necessary in-
formation to support acceptable label-
ing for tank mix and spray applica-
tions. 

§ 161.153 Definitions. 

The following terms are defined for 
the purposes of this subpart: 

(a) Active ingredient means any sub-
stance (or group of structurally similar 
substances, if specified by the Agency) 
that will prevent, destroy, repel or 
mitigate any pest, or that functions as 
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a plant regulator, desiccant, or defo-
liant within the meaning of FIFRA sec. 
2(a). 

(b) End use product means a pesticide 
product whose labeling 

(1) Includes directions for use of the 
product (as distributed or sold, or after 
combination by the user with other 
substances) for controlling pests or de-
foliating, desiccating or regulating 
growth of plants, and 

(2) Does not state that the product 
may be used to manufacture or formu-
late other pesticide products. 

(c) Formulation means 
(1) The process of mixing, blending, 

or dilution of one or more active ingre-
dients with one or more other active or 
inert ingredients, without an intended 
chemical reaction, to obtain a manu-
facturing use product or an end use 
product, or 

(2) The repackaging of any registered 
product. 

(d) Impurity means any substance (or 
group of structurally similar sub-
stances if specified by the Agency) in a 
pesticide product other than an active 
ingredient or an inert ingredient, in-
cluding unreacted starting materials, 
side reaction products, contaminants, 
and degradation products. 

(e) Impurity associated with an active 
ingredient means: 

(1) Any impurity present in the tech-
nical grade of active ingredient; and 

(2) Any impurity which forms in the 
pesticide product through reactions be-
tween the active ingredient and any 
other component of the product or 
packaging of the product. 

(f) Inert ingredient means any sub-
stance (or group of structurally similar 
substances if designated by the Agen-
cy), other than an active ingredient, 
which is intentionally included in a 
pesticide product. 

(g) Integrated system means a process 
for producing a pesticide product that: 

(1) Contains any active ingredient de-
rived from a source that is not an EPA- 
registered product; or 

(2) Contains any active ingredient 
that was produced or acquired in a 
manner that does not permit its in-
spection by the Agency under FIFRA 
sec. 9(a) prior to its use in the process. 

(h) Manufacturing use product means 
any pesticide product other than an 

end use product. A product may consist 
of the technical grade of active ingre-
dient only, or may contain inert ingre-
dients, such as stabilizers or solvents. 

(i) Nominal concentration means the 
amount of an ingredient which is ex-
pected to be present in a typical sam-
ple of a pesticide product at the time 
the product is produced, expressed as a 
percentage by weight. 

(j) Starting material means a sub-
stance used to synthesize or purify a 
technical grade of active ingredient (or 
the practical equivalent of the tech-
nical grade ingredient if the technical 
grade cannot be isolated) by chemical 
reaction. 

(k) Technical grade of active ingredient 
means a material containing an active 
ingredient: 

(1) Which contains no inert ingre-
dient, other than one used for purifi-
cation of the active ingredient; and 

(2) Which is produced on a commer-
cial or pilot-plant production scale 
(whether or not it is ever held for sale). 

§ 161.155 Product composition. 

Information on the composition of 
the pesticide product must be fur-
nished. The information required by 
paragraphs (a), (b) and (f) of this sec-
tion must be provided for each product. 
In addition, if the product is produced 
by an integrated system, the informa-
tion on impurities required by para-
graphs (c) and (d) must be provided. 

(a) Active ingredient. The following in-
formation is required for each active 
ingredient in the product: 

(1) If the source of any active ingre-
dient in the product is an EPA-reg-
istered product: 

(i) The chemical and common name 
(if any) of the active ingredient, as list-
ed on the source product. 

(ii) The nominal concentration of the 
active ingredient in the product, based 
upon the nominal concentration of ac-
tive ingredient in the source product. 

(iii) Upper and lower certified limits 
of the active ingredient in the product, 
in accordance with § 161.175. 

(2) If the source of any active ingre-
dient in the product is not an EPA-reg-
istered product: 
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(i) The chemical name according to 
Chemical Abstracts Society nomen-
clature, the CAS Registry Number, and 
any common names. 

(ii) The molecular, structural, and 
empirical formulae, and the molecular 
weight or weight range. 

(iii) The nominal concentration. 
(iv) Upper and lower certified limits 

in accordance with § 161.175. 
(v) The purpose of the ingredient in 

the formulation. 
(b) Inert ingredients. The following in-

formation is required for each inert in-
gredient (if any) in the product: 

(1) The chemical name of the ingre-
dient according to Chemical Abstracts 
Society nomenclature, the CAS Reg-
istry Number, and any common names 
(if known). If the chemical identity or 
chemical composition of an ingredient 
is not known to the applicant because 
it is proprietary or trade secret infor-
mation, the applicant must ensure that 
the supplier or producer of the ingre-
dient submits to the Agency (or has on 
file with the Agency) information on 
the identity or chemical composition 
of the ingredient. Generally, it is not 
required that an applicant know the 
identity of each ingredient in a mix-
ture that he uses in his product. How-
ever, in certain circumstances, the 
Agency may require that the applicant 
know the identity of a specific ingre-
dient in such a mixture. If the Agency 
requires specific knowledge of an ingre-
dient, it will notify the applicant in 
writing. 

(2) The nominal concentration in the 
product. 

(3) Upper and lower certified limits in 
accordance with § 161.175. 

(4) The purpose of the ingredient in 
the formulation. 

(c) Impurities of toxicological signifi-
cance associated with the active ingre-
dient. For each impurity associated 
with the active ingredient that is de-
termined to be toxicologically signifi-
cant, the following information is re-
quired: 

(1) Identification of the ingredient as 
an impurity. 

(2) The chemical name of the impu-
rity. 

(3) The nominal concentration of the 
impurity in the product. 

(4) A certified upper limit, in accord-
ance with § 161.175. 

(d) Other impurities associated with the 
active ingredient. For each other impu-
rity associated with an active ingre-
dient that was found to be present in 
any sample at a level equal to or great-
er than 0.1 percent by weight of the 
technical grade active ingredient, the 
following information is required: 

(1) Identification of the ingredient as 
an impurity. 

(2) Chemical name of the impurity. 
(3) The nominal concentration of the 

impurity in the final product. 
(e) Impurities associated with an inert 

ingredient. [Reserved] 
(f) Ingredients that cannot be charac-

terized. If the identity of any ingredient 
or impurity cannot be specified as a 
discrete chemical substance (such as 
mixtures that cannot be characterized 
or isomer mixtures), the applicant 
must provide sufficient information to 
enable EPA to identify its source and 
qualitative composition. 

§ 161.160 Description of materials used 
to produce the product. 

The following information must be 
submitted on the materials used to 
produce the product: 

(a) Products not produced by an inte-
grated system. (1) For each active ingre-
dient that is derived from an EPA-reg-
istered product: 

(i) The name of the EPA-registered 
product. 

(ii) The EPA registration number of 
that product. 

(2) For each inert ingredient: 
(i) Each brand name, trade name, or 

other commercial designation of the 
ingredient. 

(ii) All information that the appli-
cant knows (or that is reasonably 
available to him) concerning the com-
position (and, if requested by the Agen-
cy, chemical and physical properties) 
of the ingredient, including a copy of 
technical specifications, data sheets, or 
other documents describing the ingre-
dient. 

(iii) If requested by the Agency, the 
name and address of the producer of 
the ingredient or, if that information is 
not known to the applicant, the name 
and address of the supplier of the ingre-
dient. 
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(b) Products produced by an integrated 
system. (1) The information required by 
paragraph (a)(1) of this section con-
cerning each active ingredient that is 
derived from an EPA-registered prod-
uct (if any). 

(2) The following information con-
cerning each active ingredient that is 
not derived from an EPA-registered 
product: 

(i) The name and address of the pro-
ducer of the ingredient (if different 
from the applicant). 

(ii) Information on each starting ma-
terial used to produce the active ingre-
dient, as follows: 

(A) Each brand name, trade name, or 
other commercial designation of the 
starting material. 

(B) The name and address of the per-
son who produces the starting material 
or, if that information is not known to 
the applicant, the name and address of 
each person who supplies the starting 
material. 

(C) All information that the appli-
cant knows (or that is reasonably 
available to him) concerning the com-
position (and if requested by the Agen-
cy, chemical or physical properties) of 
the starting material, including a copy 
of all technical specifications, data 
sheets, or other documents describing 
it. 

(3) The information required by para-
graph (a)(2) of this section concerning 
each inert ingredient. 

(c) Additional information. On a case- 
by-case basis, the Agency may require 
additional information on substances 
used in the production of the product. 

§ 161.162 Description of produc-
tion process. 

If the product is produced by an inte-
grated system, the applicant must sub-
mit information on the production (re-
action) processes used to produce the 
active ingredients in the product. The 
applicant must also submit informa-
tion on the formulation process, in ac-
cordance with § 161.165. 

(a) Information must be submitted 
for the current production process for 
each active ingredient that is not de-
rived from an EPA-registered product. 
If the production process is not contin-
uous (a single reaction process from 
starting materials to active ingre-

dient), but is accomplished in stages or 
by different producers, the information 
must be provided for each such produc-
tion process. 

(b) The following information must 
be provided for each process resulting 
in a separately isolated substance: 

(1) the name and address of the pro-
ducer who uses the process, if not the 
same as the applicant. 

(2) A general characterization of the 
process (e.g., whether it is a batch or 
continuous process). 

(3) A flow chart of the chemical equa-
tions of each intended reaction occur-
ring at each step of the process, the 
necessary reaction conditions, and the 
duration of each step and of the entire 
process. 

(4) The identity of the materials used 
to produce the product, their relative 
amounts, and the order in which they 
are added. 

(5) A description of the equipment 
used that may influence the composi-
tion of the substance produced. 

(6) A description of the conditions 
(e.g., temperature, pressure, pH, hu-
midity) that are controlled during each 
step of the process to affect the com-
position of the substance produced, and 
the limits that are maintained. 

(7) A description of any purification 
procedures (including procedures to re-
cover or recycle starting materials, 
intermediates or the substance pro-
duced). 

(8) A description of the procedures 
used to assure consistent composition 
of the substance produced, e.g., calibra-
tion of equipment, sampling regimens, 
analytical methods, and other quality 
control methods. 

§ 161.165 Description of formulation 
process. 

The applicant must provide informa-
tion on the formulation process of the 
product (unless the product consists 
solely of a technical grade of active in-
gredient), as required by the following 
sections: 

(a) Section 161.162(b)(2), pertaining to 
characterization of the process. 

(b) Section 161.162(b)(4), pertaining to 
ingredients used in the process. 

(c) Section 161.162(b)(5), pertaining to 
process equipment. 
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(d) Section 161.162(b)(6), pertaining to 
the conditions of the process. 

(e) Section 161.162(b)(8), pertaining to 
quality control measures. 

§ 161.167 Discussion of formation of 
impurities. 

The applicant must provide a discus-
sion of the impurities that may be 
present in the product, and why they 
may be present. The discussion should 
be based on established chemical the-
ory and on what the applicant knows 
about the starting materials, technical 
grade of active ingredient, inert ingre-
dients, and production or formulation 
process. If the applicant has reason to 
believe that an impurity that EPA 
would consider toxicologically signifi-
cant may be present, the discussion 
must include an expanded discussion of 
the possible formation of the impurity 
and the amounts at which it might be 
present. The impurities which must be 
discussed are the following, as applica-
ble: 

(a) Technical grade active ingredients 
and products produced by an integrated 
system. (1) Each impurity associated 
with the active ingredient which was 
found to be present in any analysis of 
the product conducted by or for the ap-
plicant. 

(2) Each other impurity which the ap-
plicant has reason to believe may be 
present in his product at any time be-
fore use at a level equal to or greater 
than 0.1 percent (1000 ppm) by weight of 
the technical grade of the active ingre-
dient, based on what he knows about 
the following: 

(i) The composition (or composition 
range) of each starting material used 
to produce his product. 

(ii) The impurities which he knows 
are present (or believes are likely to be 
present) in the starting materials, and 
the known or presumed level (or range 
of levels) of those impurities. 

(iii) The intended reactions and side 
reactions which may occur in the pro-
duction of the product, and the relative 
amounts of byproduct impurities pro-
duced by such reactions. 

(iv) The possible degradation of the 
ingredients in the product after its pro-
duction but prior to its use. 

(v) Post-production reactions be-
tween the ingredients in the product. 

(vi) The possible migration of compo-
nents of packaging materials into the 
pesticide. 

(vii) The possible carryover of con-
taminants from use of production 
equipment previously used to produce 
other products or substances. 

(viii) The process control, purifi-
cation and quality control measures 
used to produce the product. 

(b) Products not produced by an inte-
grated system. Each impurity associated 
with the active ingredient which the 
applicant has reason to believe may be 
present in the product at any time be-
fore use at a level equal to or greater 
than 0.1 percent (1000 ppm) by weight of 
the product based on what he knows 
about the following: 

(1) The possible carryover of impuri-
ties present in any registered product 
which serves as the source of any of the 
product’s active ingredients. The iden-
tity and level of impurities in the reg-
istered source need not be discussed or 
quantified unless known to the formu-
lator. 

(2) The possible carryover of impuri-
ties present in the inert ingredients in 
the product. 

(3) Possible reactions occurring dur-
ing the formulation of the product be-
tween any of its active ingredients, be-
tween the active ingredients and inert 
ingredients, or between the active in-
gredients and the production equip-
ment. 

(4) Post-production reactions be-
tween any of the product’s active in-
gredients and any other component of 
the product or its packaging. 

(5) Possible migration of packaging 
materials into the product. 

(6) Possible contaminants resulting 
from earlier use of equipment to 
produce other products. 

(c) Expanded discussion. On a case-by- 
case basis, the Agency may require an 
expanded discussion of information of 
impurities: 

(1) From other possible chemical re-
actions; 

(2) Involving other ingredients; or 
(3) At additional points in the pro-

duction or formulation process. 

§ 161.170 Preliminary analysis. 
(a) If the product is produced by an 

integrated system, the applicant must 
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provide a preliminary analysis of each 
technical grade of active ingredient 
contained in the product to identify all 
impurities present at 0.1 percent or 
greater of the TGAI. The preliminary 
analysis should be conducted at the 
point in the production process after 
which no further chemical reactions 
designed to produce or purify the sub-
stance are intended. 

(b) Based on the preliminary anal-
ysis, a statement of the composition of 
the technical grade of active ingredient 
must be provided. If the technical 
grade of active ingredient cannot be 
isolated, a statement of the composi-
tion of the practical equivalent of the 
technical grade of active ingredient 
must be submitted. 

§ 161.175 Certified limits. 
The applicant must propose certified 

limits for the ingredients in the prod-
uct. Certified limits become legally 
binding limits upon approval of the ap-
plication. Certified limits will apply to 
the product from the date of produc-
tion to date of use, unless the product 
label bears a statement prohibiting use 
after a certain date, in which case the 
certified limits will apply only until 
that date. 

(a) Ingredients for which certified limits 
are required. Certified limits are re-
quired on the following ingredients of a 
pesticide product: 

(1) An upper and lower limit for each 
active ingredient. 

(2) An upper and lower limit for each 
inert ingredient. 

(3) If the product is a technical grade 
of active ingredient or is produced by 
an integrated system, an upper limit 
for each impurity of toxicological sig-
nificance associated with the active in-
gredient and found to be present in any 
sample of the product. 

(4) On a case-by-case basis, certified 
limits for other ingredients or impuri-
ties as specified by EPA. 

(b) EPA determination of certified limits 
for active and inert ingredients. (1) Un-
less the applicant proposes different 
limits as provided in paragraph (c) of 
this section, the upper and lower cer-
tified limits for active and inert ingre-
dients will be determined by EPA. EPA 
will calculate the certified limits on 
the basis of the nominal concentration 

of the ingredient in the product, ac-
cording to the table in paragraph (b)(2) 
of this section. 

(2) Table of standard certified limits. 

If the nominal con-
centration (N) for 
the ingredient is: 

The certified limits for that ingredient 
will be as follows: 

Upper limit Lower limit 

N ≤ 1.0% ................ N + 10%N N ¥ 10%N 
1.0% < N ≤ 20.0% N + 5%N N ¥ 5%N 
20.0% < N ≤ 

100.0%.
N + 3%N N ¥ 3%N 

(c) Applicant proposed limits. (1) The 
applicant may propose a certified limit 
for an active or inert ingredient that 
differs from the standard certified 
limit calculated according to para-
graph (b)(2) of this section. 

(2) If certified limits are required for 
impurities, the applicant must propose 
a certified limit. The standard certified 
limits may not be used for such sub-
stances. 

(3) Certified limits should: 
(i) Be based on a consideration of the 

variability of the concentration of the 
ingredient in the product when good 
manufacturing practices and normal 
quality control procedures are used. 

(ii) Allow for all sources of varia-
bility likely to be encountered in the 
production process. 

(iii) Take into account the stability 
of the ingredient in the product and 
the possible formation of impurities 
between production and sale of dis-
tribution. 

(4) The applicant may include an ex-
planation of the basis of his proposed 
certified limits, including how the cer-
tified limits were arrived at (e.g., sam-
ple analysis, quantitative estimate 
based on production process), and its 
accuracy and precision. This will be 
particularly useful if the range of the 
certified limit for an active or inert in-
gredient is greater than the standard 
certified limits. 

(d) Special cases. If the Agency finds 
unacceptable any certified limit (either 
standard or applicant-proposed), the 
Agency will inform the applicant of its 
determination and will provide sup-
porting reasons. EPA may also rec-
ommend alternative limits to the ap-
plicant. The Agency may require, on a 
case-by-case basis, any or all of the fol-
lowing: 

(1) More precise limits. 
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(2) More thorough explanation of how 
the certified limits were determined. 

(3) A narrower range between the 
upper and lower certified limits than 
that proposed. 

(e) Certification statement. The appli-
cant must certify the accuracy of the 
information presented, and that the 
certified limits of the ingredients will 
be maintained. The following state-
ment, signed by the authorized rep-
resentative of the company, is accept-
able: 

I hereby certify that, for purposes of 
FIFRA sec. 12(a)(1)(C), the description of the 
composition of [product name], EPA Reg. No. 
[insert registration number], refers to the com-
position set forth on the Statement of For-
mula and supporting materials. This descrip-
tion includes the representations that: (1) no 
ingredient will be present in the product in 
an amount greater than the upper certified 
limit or in an amount less than the lower 
certified limit (if required) specified for that 

ingredient in a currently approved State-
ment of Formula (or as calculated by the 
Agency); and (2) if the Agency requires that 
the source of supply of an ingredient be spec-
ified, that all quantities of such ingredient 
will be obtained from the source specified in 
the Statement of Formula. 

§ 161.180 Enforcement analytical meth-
od. 

An analytical method suitable for en-
forcement purposes must be provided 
for each active ingredient in the prod-
uct and for each other ingredient or 
impurity that is determined to be 
toxicologically significant. 

§ 161.190 Physical and chemical char-
acteristics. 

(a) Table. Sections 161.100 through 
161.102 describe how to use this table to 
determine the physical and chemical 
characteristics data requirements and 
the substance to be tested. 

Kind of data required (b) 
Notes 

All general use 
patterns (re-

quirements are 
the same for 

every use pat-
tern) 

Test substance 

Guidelines 
reference 

No. Data to support 
MP 

Data to support 
EP 

Color ............................................................. ............ [R] ..................... MP and TGAI ...... EP* and TGAI ...... 63 –2 
Physical state ............................................... ............ [R] ..................... MP and TGAI ...... EP* and TGAI ...... 63 –3 
Odor ............................................................. ............ [R] ..................... MP and TGAI ...... EP* and TGAI ...... 63 –4 
Melting point ................................................. (1) [R] ..................... TGAI .................... TGAI .................... 63 –5 
Boiling point .................................................. (2) [R] ..................... TGAI .................... TGAI .................... 63 –6 
Density, bulk density, or specific gravity ...... ............ [R] ..................... MP and TGAI ...... EP* and TGAI ...... 63 –7 
Solubility ....................................................... ............ [R] ..................... TGAI or PAI ......... TGAI or PAI ......... 63 –8 
Vapor pressure ............................................. ............ [R] ..................... TGAI or PAI ......... TGAI or PAI ......... 63 –9 
Dissociation constant ................................... ............ [R] ..................... TGAI or PAI ......... TGAI or PAI ......... 63 –10 
Octanol/water partition coefficient ................ (3) [CR] .................. PAI ....................... PAI ....................... 63 –11 
pH ................................................................. (4) [CR] .................. MP and TGAI ...... EP* and TGAI ...... 63 –12 
Stability ......................................................... ............ [R] ..................... TGAI .................... TGAI .................... 63 –13 
Oxidizing or reducing action ........................ (5) [CR] .................. .............................. .............................. ..................
Flammability ................................................. (6) [CR] .................. MP ....................... EP* ...................... 63 –15 
Explodability ................................................. (7) [R] ..................... MP ....................... EP* ...................... 63 –16 
Storage stability ............................................ ............ [R] ..................... MP ....................... EP* ...................... 63 –17 
Viscosity ....................................................... (8) [CR] .................. MP ....................... EP* ...................... 63 –18 
Miscibility ...................................................... (9) [CR] .................. MP ....................... EP* ...................... 63 –19 
Corrosion characteristics .............................. ............ [R] ..................... MP ....................... EP* ...................... 63 –20 
Dielectric breakdown voltage ....................... (10) [CR] .................. .............................. EP* ...................... 63 –21 
Other requirements: Submittal of samples .. (11) [CR] .................. MP, TGAI, PAI ..... EP*, TGAI, PAI .... 64 –1 

Key: R = Required; CR = Conditionally Required; [ ] = Brackets (i.e., [R],[CR]) indicate data requirements that apply when an 
experimental use permit is being sought; MP = Manufacturing Use Product, EP* = End Use Product; asterisk indicates those reg-
istrants that end-use applicants (i.e., formulators) need not satisfy, if their active ingredient(s) is (are) purchased from a reg-
istered source; TGAI = Technical Grade of the Active Ingredient; PAI = Pure Active Ingredient. 

(b) Notes. The following notes are referenced in column two of the table contained in paragraph (a) of this section. 
(1) Required if technical chemical is a solid at room temperature. 
(2) Required if technical chemical is a liquid at room temparature. 
(3) Required if technical chemical is organic and non-polar. 
(4) Required if test substance is dispersible with water. 
(5) Required if product contains an oxidizing or reducing agent. 
(6) Required if product contains combustible liquids. 
(7) Required if product is potentially explosive. 
(8) Required if product is a liquid. 
(9) Required if product is a emulsifiable liquid and is to be diluted with petroleum solvents. 
(10) Required if end-use product is a liquid and is to be used around electrical equipment. 
(11) Basic manufacturers are required to provide the Agency with a sample of each TGAI used to formulate a product produced 

by an integrated system when the new TGAI is first used as a formulating ingredient in products registered under FIFRA. A sam-
ple of the active ingredient (PAI) suitable for use as an analytical standard is also required at this time. Samples of end use 
products produced by an integrated system must be submitted on a case-by-case basis. 
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[49 FR 42881, Oct. 24, 1984, as amended at 58 FR 34203, June 23, 1993] 

Subpart D—Data Requirement 
Tables 

SOURCE: 49 FR 42881, Oct. 24, 1984, unless 
otherwise noted. Redesignated and amended 
at 72 FR 60253–60255, Oct. 24, 2007. 

§ 161.202 Purposes of the registration 
data requirements. 

(a) General. The data requirements 
for registration are intended to gen-
erate data and information necessary 
to address concerns pertaining to the 
identity, composition, potential ad-
verse effects and environmental fate of 
each pesticide. 

(b) [Reserved] 
(c) Residue chemistry. (1) Residue 

Chemistry Data are used by the Agen-
cy to estimate the exposure of the gen-
eral population to pesticide residues in 
food and for setting and enforcing tol-
erances for pesticide residues in food or 
feed. 

(2) Information on the chemical iden-
tity and composition of the pesticide 
product, the amounts, frequency and 
time of pesticide application, and re-
sults of test on the amount of residues 
remaining on or in the treated food or 
feed, are needed to support a finding as 
to the magnitude and identity of resi-
dues which result in food or animal 
feed as a consequence of a proposed 
pesticide usage. 

(3) Residue chemistry data are also 
needed to support the adequacy of one 
or more methods for the enforcement 
of the tolerance, and to support prac-
ticable methods for removing residues 
that exceed any proposed tolerance. 

(d) Environmental fate—(1) General. 
The data generated by environmental 
fate studies are used to: assess the tox-
icity to man through exposure of hu-
mans to pesticide residues remaining 
after application, either upon reen-
tering treated areas or from consuming 
inadvertently-contaminated food; as-
sess the presence of widely distributed 
and persistent pesticides in the envi-
ronment which may result in loss of 
usable land, surface water, ground 
water, and wildlife resources; and, as-
sess the potential environmental expo-
sure of other nontarget organisms, 

such as fish and wildlife, to pesticides. 
Another specific purpose of the envi-
ronmental fate data requirements is to 
help applicants and the Agency esti-
mate expected environmental con-
centrations of pesticides in specific 
habitats where threatened or endan-
gered species or other wildlife popu-
lations at risk are found. 

(2) Degradation studies. The data from 
hydrolysis and photolysis studies are 
used to determine the rate of pesticide 
degradation and to identify pesticides 
that may adversely affect nontarget 
organisms. 

(3) Metabolism studies. Data generated 
from aerobic and anaerobic metabolism 
studies are used to determine the na-
ture and availability of pesticides to 
rotational crops and to aid in the eval-
uation of the persistence of a pesticide. 

(4) Mobility studies. These data re-
quirements pertain to leaching, adsorp-
tion/desorption, and volatility of pes-
ticides. They provide information on 
the mode of transport and eventual 
destination of the pesticide in the envi-
ronment. This information is used to 
assess potential environmental hazards 
related to: contamination of human 
and animal food; loss of usable land 
and water resources to man through 
contamination of water (including 
ground water); and habitat loss of wild-
life resulting from pesticide residue 
movement or transport in the environ-
ment. 

(5) Dissipation studies. The data gen-
erated from dissipation studies are 
used to assess potential environmental 
hazards (under actual field use condi-
tions) related to: reentry into treated 
areas; hazards from residues in rota-
tional crop and other food sources; and 
the loss of land as well as surface and 
ground water resources. 

(6) Accumulation studies. Accumula-
tion studies indicate pesticide residue 
levels in food supplies that originate 
from wild sources or from rotational 
crops. Rotational crop studies are nec-
essary to establish realistic crop rota-
tion restrictions and to determine if 
tolerances may be needed for residues 
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