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Environmental Protection Agency § 160.195 

(b) The final report shall be signed 
and dated by the study director. 

(c) Corrections or additions to a final 
report shall be in the form of an 
amendment by the study director. The 
amendment shall clearly identify that 
part of the final report that is being 
added to or corrected and the reasons 
for the correction or addition, and 
shall be signed and dated by the person 
responsible. Modification of a final re-
port to comply with the submission re-
quirements of EPA does not constitute 
a correction, addition, or amendment 
to a final report. 

(d) A copy of the final report and of 
any amendment to it shall be main-
tained by the sponsor and the test fa-
cility. 

§ 160.190 Storage and retrieval of 
records and data. 

(a) All raw data, documentation, 
records, protocols, specimens, and final 
reports generated as a result of a study 
shall be retained. Specimens obtained 
from mutagenicity tests, specimens of 
soil, water, and plants, and wet speci-
mens of blood, urine, feces, and biologi-
cal fluids, do not need to be retained 
after quality assurance verification. 
Correspondence and other documents 
relating to interpretation and evalua-
tion of data, other than those docu-
ments contained in the final report, 
also shall be retained. 

(b) There shall be archives for orderly 
storage and expedient retrieval of all 
raw data, documentation, protocols, 
specimens, and interim and final re-
ports. Conditions of storage shall mini-
mize deterioration of the documents or 
specimens in accordance with the re-
quirements for the time period of their 
retention and the nature of the docu-
ments of specimens. A testing facility 
may contract with commercial ar-
chives to provide a repository for all 
material to be retained. Raw data and 
specimens may be retained elsewhere 
provided that the archives have spe-
cific reference to those other locations. 

(c) An individual shall be identified 
as responsible for the archives. 

(d) Only authorized personnel shall 
enter the archives. 

(e) Material retained or referred to in 
the archives shall be indexed to permit 
expedient retrieval. 

§ 160.195 Retention of records. 

(a) Record retention requirements set 
forth in this section do not supersede 
the record retention requirements of 
any other regulations in this sub-
chapter. 

(b) Except as provided in paragraph 
(c) of this section, documentation 
records, raw data, and specimens per-
taining to a study and required to be 
retained by this part shall be retained 
in the archive(s) for whichever of the 
following periods is longest: 

(1) In the case of any study used to 
support an application for a research or 
marketing permit approved by EPA, 
the period during which the sponsor 
holds any research or marketing per-
mit to which the study is pertinent. 

(2) A period of at least 5 years fol-
lowing the date on which the results of 
the study are submitted to the EPA in 
support of an application for a research 
or marketing permit. 

(3) In other situations (e.g., where 
the study does not result in the sub-
mission of the study in support of an 
application for a research or marketing 
permit), a period of at least 2 years fol-
lowing the date on which the study is 
completed, terminated, or discon-
tinued. 

(c) Wet specimens, samples of test, 
control, or reference substances, and 
specially prepared material which are 
relatively fragile and differ markedly 
in stability and quality during storage, 
shall be retained only as long as the 
quality of the preparation affords eval-
uation. Specimens obtained from mu-
tagenicity tests, specimens of soil, 
water, and plants, and wet specimens 
of blood, urine, feces, and biological 
fluids, do not need to be retained after 
quality assurance verification. In no 
case shall retention be required for 
longer periods than those set forth in 
paragraph (b) of this section. 

(d) The master schedule sheet, copies 
of protocols, and records of quality as-
surance inspections, as required by 
§ 160.35(c) shall be maintained by the 
quality assurance unit as an easily ac-
cessible system of records for the pe-
riod of time specified in paragraph (b) 
of this section. 

(e) Summaries of training and experi-
ence and job descriptions required to be 

VerDate Aug<31>2005 09:02 Sep 10, 2008 Jkt 214164 PO 00000 Frm 00201 Fmt 8010 Sfmt 8010 Y:\SGML\214164.XXX 214164eb
en

th
al

l o
n 

P
R

O
D

1P
C

60
 w

ith
 C

F
R



192 

40 CFR Ch. I (7–1–08 Edition) Pt. 161 

maintained by § 160.29(b) may be re-
tained along with all other testing fa-
cility employment records for the 
length of time specified in paragraph 
(b) of this section. 

(f) Records and reports of the mainte-
nance and calibration and inspection of 
equipment, as required by § 160.63 (b) 
and (c), shall be retained for the length 
of time specified in paragraph (b) of 
this section. 

(g) If a facility conducting testing or 
an archive contracting facility goes 
out of business, all raw data, docu-
mentation, and other material speci-
fied in this section shall be transferred 
to the archives of the sponsor of the 
study. The EPA shall be notified in 
writing of such a transfer. 

(h) Specimens, samples, or other non- 
documentary materials need not be re-
tained after EPA has notified in writ-
ing the sponsor or testing facility hold-
ing the materials that retention is no 
longer required by EPA. Such notifica-
tion normally will be furnished upon 
request after EPA or FDA has com-
pleted an audit of the particular study 
to which the materials relate and EPA 
has concluded that the study was con-
ducted in accordance with this part. 

(i) Records required by this part may 
be retained either as original records 
or as true copies such as photocopies, 
microfilm, microfiche, or other accu-
rate reproductions of the original 
records. 

PART 161—DATA REQUIREMENTS 
FOR REGISTRATION 

Subpart A—General Provisions 

Sec. 
161.20 Overview. 
161.25 Applicability of data requirements. 
161.30 Timing of the imposition of data re-

quirements. 
161.32 Format of data submission. 
161.33 Procedures for claims of confiden-

tiality of data. 
161.34 Flagging of studies for potential ad-

verse effects. 
161.35 Flexibility of the data requirements. 
161.40 Consultation with the Agency. 
161.45 Waivers. 
161.55 Agricultural vs. non-agricultural pes-

ticides. 
161.60 Minor uses. 
161.70 Acceptable protocols. 
161.75 Requirements for additional data. 

161.80 Acceptability of data. 
161.85 Revision of data requirements and 

guidelines. 

Subpart B—How To Use Data Tables 

161.100 How to determine registration data 
requirements. 

161.101 Required vs. conditionally required 
data. 

161.102 Distinguishing between what data 
are required and what substance is to be 
tested. 

161.108 Relationship of Pesticide Assess-
ment Guidelines to data requirements. 

Subpart C—Product Chemistry Data 
Requirements 

161.150 General. 
161.153 Definitions. 
161.155 Product composition. 
161.160 Description of materials used to 

produce the product. 
161.162 Description of production process. 
161.165 Description of formulation process. 
161.167 Discussion of formation of impuri-

ties. 
161.170 Preliminary analysis. 
161.175 Certified limits. 
161.180 Enforcement analytical method. 
161.190 Physical and chemical characteris-

tics. 

Subpart D—Data Requirement Tables 

161.202 Purposes of the registration data re-
quirements. 

161.240 Residue chemistry data require-
ments. 

161.290 Environmental fate data require-
ments. 

161.340 Toxicology data requirements. 
161.390 Reentry protection data require-

ments. 
161.440 Spray drift data requirements. 
161.490 Wildlife and aquatic organisms data 

requirements. 
161.540 Plant protection data requirements. 
161.590 Nontarget insect data requirements. 
161.640 Product performance data require-

ments. 

APPENDIX A TO PART 161—DATA REQUIRE-
MENTS FOR REGISTRATION: USE PATTERN 
INDEX. 

AUTHORITY: 7 U.S.C. 136–136y. 

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

Subpart A—General Provisions 

SOURCE: 49 FR 42881, Oct. 24, 1984, unless 
otherwise noted. Redesignated and amended 
at 72 FR 60253, 60254, Oct. 24, 2007. 
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