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§ 792.12 Statement of compliance or 
non-compliance. 

Any person who submits to EPA a 
test required by a testing consent 
agreement or a test rule issued under 
section 4 of TSCA shall include in the 
submission a true and correct state-
ment, signed by the sponsor and the 
study director, of one of the following 
types: 

(a) A statement that the study was 
conducted in accordance with this part; 
or 

(b) A statement describing in detail 
all differences between the practices 
used in the study and those required by 
this part; or 

(c) A statement that the person was 
not a sponsor of the study, did not con-
duct the study, and does not know 
whether the study was conducted in ac-
cordance with this part. 

§ 792.15 Inspection of a testing facility. 

(a) A testing facility shall permit an 
authorized employee or duly des-
ignated representative of EPA or FDA, 
at reasonable times and in a reasonable 
manner, to inspect the facility and to 
inspect (and in the case of records also 
to copy) all records and specimens re-
quired to be maintained regarding 
studies to which this part applies. The 
records inspection and copying require-
ments shall not apply to quality assur-
ance unit records of findings and prob-
lems, or to actions recommended and 
taken, except the EPA may seek pro-
duction of these records in litigation or 
formal adjudicatory hearings. 

(b) EPA will not consider reliable for 
purposes of showing that a chemical 
substance or mixture does not present 
a risk of injury to health or the envi-
ronment any data developed by a test-
ing facility or sponsor that refuses to 
permit inspection in accordance with 
this part. The determination that a 
study will not be considered reliable 
does not, however, relieve the sponsor 
of a required test of any obligation 
under any applicable statute or regula-
tion to submit the results of the study 
to EPA. 

(c) Since a testing facility is a place 
where chemicals are stored or held, it 
is subject to inspection under section 
11 of TSCA. 

§ 792.17 Effects of non-compliance. 

(a) The sponsor or any other person 
who is conducting or has conducted a 
test to fulfill the requirements of a 
testing consent agreement or a test 
rule issued under section 4 of TSCA 
will be in violation of section 15 of 
TSCA if: 

(1) The test is not being or was not 
conducted in accordance with any re-
quirement of this part; 

(2) Data or information submitted to 
EPA under this part (including the 
statement required by § 792.12) include 
information or data that are false or 
misleading, contain significant omis-
sions, or otherwise do not fulfill the re-
quirements of this part; or 

(3) Entry in accordance with § 792.15 
for the purpose of auditing test data or 
inspecting test facilities is denied. Per-
sons who violate the provisions of this 
part may be subject to civil or criminal 
penalties under section 16 of TSCA, 
legal action in United States district 
court under section 17 of TSCA, or 
criminal prosecution under 18 U.S.C. 2 
or 1001. 

(b) EPA, at its discretion, may not 
consider reliable for purposes of show-
ing that a chemical substance or mix-
ture does not present a risk of injury 
to health or the environment any 
study which was not conducted in ac-
cordance with this part. EPA, at its 
discretion, may rely upon such studies 
for purposes of showing adverse effects. 
The determination that a study will 
not be considered reliable does not, 
however, relieve the sponsor of a re-
quired test of the obligation under any 
applicable statute or regulation to sub-
mit the results of the study to EPA. 

(c) If data submitted to fulfill a re-
quirement of a testing consent agree-
ment or a test rule issued under sec-
tion 4 of TSCA are not developed in ac-
cordance with this part, EPA may de-
termine that the sponsor has not ful-
filled its obligations under section 4 of 
TSCA and may require the sponsor to 
develop data in accordance with the re-
quirements of this part in order to sat-
isfy such obligations. 
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