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(2) When one or more manufacturers 
demonstrate to the hearing officer that 
it is necessary to include processors in 
order to provide fair and equitable re-
imbursement in a specific case. 

(3) When one or more processors vol-
untarily agree to reimburse manufac-
turers for a portion of test costs. Only 
those processors who volunteer will 
incur the obligation. 

(b) A hearing including processors 
shall be initiated in the same way as 
those including only manufacturers. 
Voluntary negotiations must be at-
tempted in good faith first, and the re-
quest for a hearing must contain the 
names of the parties and a description 
of the unsuccessful negotiations. 

(c) When processors as well as manu-
facturers are required to provide reim-
bursement, the hearing officer will de-
cide for each case how the reimburse-
ment should be allocated among the 
participating parties. When a test rule 
is applicable solely to processors, the 
hearing officer will apply the formula 
to the amount of the test chemical pur-
chased or processed. 

§ 791.48 Production volume. 
(a) Production volume will be meas-

ured over a period that begins one cal-
endar year before publication of the 
final test rule in the FEDERAL REG-
ISTER and continues up to the latest 
data available upon resolution of a dis-
pute. 

(b) For the purpose of determining 
fair reimbursement shares, production 
volume shall include amounts of the 
test chemical imported in bulk form 
and mixtures, and the total domestic 
production of the chemical including 
that produced as a byproduct. Impuri-
ties will not be included unless the test 
rule specifically includes them. 

(c) Amounts of the test chemical 
manufactured for export will not be in-
cluded unless covered by a finding 
under TSCA section 12(a)(2). 

(d) Chemicals excluded from the ju-
risdiction of TSCA by section 3(2)(B) 
need not be included in the computa-
tion of production volume. (Chemicals 
used as intermediates to produce pes-
ticides are covered by TSCA.) 

(e) The burden of establishing the 
fact that particular amounts of the 
test chemical are produced for exempt 

purposes lies with the party seeking to 
exclude those amounts from the cal-
culation of his production volume. 

§ 791.50 Costs. 
(a) All costs reasonable and nec-

essary to comply with the test rule, 
taking into account the practices of 
other laboratories in conducting simi-
lar tests, are eligible for reimburse-
ment. Necessary costs include: 

(1) Direct and indirect costs of plan-
ning, conducting, analyzing and sub-
mitting the test results to EPA. 

(2) A reasonable profit, and a reason-
able rate of interest and depreciation 
on the tester’s initial capital invest-
ment. 

(3) The cost of repeating or repairing 
tests where failure was demonstrably 
due to some cause other than neg-
ligence of the tester. 

(b) Costs attributable to tests beyond 
those specified by EPA shall not be eli-
gible for reimbursement under this 
rule. 

§ 791.52 Multiple tests. 
When more than one of a particular 

kind of test required by the test rule is 
performed, the additional costs will be 
shared among all those holding exemp-
tions. The costs of all the tests will be 
added together and each exemption 
holder shall be responsible for a share 
of the total which is equal to its share 
of the total production of the test 
chemical. The exemption holders shall 
divide their shares between test spon-
sors in proportion to the costs of their 
respective tests. Those sponsoring a 
particular test do not have to obtain 
exemptions for that test and therefore 
do not have reimbursement responsibil-
ities for the same tests done by others. 

Subpart D—Review 
§ 791.60 Review. 

(a) The hearing officer’s proposed 
order shall become the final Agency 
order 30 days after issuance unless 
within the 30-day period one of the par-
ties requests Agency review or the Ad-
ministrator of his own initiative de-
cides to review the proposed order. 

(b) The proposed order may be re-
viewed upon the record of the hearing 
and the petitions for review. If 
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necesary, the Administrator may order 
the transcription of the stenographic 
record of the hearing, written briefs, 
oral arguments or any other reasonable 
aids to making an equitable decision. 

(c) The final Agency order may be re-
viewed in federal court as provided by 
26 U.S.C. 2603(c). 

Subpart E—Final Order 

§ 791.85 Availablity of final Agency 
order. 

The final Agency order shall be avail-
able to the public for inspection and 
copying pursuant to 5 U.S.C. 552(a)(2), 
subject to necessary confidentiality re-
strictions. 

Subpart F—Prohibited Acts 

§ 791.105 Prohibited acts. 

Failure to provide information re-
quired by the Agency or to pay the 
amounts awarded under this rule with-
in time alloted in the final order shall 
constitute a violation of 15 U.S.C. 
2614(1) or 2614(3). 

PART 792—GOOD LABORATORY 
PRACTICE STANDARDS 

Subpart A—General Provisions 

Sec. 
792.1 Scope. 
792.3 Definitions. 
792.10 Applicability to studies performed 

under grants and contracts. 
792.12 Statement of compliance or non-com-

pliance. 
792.15 Inspection of a testing facility. 
792.17 Effects of non-compliance. 

Subpart B—Organization and Personnel 

792.29 Personnel. 
792.31 Testing facility management. 
792.33 Study director. 
792.35 Quality assurance unit. 

Subpart C—Facilities 

792.41 General. 
792.43 Test system care facilities. 
792.45 Test system supply facilities. 
792.47 Facilities for handling test, control, 

and reference substances. 
792.49 Laboratory operation areas. 
792.51 Specimen and data storage facilities. 

Subpart D—Equipment 

792.61 Equipment design. 
792.63 Maintenance and calibration of equip-

ment. 

Subpart E—Testing Facilities Operation 

792.81 Standard operating procedures. 
792.83 Reagents and solutions. 
792.90 Animal and other test system care. 

Subpart F—Test, Control, and Reference 
Substances 

792.105 Test, control, and reference sub-
stance characterization. 

792.107 Test, control, and reference sub-
stance handling. 

792.113 Mixtures of substances with carriers. 

Subpart G—Protocol for and Conduct of A 
Study 

792.120 Protocol. 
792.130 Conduct of a study. 
792.135 Physical and chemical characteriza-

tion studies. 

Subparts H–I [Reserved] 

Subpart J—Records and Reports 

792.185 Reporting of study results. 
792.190 Storage and retrieval of records and 

data. 
792.195 Retention of records. 

AUTHORITY: 15 U.S.C. 2603. 

SOURCE: 54 FR 34043, Aug. 17, 1989, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 792.1 Scope. 
(a) This part prescribes good labora-

tory practices for conducting studies 
relating to health effects, environ-
mental effects, and chemical fate test-
ing. This part is intended to ensure the 
quality and integrity of data submitted 
pursuant to testing consent agree-
ments and test rules issued under sec-
tion 4 of the Toxic Substances Control 
Act (TSCA) (Pub. L. 94–469, 90 Stat. 
2006, 15 U.S.C. 2603 et seq.). 

(b) This part applies to any study de-
scribed by paragraph (a) of this section 
which any person conducts, initiates, 
or supports on or after September 18, 
1989. 

(c) It is EPA’s policy that all data de-
veloped under section 5 of TSCA be in 
accordance with provisions of this part. 
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