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U.S. Code as of January 2, 2001

Sec. 2607. Reporting and retention of information

* % %

(d) Hedlth and safety studies

The Administrator shall promul gate rules under which the Administrator shall require any person who
manufactures, processes, or distributes in commerce or who proposes to manufacture, process, or
distribute in commerce any chemical substance or mixture (or with respect to paragraph (2), any person
who has possession of a study) to submit to the Administrator--

(1) listsof health and safety studies (A) conducted or initiated by or for such person with respect
to such substance or mixture at any time, (B) known to such person, or (C) reasonably
ascertainable by such person, except that the Administrator may exclude certain typesor categories
of sudiesfrom the requirementsof this subsection if the Adminigrator findsthat submisson of lists
of such studies are unnecessary to carry out the purposes of this chapter; and

(2) copiesof any study contained on alist submitted pursuant to paragraph (1) or otherwise known
by such person.

ATTACHMENT 2
Health and Safety Data Reporting

40 CFR 716



Code of Federal Regulations
Revised as of July 1, 2000

TITLE 40--PROTECTION OF ENVIRONMENT
CHAPTER I--ENVIRONMENTAL PROTECTION AGENCY (CONTINUED)

PART 716 - HEALTH AND SAFETY DATA REPORTING
Sec. 716.1 Scope and compliance.
(8 Thissubpart setsforth requirementsfor the submission of listsand copies of health and safety studies
on chemica substances and mixtures selected for priority consderation for testing rules under section 4(a)
of the Toxic Substances Control Act (TSCA) and on other chemica substancesand mixturesfor which
EPA requires health and safety information in fulfilling the purposes of TSCA.
(b) Section 15(3) of TSCA makesit unlawful for any persontofail or refuseto submit information required
under thissubpart. Section 16 providesthat aviolation of section 15 rendersaperson liableto the United
Statesfor acivil penalty and possible criminal prosecution. Under section 17, the district courts of the
United States have jurisdiction to restrain any violation of section 15.

Sec. 716.3 Definitions.

Thedefinitionsin section 3 of TSCA agpply to thissubpart. In addition, the following definitions are provided
for the purposes of this subpart:

Byproduct means a chemical substance produced without a separate commercial intent during the
manufacture, processing, use, or disposal of another chemical substance(s) or mixture(s).

Co-product means a chemical substance produced for acommercial purpose during the manufacture,
processing, use, or disposal of another chemical substance(s) or mixture(s).

Copy of study meansthe written presentation of the purpose and methodology of astudy and itsresults.
EPA means the United States Environmental Protection Agency.

Hedlth and safety study or study meansany study of any effect of achemica substance or mixture on heglth
or the environment or on both, including underlying data and epidemiological studies, studies of
occupationa exposureto achemica substance or mixture, toxicological, clinica, and ecological or other

studies of a chemical substance or mixture, and any test performed under TSCA.

(1) Itisintended that the term hedlth and safety study beinterpreted broadly. Not only isinformation which
arisesasaresult of aforma, disciplined study included, but other information relating to the effects of a



chemical substance or mixture on health or the environment isalso included. Any datathat bear onthe
effects of achemica substance on hedlth or the environment would beincluded. Chemicd identity is part
of, or underlying data to, a health and safety study.

(2) Examples are:

(i) Long- and short-term tests of mutagenicity, carcinogenicity, or teratogenicity; data on behavioral
disorders,; dermatoxicity; pharmacol ogical effects; mammalian absorption, distribution, metabolism, and
excretion; cumulative, additive, and synergistic effects; and acute, subchronic, and chronic effects.

(ii) Testsfor ecological or other environmental effectson invertebrates, fish, or other animals, and plants,
including: Acutetoxicity tests, chronictoxicity tests, critica life-stagetests, behaviord tests, dga growth
tests, seed germination tests, plant growth or damage tests, microbial function tests, bioconcentration or
bioaccumul ation tests, and model ecosystem (microcosm) studies.

(iif) Assessments of human and environmental expaosure, including workplace exposure, and impacts of a
particular chemical substance or mixture on the environment, including surveys, tests, and studies of :
Biological, photochemical, and chemical degradation; structure/activity relationships; air, water, and il
trangport; biomagnification and bioconcentration; and chemical and physicd properties, e.g., boiling point,
vapor pressure, evaporation rates from soil and water, octanol/water partition coefficient, and water
solubility.

(iv) Monitoring data, when they have been aggregated and analyzed to measure the exposure of humans
or the environment to a chemical substance or mixture.

Import means to import for commercial purposes.

Import for commercid purposes means to import with the purpose of obtaining animmediate or eventud
commercid advantage for theimporter, and includes the importation of any amount of achemica substance
or mixture. If achemica substance or mixture containing impuritiesisimported for commercia purposes,
then those impurities are also imported for commercial purposes.

Importer meansany person who imports achemica substance, including achemical substance asapart
of amixture or article, into the cusomsterritory of the United States and includes the person primarily ligble
for the payment of any duties on the merchandise or an authorized agent acting on his behalf (as defined
in 19 CFR 1.11). Importer also includes, as appropriate:

(1) The consignee.

(2) The importer of record.

(3) Theactual owner, if an actual owner's declaration and superseding bond has been filed in accordance
with 19 CFR 141.20.



(4) Thetransferee, if the right to draw merchandise in a bonded warehouse has been transferred in
accordance with subpart C of 19 CFR part 144. For the purpose of this definition, the customsterritory
of the United States consists of the 50 States, Puerto Rico, and the District of Columbia.

Impurity means a chemical substance which is unintentionally present with another chemical substance.
Listed mixture means any mixture listed in Sec. 716.120.
M anufacture means to manufacture for commercial purposes.

Manufacturefor commercia purposes means. (1) To produce, with the purpose of obtaining animmediate
or eventual commercial advantage for the manufacturer, and includes among other things such
"manufacture” of any amount of a chemical substance or mixture:

(i) For commercial distribution, including for test marketing.
(ii) For use by the manufacturer, including usefor product research and devel opment, or asan intermediate.

(2) Manufacture for commercia purposes also applies to substancesthat are produced coincidentally
during the manufacture, processing, use, or disposa of another substance or mixture, including byproducts
and impurities. Such byproducts and impurities may, or may not, inthemselves have commercia vaue.
They are nonethel ess produced for the purpose of obtaining acommercia advantage since they are part
of the manufacture of achemical product for acommercia purpose.

Manufacturer meansaperson who produces or manufacturesachemica substance. A person who extracts
acomponent chemica substancefrom aprevioudy existing chemica substance or acomplex combination
of substances is amanufacturer of that component chemical substance.

Person includesany individud, firm, company, corporetion, joint-venture, partnership, sole proprietorship,
association, or any other business entity, any State or political subdivision thereof, any municipality, any
interstate body, and any department, agency, or instrumentality of the Federal government.

Process means to process for commercial purposes.

Process for commercial purposes means the preparation of achemical substance or mixture, after its
manufacture, for distribution in commerce with the purpose of obtaining an immediate or eventual
commercia advantagefor the processor. Processing of any amount of achemical substance or mixtureis
included. If achemical substance or mixture containing impuritiesisprocessed for commercia purposes,
then those impurities are al so processed for commercial purposes.

Propose to manufacture, import, or process means that a person has made a management decision to
commit financid resources toward the manufacture, importation, or processing of asubstance or mixture.



Substance means chemical substance as defined at section 3(2)(A) of TSCA, 15 U.S.C. 2602(2)(A).
TSCA means the Toxic Substances Control Act (15 U.S.C. 2601 et seq.).
Sec. 716.5 Persons who must report.

(a) Except asprovided in paragraphs (b) and (c) of thissection, only those persons described in this section
arerequired to report under thispart. Personswho must report include manufacturers (including importers)
who fdl within the North American Industry Classification System (NAICYS) (in effect as of January 1,
1997) Subsector 325 (chemica manufacturing and dlied products) or Industry Group 32411 (petroleum
refineries), who:

(1) Inthe 10 years preceding the effective date on which asubstance or mixtureis added to Sec.716.120,
elther had proposed to manufacture (including import), or had manufactured (including imported) thelisted
substance or listed mixture (including as aknown byproduct), are required to report during the reporting
period specified in Sec.716.65.

(2) Asof the effective date on which a substance or mixture is added to Sec. 716.120, and who propose
to manufacture (including import), or who are manufacturing (including importing) the listed substance or
listed mixture (including asaknown byproduct), are required to report during the reporting period specified
in Sec.716.65.

(3) After the effective date on which a substance or mixtureis added to Sec. 716.120, and who propose
to manufacture (including import) the listed substance or listed mixture (including as aknown byproduct),
are required to report during the reporting period specified in Sec. 716.65.

(b) A rule promulgated under the authority of 15 U.S.C. 2607(d) may requirethat any person who does
not fall within NAICS (in effect as of January 1, 1997) Subsector 325 or Industry Group 32411, and who
had proposed to manufacture (including import) or process, had manufactured (including imported) or
processed, proposes to manufacture (including import) or process, or ismanufacturing (including importing)
or processing a substance or mixture listed in Sec. 716.120 must report under this part.

(c) Processors and persons who propose to process a substance or mixture otherwise subject to the
reporting requirements imposed by this part are not subject to this part unless EPA specificaly states
otherwise in a particular notice or rule promulgated under the authority of 15 U.S.C. 2607(d).

[63 FR 15773, Apr. 1, 1998]

Sec. 716.10 Studiesto be reported.

(8 Ingenerd, health and safety studies, asdefined in Sec. 716.3, on any substance or listed mixturelisted

in Sec. 716.120, that are unpublished are reportable, i.e., must be submitted or listed. However, this
requirement has limitations according to the nature of the material studied, so that:



(1) All studies of substances and listed mixtures are reportable. However, in the case of physical and
chemical properties, only those studies listed in Sec. 716.50 must be submitted.

(2) Studies of mixturesknown to contain substances or listed mixtureslistedin Sec. 716.120 are reportable
except for studies of physical and chemical properties and the studies exempted at Sec. 716.20(3)(6) (i)
through (vi).

(3) Studiesof substancesor listed mixturesthat aperson whoisreporting has manufactured, imported, or
processed or proposed to manufacture, import, or process only asimpurities are not generaly reportable
under Sec. 716.20(a)(9).

(4) Underlying data, such asmedicd or health records, individud files, 1ab notebooks, and daily monitoring
records supporting studies do not have to be submitted initially. EPA may request underlying data later
under Sec. 716.40.

(b) [Reserved]
Sec. 716.20 Studies not subject to the reporting requirements.

(8 Excluding paragraph (a)(3) of this section, the following types of studies are exempt from the copy and
list submission requirements of Sections 716.30 and 716.35.

(1) Studies which have been published in the scientific literature.

(2) Studiesprevioudy submitted to the EPA Officeof Pollution Prevention and Toxics. Thesestudiesare
limited to section 8(e) submissions, studies submitted during section 4 proceedings, studies submitted with
premanufacturenoticesor significant new use notices, and studiessubmitted "for your information” (FY |
submissions) insupport of EPA's TSCA Existing ChemicalsProgram. Studieswhich havebeeninitiated
pursuant to a TSCA section 4(a) test rule, for which the person has submitted aletter of intent to conduct
testing in accordance with the provisions of Sec. 790.25 of part 790 of this chapter, are exempt from the
list submission requirements of Sec. 716.35.

(3) Except for those studies described in paragraph (a)(2) of this section, studies previoudy submitted to
any Federal agency with no claims of confidentiality are exempt only from the copy submission
requirements of Sec. 716.30, and must be listed in accordance with the provisions of Sec. 716.35.

(4) Studies conducted or initiated by or for another person who is subject to, and who will report the
studies under Sections 716.30 and 716.35.

(5) Studies of chemical substances which are not onthe TSCA Chemical Substances Inventory. This
exemption applies only to those substances within categories listed under Sec. 716.120(c).

(6) Thefollowing types of studieswhen the subject of the study isamixture known to contain asubstance



or listed mixture listed under Sec. 716.120.
(i) Acute oral toxicity studies.

(i1) Acute dermal toxicity studies.

(iif) Acute inhalation toxicity studies.

(iv) Primary eyeirritation studies.

(V) Primary dermal irritation studies.

(vi) Dermal sensitization studies.

(vii) Physical and chemical properties. If the substance or listed mixtureisan impurity, no reportingis
required (see paragraph (a)(9) of this section).

(7) Analyzed aggregations of monitoring data based on monitoring data acquired more than 5 years
preceding the date the substance or listed mixture was added to the list under Sec. 716.120.

(8) Analyzed aggregations of monitoring data on mixtures known to contain one or more substances or
listed mixtureslisted in Sec. 716.120, when the monitoring dataare not andyzed to determinethe exposure
or concentration levels of the substances or listed mixture listed under Sec. 716.120.

(9) Studies on asubstance or listed mixture listed under Sec. 716.120 that the person who is reporting has
manufactured, imported, or processed or proposed to manufacture, import, or processonly asan impurity.
When reporting of such studiesisto berequired, that reporting will be separately proposed in the Federd
Register.

(10) Studies of chemical substances or listed mixtures previoudy submitted by trade associationsin
accordance with the provisions of Sec. 716.30.

(b) Thefollowing types of studieson substances or listed mixtureslisted under Sec. 716.120 are exempt
from the copy and list submission requirements of Sections 716.30 and 716.35.

(1) For thelisted ureaformaldehyderesins (CASNos. 9011-05-6 and 68611-64-3), studieson agronomic
plant growth or damage which demonstrate only that the resins stimulate plant growth or cause plant
damage when applied as afertilizer.

(2) For the specified chemicalsin Sec. 716.120(d) under the category "Siloxanes," acute ora, dermd, and
inhalation toxicity studies and primary eye and dermal irritation studies.

(3) For thelisted chemicalsunder Sec. 716.120(d) in the category "OSHA Chemicasin Need of Derma



Absorption Testing," studies on ecological effects.

(4) For the chemicalslisted at Sec. 716.120 with aspecial exemption referencing thisparagraph, studies
on mixtures containing thelisted substance at level sbelow 1 percent of the mixture, except when apurpose
of the study includes the investigation of the effects of the listed substance at levels below 1 percent.

(5) Rulemaking proceedings that add substances and mixtures to Sec. 716.120 will specify the types of
hedlth and/or environmentd effectsstudiesthat must be reported and will specify the chemica grade/purity
requirementsthat must be met or exceeded in individua studies. Chemical grade/purity requirements will
be specified on a per chemical basis or for a category of chemicals for which reporting is required.

[51 FR 32726, Sept. 15, 1986, as amended at 58 FR 47649, Sept. 10, 1993; 58 FR 68315, Dec. 27,
1993; 60 FR 34884, July 5, 1995; 63 FR 15773, Apr. 1, 1998]

Sec. 716.25 Adequate file search.

The scope of aperson’'s responsibility to search recordsis limited to recordsin the location(s) where the
required information is typically kept, and to records kept by the person or the person's individual
employee(s) who ig/are responsible for keeping such records or advising the person on the health and
environmental effectsof chemicals. Persons are not required to search for reportable information dated
before January 1, 1977, to comply with this subpart unless specifically required to do soin arule.

[63 FR 15773, Apr. 1, 1998]
Sec. 716.30 Submission of copies of studies.

(8)(1) Except as provided in Sections 716.5, 716.20, and 716.50, persons must send to EPA copies of
any health and safety studiesin their possession for the substances or mixtureslisted in Sec. 716.120.
Personsare respons blefor submitting copieson only the substances or listed mixtureswhich they: Have
manufactured, imported, or processed or proposed to manufacture, import, or process (including asknown
byproducts) within the 10 years preceding the effective date for reporting on the substances or listed
mixtures, manufacture, import, or process on the effective date for reporting on the substances or listed
mixtures, and propose to manufacture, import, or process following the effective date for reporting on the
substances or listed mixtures. Personswho list studies as ongoing or initiated under Sec. 716.35(a) (1) and
(2) must submit them when they are completed.

(2) [Reserved]

(b) Submissionsunder paragraph (a) of this section must beidentified either on the face of the study or
otherwise by the gpplicable chemical name and CAS number (if any) listed in Sec. 716.120(a) (1) and (2),
and must be accompanied by acover |etter contai ning the name, job title, address and tel ephone number
of the submitting officia, and the name and address of the manufacturing or process ng establishment on
whose behdf the submissonismade. In the cover |etter, submitters must identify any impurity or additive



known to have been present in the substance or listed mixtures as studied unlessits presenceis specificaly
noted in the study itself. The cover letter accompanying astudy submitted by atrade association must so
state that the submission is to satisfy reporting requirements under this part.

(c) Copiesof hedth and safety studies and the accompanying cover letters must be submitted, preferably
by certified mail, to the Document Control Office (7407), Office of Pollution Prevention and Toxics, U.S.
Environmenta Protection Agency, Room G-099, 1200 PennsylvaniaAve., NW., Washington, DC 20460,
ATTN: 8(d) Health and Safety Reporting Rule (Notification/Reporting).

[51 FR 32726, Sept. 15, 1986, as amended at 52 FR 20084, May 29, 1987; 52 FR 44828, Nov. 20,
1987; 53 FR 12523, Apr. 15, 1988; 60 FR 34463, July 3, 1995; 63 FR 15773, Apr. 1, 1998]

Sec. 716.35 Submission of lists of studies.

(a) Except asprovided in Sections 716.5, 716.20, and 716.50, persons subject to thisrule must send lists
of studiesto EPA for each of thelisted substances or listed mixtures (including asaknown byproduct) in
Sec. 716.120 which they are manufacturing, importing, or processing, or which they propose to
manufacture (including import) or process.

(1) Ongoing studies. Asof thedate a person becomes subject to thispart, alist of ongoing heath and safety
studies being conducted by or initiated for them, noting for each entry: The beginning date of the sudy, the
purpose of the study, the types of datato be collected, the anticipated date of completion, and the name
and address of the laboratory conducting the study.

(2) Initiated studies. After the date a person becomes subject to this part, alist of sudiesinitiated by or for
them, noting for each entry: The beginning date of the study, the purpose of the study, the types of datato
be collected, the anticipated date of completion, and the name and address of the laboratory conducting
the study.

(3) Studieswhich are known but without possession of copies. As of the date a person becomes subject
tothispart, alist of unpublished health and safety studiesknown to them of which they do not have copies.
The name and address of any person known to them to possess a copy of the unpublished study must
accompany each entry onthelist. For purposesof thissection only, an unpublished study will be considered
tobe"knownto" aperson, if the study can be discovered by afile search in accordance with Sec. 716.25.

(4) Studiesprevioudy sent to Federd agencieswithout confidentidity clams. A list of unpublished studies
which have been sent to aFedera Agency with no claimsof confidentidity. The submission must for each
sudy: Identify the study by title, state the name and address to whom the study was sent, and the month
and year inwhich thestudy was submitted. Any study identified will betreated asif it were submitted under
section 8(d) and will be available for public disclosure under section 14(b) of TSCA. Persons subject to
thisrequirement may submit either alist of unpublished health and safety studies previoudy submitted to
any Federa agency without claims of confidentiality in accordance with Sec. 716.35(a)(4), or copies of
each such study in accordance with Sec. 716.30.



(b) Submission under paragraph (a) of this section must beidentified either on the face of the study or
otherwise by the gpplicable chemical name and CAS number (if any) listed in Sec. 716.120(a) (1) and (2),
and must be accompanied by acover | etter containing the name, job title, address and telephone numbers
of the submitting officia, and the name and address of the manufacturing or process ng establishment on
whose behalf the submission is made.

(c) Lists of hedlth and safety studies should be submitted, preferably by certified mail, to the Document
Control Office (7407), Office of Pollution Prevention and Toxics, U.S. Environmental Protection Agency,
Room G-099, 1200 PennsylvaniaAve., NW., Washington, DC 20460, ATTN: 8(d) Health and Safety
Reporting Rule (Notification Reporting).

[51 FR 32726, Sept. 15, 1986, as amended at 52 FR 20084, May 29, 1987; 52 FR 44828, Nov. 20,
1987; 53 FR 12523, Apr. 15, 1988; 53 FR 46746, Nov. 18, 1988; 60 FR 34463, July 3, 1995; 63 FR
15774, Apr. 1, 1998]

Sec. 716.40 EPA reguests for submission of further information.

EPA may, by |etter, request aperson to submit or make availablefor review thefollowing information after
theinitia reporting under Sections 716.30 and 716.35. If the requested submissions are not made, EPA
may subpoenathem under section 11 of TSCA, 15 U.S.C. 2610.

(@ Submission of underlying data of the kind described in Sec. 716.10(a)(4) by personswho submit copies
of studies under Sec. 716.30 or list studies under Sec. 716.35(a)(1) or Sec. 716.35(a)(2).

(b) Submission of preliminary reports of ongoing studies by persons who list the studies under
Sec. 716.35(a)(1) or Sec. 716.35(a)(2).

(c) Submission of copies of studies by persons listed under Sec. 716.35(a)(3) as possessing them.
Sec. 716.45 How to report on substances and mixtures.

Section 716.120 lists substances and mixtures, in order by Chemical Abstract Service Registry Number
and by alphabetical order. Studies of listed substances and listed mixtures shall be reported as follows:

(& When asubstanceisindividualy listed under Sec. 716.120(a), studies of the substance and studies of
mixtures known to contain the substance must be reported as studies of that substance.

(b) When two or more substances are listed as a mixture under Sec. 716.120(b), studies of the listed
mixture and studies of any mixture known to contain the listed mixture must be reported as studies of the
listed mixture.

(c) Studies of the following preparations of a substance must be reported as studies of the substance itself,
not as studies of mixtures known to contain the substance.



(1) The substance in agueous solution.

(2) Thesubstance containing asmal amount of an additive, such asagabilizer, emulsfier, or other chemica
added for purposes of maintaining the integrity or physical form of the substance.

(3) The substance of the grade/purity specified in each rule promulgated under 15 U.S.C. 2607(d).
[51 FR 32726, Sept. 15, 1986, as amended at 63 FR 15774, Apr. 1, 1998]

Sec. 716.50 Reporting physical and chemical properties.

Studies of physical and chemical properties must be reported under this subpart if performed for the
purposeof determining theenvironmenta or biologica fate of asubstance, and only if they investigated one
or more of the following properties:

(a) Water solubility.

(b) Adsorption/desorption on particulate surfaces, e.g., soil.

(c) Vapor pressure.

(d) Octanol/water partition coefficient.

(e) Density/relative density (specific gravity).

(f) Particle size distribution for insoluble solids.

(g) Dissociation constant.

(h) Degradation by photochemical mechanisms -- aquatic and atmospheric.

(i) Degradation by chemical mechanisms -- hydrolytic, reductive, and oxidative.

()) Degradation by biological mechanisms -- aerobic and anaerobic.

Sec. 716.55 Confidentiality claims.

(8)(2) Section 14(b) of TSCA providesthat EPA may not withhold from disclosure, on the grounds that
they are confidentia businessinformation, health and safety studiesof any substance or mixturethat has
been offered for commercid distribution (including for test marketing purposes and for usein research and
development), any substance or mixture for which testing is required under TSCA section 4, or any

substance for which noticeisrequired under TSCA section 5, except to the extent that disclosure of data
from such studies would reveal --



() Processes used in the manufacturing, importing, or processing of the substance or mixture, or
(i) The portion of a mixture comprised by any of the substances in the mixture.

(2) Any respondent who wishesto assert aclaim that part of a study should be withheld from disclosure
because disclosure would reved aconfidentia process or quantitative mixture composition should briefly
datethe bassof thecdam, eg., by saying "reveas confidentid mixture proportion data,” and clearly identify
the material subject to the clam.

(3) Any respondent may assert aconfidentidity claim for company name or address, financid statistics, and
product codes used by acompany. Thisinformation will not be subject to the disclosure requirements of
section 14(b) of TSCA.

(4) Information other than company name or address, financia statistics, and product codes used by a
company, whichiscontained in astudy, the disclosure of which would clearly be an unwarranted invasion
of personal privacy (such asindividua medical records), will be considered confidential by EPA as
provided in Title 5, United States Code, section 552(b)(6).

(b) To assert aclaim of confidentiality for data contained in asubmitted document, the respondent must
submit two copies of the document:

(1) One copy must be complete. In that copy, therespondent must indicate what data, if any, are claimed
asconfidentia by bracketing or underlining the specificinformation. Each pagecontaining dataclaimed as
confidential must also contain a brief statement for the basis of the claim aswell as a label such as
"confidential," "proprietary,” or "trade secret."

(2) The second copy must be complete, except that dl information claimed as confidentia in thefirst copy
must be deleted. The second copy will be immediately subject to public disclosure.

(3) Failureto furnish asecond copy wheninformation is claimed as confidentid in the first copy will be
consdered apresumptivewaiver of the claim of confidentiaity. EPA will notify therespondent by certified
mail that afinding of apresumptive waiver of the claim of confidentidity has been made. The respondent
will be given 30 daysfrom the date of hisor her receipt of this notification to submit the required second
copy. If the respondent fails to submit the second copy within the 30 days, EPA will place thefirst copy
in the public file.

(c) If noclaim of confidentiaity accompaniesadocument at thetimeit is submitted to EPA, the document
will be placed in an open file available to the public without further notice to the respondent.

Sec. 716.60 Reporting schedule.

(&) Genera requirements. Except as provided in Sec. 716.5 and paragraphs (b) and (c) of this section,
submissions under Sections 716.30 and 716.35 must be postmarked on or before 60 days after the



effectivedate of thelisting of asubstance or mixturein Sec. 716.120 or within 60 days of proposing to
manufacture (including import) or process alisted substance or listed mixture (including as aknown
byproduct) if first done after the effective date of the substance or mixture being listed in Sec. 716.120.

(b)(1) Submission of lists of initiated studies. Persons subject to the listing requirements of Sec.
716.35(a)(2) must inform EPA of the initiated study within 30 days of itsinitiation.

(2) Submission of copies of completed studies. Persons must submit copies of sudieslisted asongoing or
initiated under Sec. 716.35(a) (1) and (2) within 30 days of completing the study.

(c) Requestsfor extensions of time. Respondentswho cannot meet adeadline under this section may apply
for areasonable extension of time. Requests for extensions must be in writing and addressed to the
Director, Officeof Pollution Prevention and Toxics(7401), U.S. Environmenta Protection Agency, Room
E-539, 1200 PennsylvaniaAve., NW., Washington, DC 20460, ATTN: Section 8(d) extenson. Extenson
requests must be postmarked on or before 40 days after the effective date of the listing of a substance or
mixturein Sec. 716.120. The Director of EPA's Office of Pollution Prevention and Toxicswill grant or
deny extension requests.

[51 FR 32726, Sept. 15, 1986, as amended at 60 FR 34464, July 3, 1995; 63 FR 15774, Apr. 1, 1998]
Sec. 716.65 Reporting period.

Unlessotherwiserequired in arule promulgated under 15 U.S.C. 2607(d) relating to alisted chemical
substance or listed mixture [hereinafter "rul€'], thereporting period for alisted chemica substanceor listed
mixturewill terminate 60 days after the effective date on which thelisted chemical substanceor listed
mixtureisadded to 40 CFR 716.120. EPA may requirereporting for alisted chemical substanceor listed
mixture beyond the 60 day period in arule promulgated under 15 U.S.C. 2607(d), however EPA will not
extend any reporting period later than 2 years after the effective date on which alisted chemical substance
or listed mixtureisadded to 40 CFR 716.120. After the applicable reporting period terminates, any person
subject to therule under 40 CFR 716.5 (a)(2) or (a)(3) and who has submitted to EPA lists of ongoing or
initiated studiesunder 40 CFR 716.35 (8)(2) or (a)(2) must submit acopy of any such study within 30 days
after its completion, regardless of the study's completion date.

[63 FR 15774, Apr. 1, 1998]
Sec. 716.105 Additions of substances and mixtures to which this subpart applies.

Therequirementsof thissubpart will be extended periodically to cover additional substancesand mixtures.
Two procedures will be used to add substances and mixtures.

() Except as provided in paragraph (b) of this section, substances and mixtures will be added to Sec.
716.120 after publication in the Federd Register of anotice of proposed amendment to this subpart. There
will beat least a30-day public comment period on the notice. After consideration of the comments, EPA



will amend Sec. 716.120 by final rule to add the substances and listed mixtures.

(b) Except as provided in paragraph () of this section, chemical substances, mixtures, and categories of
chemical substances that have been added to the TSCA section 4(e) Priority List by the Interagency
Testing Committee, established under section 4 of TSCA, will be added to Sec. 716.120 but only to the
extent that the total number of designated and recommended substances, mixtures and categories of
chemical substances has not exceeded 50 in any 1 year. The addition of such chemical substances,
mixtures, and categories of chemica substancesto Sec. 716.120 will be effective 30 days after publication
of anoticeto that effect in the Federal Register.

(c) Prior to the effective date of an amendment under paragraph (b) of this section, the Assistant
Administrator for Prevention, Pesticidesand Toxic Substances may for good causewithdraw achemical
substance, mixture, or category of chemical substancesfrom Sec. 716.120. Any information submitted
showing why achemicd substance, mixture, or category of chemica substancesshould bewithdrawn from
the amendment must be received by EPA within 14 days after the date of publication of the notice under
paragraph (b) of this section. If achemical substance, mixture, or category of chemical substancesis
withdrawn, aFederd Register notice announcing this decision will be published no later than the effective
date of the amendment under paragraph (b) of this section. Personswho wish to submit information that
showswhy achemical should bewithdrawn must addresstheir comments, in writing to the Document
Control Office (7407), Office of Pollution Prevention and Toxics, U.S. Environmental Protection Agency,
Room G-099, 1200 Pennsylvania Ave., NW., Washington, DC 20460, ATTN: 8(d) Auto-ITC.

[51 FR 32726, Sept. 15, 1986, as amended at 60 FR 34464, July 3, 1995]
ATTACHMENT 3

Calculation of Hourly Wage Rates
September 2001

Wage data used in devel oping the basic wage ratesfor this anaysis were derived from 1996 wage
information published by the Bureau of Labor Statistics(BLS) for al goods-producing, privateindustries.*
The managerid, technica, and clerica wageratesare based on wage information for four BL'S occupation
calegories. engineers, accountants, attorneys, and secretaries. Asshownin Table A-1, the manageria and
technical level wagerates are composites of the BLSwageratesfor several occupation categories and
levels. Themanagerial level wage rateisacomposite of the wage rates of Engineers (levelsVI-VIII),
Accountants (levelsV-VI1), and Attorneys(levels1V-V1).2 Thetechnical level wageisacomposite of the

1U.S. Department of Labor, Bureau of Labor Statistics. Occupational Compensation Survey, National Summary
1996.

M anagerial labor is assumed to be composed of operational 1abor, including engineers or chemists at the plant
manager, facility research manager, or higher levels, legal managers, and financial managers.



wageratesof Engineers(levelslii-VI1I1) and Accountants (levels (111-V1)3. Theclerical wagerateisan
average of dl the clerica wagelevelsprovided by BLS (i.e, levels1-V). The weighting factors used to
develop the manageria and technical wage rates are based on information provided by the chemical
industry and chemical industry trade associations on the typical fraction of total reporting effort that is
accounted for by each specific BLS occupation category.*

The 1996 composite annual salary estimates were adjusted to second-quarter 2001dollarsusing
the Employment Cost Index (ECI) for three categories of white-collar occupationsin private industries.®
The 2001 adjusted, composite salary for themanageria, technical, and clerica labor categorieswasthen
multiplied by benefitsand overhead factorsto estimatea2001 | oaded, annud sdary. Detailed benefitsdata
for white-collar occupationsin private, goods-producing industries were used to account for the additiond
cost of benefitsfor managerial, technica, and clerica labor.® The overhead factor of 17 percent is based
on information provided by the chemical industry and chemical industry trade associations. Theloaded
annua sdary wasthen divided by 2,080 hours(i.e., the average annua number of hoursworked per year
by afull-time employee) to derive the loaded, hourly wage rates used in this analysis for each labor
category. The hourly wage rates are $98.34 for manageria personnd, $72.89 for technica personnd, and
$29.39 for clerical personnel, al in 2001 dollars.

*Technical labor is assumed to be composed of operational |abor, including senior engineers or chemists
equivalent to head process or project engineer, and financial labor, such as accountants. It isassumed that
operational labor isused at afive-to-one ratio with financial 1abor.

“The methodology used for the CAIR analysis also used wage information for chemistsin estimating the
managerial and technical wage rates. The current methodology does not include chemistsin estimating the
composite wage rates because updated information on wage levels for chemists was not available from BLS. The
Engineer salary information is expected to be similar to Chemist salary information. In addition, BLS datafor Level VI
attorneys in goods-producing industries were not available, so wages for all private industry level VI attorneys were
used instead.

°U.S. Department of Labor, Bureau of Labor Statistics. Employment Cost Index - March 1998, U.S. Department
of Labor, Washington, D.C.,U.S. Department of Labor News Release 01-236, June 2001, Table 6.

fus. Department of Labor, Bureau of Labor Statistics. Employer Costs for Employee Compensation - March
2001, www.bls.gov, Table 11.



