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(ii) If EPA approves the request, EPA
will place in the public record a copy of
the request, together with all supporting procedural descriptions and
justifications, and will notify the public of its availability by publishing a
notice in the FEDERAL REGISTER.
(g) References. For additional background information on the emission
generation procedures outlined in this
paragraph (g), the following references
may be consulted. Additional references can be found in § 79.61(f).
(1) AIGER/CRADA (American Industry/Government Emissions Research
Cooperative Research and Development
Agreement, ‘‘Specifications for Advanced Emissions Test Instrumentation’’ AIGER PD–94–1, Revision 5.0,
February, 1994
(2) Black, F. and R. Snow, ‘‘Constant
Volume Sampling System Water Condensation’’ SAE #940970 in ‘‘Testing
and Instrumentation’’ SP–1039, Society
of Automotive Engineers, Feb. 28–Mar.
3, 1994.
(3) Perez, J.M., Jass, R.E., Leddy,
D.G., eds. ‘‘Chemical Methods for the
Measurement of Unregulated Diesel
Emissions (CRC-APRAC Project No.
CAPI–1–64),
Coordinating
Research
Council, CRC Report No. 551, August,
1987.
(4) Phalen, R.F., ‘‘Inhalation Studies:
Foundations and Techniques’’, CRC
Press, Inc., Boca Raton, Florida, 1984.
[59 FR 33093, June 27, 1994, as amended at 61
FR 36511, July 11, 1996; 63 FR 63792, Nov. 17,
1998]
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Special provisions.

(a) Relabeled Additives. Sellers of relabeled additives (pursuant to § 79.50)
are not required to comply with the
provisions of § 79.52, 79.53 or 79.59, except that such sellers are required to
comply with § 79.59(b).
(b) Low Vapor Pressure Fuels and Additives. Fuels which are not designated
as ‘‘evaporative fuels’’ and fuel additives which are not designated as
‘‘evaporative fuel additives’’ pursuant
to the definitions in § 79.50 need not undergo the emission characterization or
health effects testing specified in
§§ 79.52 and 79.53 for evaporative emissions. At EPA’s discretion, the evaporative emissions of such fuels and addi-

tives may be required to undergo Tier
3 testing, pursuant to § 79.54.
(c) Alternative Tier 2 Provisions. At
EPA’s discretion, EPA may modify the
standard Tier 2 health effects testing
requirements for a fuel or fuel additive
(or group). Such modification may encompass substitution, addition, or deletion of Tier 2 studies or study specifications, and/or changes in underlying
engine or equipment requirements, except that a Tier 2 endpoint will not be
deleted in the absence of existing information deemed adequate by EPA or alternative testing requirements for such
endpoint. If warranted by the particular requirements, EPA will allow
additional time for completion of the
alternative Tier 2 testing program.
(1) When EPA intends to require testing in lieu of or in addition to standard
Tier 2 health testing, EPA will notify
the
responsible
manufacturer
(or
group) by certified letter of the specific
tests which EPA is proposing to require in lieu of or in addition to Tier 2,
and the proposed schedule for completion and submission of such tests. A
copy of the letter will be placed in the
public record. EPA intends to send the
notification prior to November 27, 1995,
or in the case of new fuels and additives (as defined in § 79.51(c)(3)), within
18 months of EPA’s receipt of an intent
to register such product. However,
EPA’s notification to the manufacturer
(or group) may occur at any time up to
EPA’s receipt of Tier 2 data for the
product(s) in question. EPA will provide the manufacturer with 60 days
from the date of receipt of the notice
to comment on the tests which EPA is
proposing to require and on the proposed schedule. If the manufacturer believes that undue costs or hardships
will occur as a result of EPA’s delay in
providing notification of alternative
Tier 2 requirements, then the manufacturer’s comments should describe and
include evidence of such hardship. In
particular, if the standard Tier 2 toxicology testing for the fuel or additive
in question has already begun at the
time the manufacturer receives EPA’s
notification of proposed alternative
Tier 2 requirements, then EPA shall refrain from requiring alternative Tier 2
tests provided that EPA receives the
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standard Tier 2 data and report (pursuant to § 79.59(c)) within one year of the
date on which the toxicology testing
began.
(2) EPA will issue a notice in the
FEDERAL REGISTER announcing its intent to require special testing in lieu of
or in addition to the standard Tier 2
testing for a particular fuel or additive
manufacturer or group, and that a copy
of the letter to the manufacturer or
group describing the proposed alternative Tier 2 testing for that manufacturer or group is available in the public
record for review and comment. The
public shall have a minimum of 30 days
after the publication of this notice to
comment on the proposed alternative
Tier 2 testing.
(3) EPA will include in the public
record a copy of any timely comments
concerning the proposed alternative
Tier 2 testing requirements received
from the affected manufacturer or
group or from the public, and the responses of EPA to such comments.
After reviewing all such comments received, EPA may adopt final alternative Tier 2 requirements by sending
a certified letter describing such final
requirements to the manufacturer or
group. In that event, EPA will also
issue a notice in the FEDERAL REGISTER
announcing that it has adopted final
alternative Tier 2 requirements and
that a copy of the letter adopting the
requirements has been included in the
public record.
(4) After EPA’s receipt of a manufacturer’s (or group’s) submittals, EPA
will notify the responsible manufacturer (or group) regarding the adequacy of the submittal and potential
Tier 3 testing requirements according
to the same relative time intervals and
by the same procedures as specified in
§ 79.51 (c) and (d) for routine Tier 1 and
Tier 2 submittals.
(d) Small Business Provisions. (1) For
purposes of these provisions, when subsidiary, divisional, or other complex
business arrangements exist, manufacturer is defined as the business entity
with ultimate ownership of all related
parents,
subsidiaries,
divisions,
branches, or other operating units.
Total annual sales means the average of
the manufacturer’s total sales revenue,
excluding any revenue which rep-

resents the collection of Federal,
State, or local excise taxes or sales
taxes, in each of the three years prior
to such manufacturer’s submittal to
EPA of the basic registration information pursuant to § 79.59(b)(2) through
(b)(5).
(2) Provisions Applicable to Baseline
and Non-baseline Products. A manufacturer with total annual sales less than
$50 million is not required to meet the
requirements of Tier 1 and Tier 2 (specified in §§ 79.52 and 79.53) with regard to
such manufacturer’s fuel and/or additive products which meet the criteria
for inclusion in a Baseline or Non-baseline group pursuant to § 79.56. Upon
such manufacturer’s satisfactory completion and submittal to EPA of basic
registration data specified in § 79.59(b),
the manufacturer may request and
EPA shall issue a registration for such
product, subject to § 79.51(c) and paragraphs (d)(4) and (d)(5) of this section.
(3) Provisions Applicable to Atypical
Products. A manufacturer with total
annual sales less than $10 million is not
required to meet the requirements of
Tier 2 (specified in § 79.53) in regard to
such manufacturer’s fuel and/or additive products which meet the criteria
for inclusion in an Atypical group pursuant to § 79.56. Upon such manufacturer’s satisfactory completion and submittal to EPA of basic registration
data specified in § 79.59(b) and Tier 1 information specified in § 79.52 for an
Atypical fuel or additive, the manufacturer may request and EPA shall issue
a registration for such product, subject
to § 79.51(c) and paragraphs (d)(4) and
(d)(5) of this section. Compliance with
Tier 1 requirements under this paragraph may be accomplished by the individual manufacturer or as a part of a
group pursuant to § 79.56.
(4) Any registration granted by EPA
under the provisions of this section are
conditional upon satisfactory completion of any Tier 3 requirements which
EPA may subsequently impose pursuant to § 79.54. In such circumstances,
the Tier 3 requirements might include
(but would not necessarily be limited
to) information which would otherwise
have been required under the provisions of Tier 1 and/or Tier 2.
(5) The provisions in paragraphs (d)(2)
and (d)(3) of this section are voluntary

580

VerDate Mar<15>2010

09:38 Sep 09, 2010

Jkt 220158

PO 00000

Frm 00590

Fmt 8010

Sfmt 8010

Y:\SGML\220158.XXX

220158

erowe on DSK5CLS3C1PROD with CFR

Environmental Protection Agency

§ 79.59

on the part of qualifying small manufacturers. Such manufacturers may
choose to fulfill the standard requirements for their fuels and additives, individually or as a part of a group, rather than satisfying only the requirements specified in paragraphs (d)(2)
and/or (d)(3) of this section. If a qualifying small manufacturer elects these
special provisions rather than the
standard requirements for a product,
then EPA will generally assume that
any additional information submitted
by other manufacturers, for fuels and
additives meeting the same grouping
criteria (under § 79.56) as that of the
small manufacturer’s product, is pertinent to further testing and/or regulatory decisions that may affect the
small manufacturer’s product.
(6) In the case of an additive for
which the manufacturer is not required
to meet the requirements of Tier 2 pursuant to paragraph (d)(3) of this section:
(i) A fuel manufacturer which blends
such an additive into fuel shall not be
required to meet the requirements of
Tier 2 with respect to such additive/
fuel mixture.
(ii) An additive manufacturer which
blends such an additive with one or
more other registered additive products and/or with substances containing
only carbon and/or hydrogen shall not
be required to meet the requirements
of Tier 2 with respect to such additive
or additive blend.
(e) Aftermarket Aerosol Additives. (1)
To
obtain
registration
for
an
aftermarket aerosol fuel additive, the
manufacturer shall provide existing information in the form of a literature
search, a discussion of the potential exposure(s) to such product, and the basic
registration data specified in § 79.59(b).
(2) The literature search shall include
existing data on potential health and
welfare effects due to exposure to the
aerosol product itself and its raw
(uncombusted) components. The analysis for potential exposures shall be
based on the actual or anticipated production volume and market distribution of the particular aerosol product,
and its estimated frequency of use.
Other Tier 1 and Tier 2 requirements
are not routinely required for aerosol
products. EPA will review the sub-

mitted information and, at EPA’s discretion, may require from the manufacturer further information and/or
testing under Tier 3 on a case-by-case
basis.
[59 FR 33093, June 27, 1994, as amended at 62
FR 12571, Mar. 17, 1997]

§ 79.59 Reporting requirements.
(a) Timing. (1) The manufacturer of
each designated fuel or fuel additive
shall submit to EPA the basic registration data detailed in paragraph (b) of
this section. Forms for submitting this
data may be obtained from EPA at the
following address: Director, Field Operations and Support Division, 6406J—
Fuel/Additives Registration, U.S. Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460.
(i) For existing products (pursuant to
§ 79.51(c)(1)), manufacturers shall submit the basic registration data as specified in § 79.59(b) to EPA by November
28, 1994.
(ii) For registrable products (pursuant to § 79.51(c)(2)), manufacturers shall
submit the basic registration data as
specified in § 79.59(b) to apply for registration for such product.
(iii) For new products (pursuant to
§ 79.51(c)(3)), manufacturers are strongly encouraged to notify EPA of an intent to obtain product registration by
submitting the basic registration data
as specified in § 79.59(b) prior to starting Tiers 1 and 2.
(2) The information specified in paragraph (c) of this section shall be submitted to the address in paragraph
(a)(1) of this section at the conclusion
of activities performed in compliance
with Tiers 1 and 2 under the provisions
of §§ 79.52 and 79.53, according to the
time constraints specified in § 79.51 (c)
through (d).
(3) The information specified in paragraph (d) of this section shall be submitted to EPA at the address in paragraph (a)(1) of this section at the conclusion of activities performed in compliance with Tier 3 under the provisions of § 79.54.
(b) Basic Registration Data. Each manufacturer of a designated fuel or fuel
additive shall submit the following
data in regard to such fuel or fuel additive:

581

VerDate Mar<15>2010

09:38 Sep 09, 2010

Jkt 220158

PO 00000

Frm 00591

Fmt 8010

Sfmt 8010

Y:\SGML\220158.XXX

220158

