
769 

Environmental Protection Agency § 82.180 

Submitters who cannot provide accu-
rate references to data sent previously 
to the Agency should include all re-
quested information in the SNAP no-
tice. 

(19) Information already available in 
the literature. If any of the data needed 
to complete the SNAP program notice 
are available in the public literature, 
complete references for such informa-
tion should be provided. 

(b) The Significant New Alternatives 
Policy (SNAP) Information Notice is 
designed to provide the Agency with 
the information necessary to reach a 
decision on the acceptability of a sub-
stitute. 

(1) Submitters requesting review 
under the SNAP program should send 
the completed SNAP notice to: SNAP 
Document Control Officer, U.S. Envi-
ronmental Protection Agency (6205–J), 
1200 Pennsylvania Ave., NW., Wash-
ington, DC 20460. 

(2) Submitters filing jointly under 
SNAP and the Premanufacture Notice 
Program (PMN) should send the SNAP 
addendum along with the PMN form to: 
PMN Document Control Officer, U.S. 
Environmental Protection Agency 
(7407), 1200 Pennsylvania Ave., NW., 
Washington, DC 20460. Submitters must 
also send both documents to the SNAP 
program, with a reference to indicate 
the notice has been furnished to the 
Agency under the PMN program. Sub-
mitters providing information on new 
chemicals for joint review under the 
TSCA and SNAP programs may be re-
quired to supply additional toxicity 
data under TSCA section 5. 

(3) Submitters filing jointly under 
SNAP and under the Federal Insecti-
cide, Fungicide, and Rodenticide Act 
should send the SNAP form to the Of-
fice of Pesticide Programs, Registra-
tion Division, (7505C) 1200 Pennsylvania 
Ave., NW., Washington, DC 20460, as 
well as to the SNAP Document Control 
Officer. 

§ 82.180 Agency review of SNAP sub-
missions. 

(a) Processing of SNAP notices—(1) 90– 
day review process. The 90-day review 
process will begin once EPA receives a 
submission and determines that such 
submission includes data on the sub-
stitute that are complete and ade-

quate, as described in § 82.178. The 
Agency may suspend or extend the re-
view period to allow for submission of 
additional data needed to complete the 
review of the notice. 

(2) Initial review of notice. The SNAP 
Document Control Officer will review 
the notice to ensure that basic infor-
mation necessary to process the sub-
mission is present (i.e., name of com-
pany, identification of substitute, etc.). 
The SNAP Document Control Officer 
will also review substantiation of any 
claim of confidentiality. 

(3) Determination of data adequacy. 
Upon receipt of the SNAP submission, 
the Agency will review the complete-
ness of the information supporting the 
application. If additional data are 
needed, the submitter will be contacted 
following completion of this review. 
The 90-day review period will not com-
mence until EPA has received data it 
judges adequate to support analysis of 
the submission. 

(4) Letter of receipt. The SNAP Docu-
ment Control Officer will send a letter 
of receipt to the submitter to confirm 
the date of notification and the begin-
ning of EPA’s 90-day review period. The 
SNAP Document Control Officer will 
also assign the SNAP notice a tracking 
number, which will be identified in the 
letter of receipt. 

(5) Availability of new information dur-
ing review period. If critical new infor-
mation becomes available during the 
review period that may influence the 
Agency’s evaluation of a substitute, 
the submitter must notify the Agency 
about the existence of such informa-
tion within 10 days of learning of such 
data. The submitter must also inform 
the Agency of new studies underway, 
even if the results will not be available 
within the 90-day review period. The 
Agency may contact the submitter to 
explore extending or suspending the re-
view period depending on the type of 
information received and the stage of 
review. 

(6) Completion of detailed review. Once 
the initial data review, described in 
paragraphs (a)(2) and (3) of this section, 
has been completed, the Agency will 
complete a detailed evaluation of the 
notice. If during any time the Agency 
perceives a lack of information nec-
essary to reach a SNAP determination, 
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it will contact the submitter and re-
quest the missing data. 

(7) Criteria for review. To determine 
whether a substitute is acceptable or 
unacceptable as a replacement for class 
I or II compounds, the Agency will 
evaluate: 

(i) Atmospheric effects and related 
health and environmental impacts; 

(ii) General population risks from 
ambient exposure to compounds with 
direct toxicity and to increased 
ground-level ozone; 

(iii) Ecosystem risks; 
(iv) Occupational risks; 
(v) Consumer risks; 
(vi) Flammability; and 
(vii) Cost and availability of the sub-

stitute. 
(8) Communication of decision—(i) Com-

munication of decision to the submitter. 
Once the SNAP program review has 
been completed, the Agency will notify 
the submitter in writing of the deci-
sion. Sale or manufacture of new sub-
stitutes may commence after the ini-
tial 90-day notification period expires 
even if the Agency fails to reach a deci-
sion within the 90-day review period or 
fails to communicate that decision or 
the need for additional data to the sub-
mitter. Sale or manufacture of existing 
substitutes may continue throughout 
the Agency’s 90-day review. 

(ii) Communication of decision to the 
public. The Agency will publish in the 
FEDERAL REGISTER periodic updates to 
the list of the acceptable and unaccept-
able alternatives that have been re-
viewed to date. In the case of sub-
stitutes proposed as acceptable with 
use restrictions, proposed as unaccept-
able or proposed for removal from ei-
ther list, a rulemaking process will 
ensue. Upon completion of such rule-
making, EPA will publish revised lists 
of substitutes acceptable subject to use 
conditions or narrowed use limits and 
unacceptable substitutes to be incor-
porated into the Code of Federal Regu-
lations. (See Appendices to this sub-
part.) 

(b) Types of listing decisions. When re-
viewing substitutes, the Agency will 
list substitutes in one of five cat-
egories: 

(1) Acceptable. Where the Agency has 
reviewed a substitute and found no rea-
son to prohibit its use, it will list the 

alternative as acceptable for the end- 
uses listed in the notice. 

(2) Acceptable subject to use conditions. 
After reviewing a notice, the Agency 
may make a determination that a sub-
stitute is acceptable only if conditions 
of use are met to minimize risks to 
human health and the environment. 
Where users intending to adopt a sub-
stitute acceptable subject to use condi-
tions must make reasonable efforts to 
ascertain that other alternatives are 
not feasible due to safety, performance 
or technical reasons, documentation of 
this assessment must be retained on 
file for the purpose of demonstrating 
compliance. This documentation shall 
include descriptions of substitutes ex-
amined and rejected, processes or prod-
ucts in which the substitute is needed, 
reason for rejection of other alter-
natives, e.g., performance, technical or 
safety standards. Use of such sub-
stitutes in ways that are inconsistent 
with such use conditions renders them 
unacceptable. 

(3) Acceptable subject to narrowed use 
limits. Even though the Agency can re-
strict the use of a substitute based on 
the potential for adverse effects, it 
may be necessary to permit a narrowed 
range of use within a sector end-use be-
cause of the lack of alternatives for 
specialized applications. Users intend-
ing to adopt a substitute acceptable 
with narrowed use limits must ascer-
tain that other alternatives are not 
technically feasible. Companies must 
document the results of their evalua-
tion, and retain the results on file for 
the purpose of demonstrating compli-
ance. This documentation shall include 
descriptions of substitutes examined 
and rejected, processes or products in 
which the substitute is needed, reason 
for rejection of other alternatives, e.g., 
performance, technical or safety stand-
ards, and the anticipated date other 
substitutes will be available and pro-
jected time for switching to other 
available substitutes. Use of such sub-
stitutes in applications and end-uses 
which are not specified as acceptable in 
the narrowed use limit renders them 
unacceptable. 

(4) Unacceptable. This designation 
will apply to substitutes where the 
Agency’s review indicates that the sub-
stitute poses risk of adverse effects to 
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human health and the environment and 
that other alternatives exist that re-
duce overall risk. 

(5) Pending. Submissions for which 
the Agency has not reached a deter-
mination will be described as pending. 
For all substitutes in this category, 
the Agency will work with the sub-
mitter to obtain any missing informa-
tion and to determine a schedule for 
providing the missing information if 
the Agency wishes to extend the 90-day 
review period. EPA will use the author-
ity under section 114 of the Clean Air 
Act to gather this information, if nec-
essary. In some instances, the Agency 
may also explore using additional stat-
utory provisions (e.g., section 5 of 
TSCA) to collect the needed data. 

(c) Joint processing under SNAP and 
TSCA. The Agency will coordinate re-
views of substitutes submitted for eval-
uation under both the TSCA PMN pro-
gram and the CAA. 

(d) Joint processing under SNAP and 
FIFRA. The Agency will coordinate re-
views of substitutes submitted for eval-
uation under both FIFRA and the CAA. 

[59 FR 13147, Mar. 18, 1994, as amended at 61 
FR 25592, May 22, 1996; 61 FR 54039, Oct. 16, 
1996] 

§ 82.182 Confidentiality of data. 
(a) Clean Air Act provisions. Anyone 

submitting information must assert a 
claim of confidentiality at the time of 
submission for any data they wish to 
have treated as confidential business 
information (CBI) under 40 CFR part 2, 
subpart B. Failure to assert a claim of 
confidentiality at the time of submis-
sion may result in disclosure of the in-
formation by the Agency without fur-
ther notice to the submitter. The sub-
mitter should also be aware that under 
section 114(c), emissions data may not 
be claimed as confidential. 

(b) Substantiation of confidentiality 
claims. At the time of submission, EPA 
requires substantiation of any con-
fidentiality claims made. Failure to 
provide any substantiation may result 
in disclosure of information without 
further notice by the Agency. All sub-
missions must include adequate sub-
stantiation in order for an accept-
ability determination on a substitute 
to be published. Moreover, under 40 
CFR part 2, subpart B, there are fur-

ther instances in which confidentiality 
assertions may later be reviewed even 
when confidentiality claims are ini-
tially received. The submitter will also 
be contacted as part of such an evalua-
tion process. 

(c) Confidentiality provisions for tox-
icity data. In the event that toxicity or 
health and safety studies are listed as 
confidential, this information cannot 
be maintained as confidential where 
such data are also submitted under 
TSCA or FIFRA, to the extent that 
confidential treatment is prohibited 
under those statutes. However, infor-
mation contained in a toxicity study 
that is not health and safety data and 
is not relevant to the effects of a sub-
stance on human health and the envi-
ronment (e.g., discussion of process in-
formation, proprietary blends) can be 
maintained as confidential subject to 
40 CFR part 2, subpart B. 

(d) Joint submissions under other stat-
utes. Information submitted as part of 
a joint submission to either SNAP/ 
TSCA or SNAP/FIFRA must adhere to 
the security provisions of the program 
offices implementing these statutes. 
For such submissions, the SNAP han-
dling of such notices will follow the se-
curity provisions under these statutes. 

§ 82.184 Petitions. 

(a) Who may petition. Any person may 
petition the Agency to amend existing 
listing decisions under the SNAP pro-
gram, or to add a new substance to any 
of the SNAP lists. 

(b) Types of petitions. Five types of pe-
titions exist: 

(1) Petitions to add a substitute not 
previously reviewed under the SNAP 
program to the acceptable list. This 
type of petition is comparable to the 
90-day notifications, except that it 
would generally be initiated by entities 
other than the companies that manu-
facture, formulate, or otherwise use 
the substitute. Companies that manu-
facture, formulate, or use substitutes 
that want to have their substitutes 
added to the acceptable list should sub-
mit information on the substitute 
under the 90-day review program; 

(2) Petitions to add a substitute not 
previously reviewed under the SNAP 
program to the unacceptable list; 

VerDate Mar<15>2010 15:51 Aug 12, 2010 Jkt 220159 PO 00000 Frm 00781 Fmt 8010 Sfmt 8002 Q:\40\40V17.TXT ofr150 PsN: PC150


		Superintendent of Documents
	2014-08-27T12:27:43-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




