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State and local government employees
engaged in hazardous waste operations,
as defined in 29 CFR 1910.120(a), in
States that do not have a State plan
approved under section 18 of the Occu-
pational Safety and Health Act of 1970.

§ 311.2 Definition of employee.
Employee in § 311.1 is defined as a

compensated or non-compensated
worker who is controlled directly by a
State or local government, as con-
trasted to an independent contractor.

PART 350—TRADE SECRECY
CLAIMS FOR EMERGENCY PLAN-
NING AND COMMUNITY RIGHT-
TO-KNOW INFORMATION: AND
TRADE SECRET DISCLOSURES TO
HEALTH PROFESSIONALS

Subpart A—Trade Secrecy Claims

Sec.
350.1 Definitions.
350.3 Applicability of subpart; priority

where provisions conflict; interaction
with 40 CFR part 2.

350.5 Assertion of claims of trade secrecy.
350.7 Substantiating claims of trade se-

crecy.
350.9 Initial action by EPA.
350.11 Review of claim.
350.13 Sufficiency of assertions.
350.15 Public petitions requesting disclosure

of chemical identity claimed as trade se-
cret.

350.16 Address to send trade secrecy claims
and petitions requesting disclosure.

350.17 Appeals.
350.18 Release of chemical identity deter-

mined to be non-trade secret; notice of
intent to release chemical identity.

350.19 Provision of information to States.
350.21 Adverse health effects.
350.23 Disclosure to authorized representa-

tives.
350.25 Disclosure in special circumstances.
350.27 Substantiation form to accompany

claims of trade secrecy, instructions to
substantiation form.

APPENDIX A TO SUBPART A—RESTATEMENT OF
TORTS SECTION 757, COMMENT B

Subpart B—Disclosure of Trade Secret
Information to Health Professionals

350.40 Disclosure to health professionals.

AUTHORITY: 42 U.S.C. 11042, 11043 and 11048
Pub. L. 99–499, 100 Stat. 1747.

SOURCE: 53 FR 28801, July 29, 1988, unless
otherwise noted.

Subpart A—Trade Secrecy Claims
§ 350.1 Definitions.

Administrator and General Counsel
mean the EPA officers or employees
occupying the positions so titled.

Business confidentiality or confidential
business information includes the con-
cept of trade secrecy and other related
legal concepts which give (or may give)
a business the right to preserve the
confidentiality of business information
and to limit its use or disclosure by
others in order that the business may
obtain or retain business advantages it
derives from its right in the informa-
tion. The definition is meant to encom-
pass any concept which authorizes a
Federal agency to withhold business
information under 5 U.S.C. 552(b)(4), as
well as any concept which requires
EPA to withhold information from the
public for the benefit of a business
under 18 U.S.C. 1905.

Chief Executive Officer of the tribe
means the person who is recognized by
the Bureau of Indian Affairs as the
chief elected administrative officer of
the tribe.

Claimant means a person submitting
a claim of trade secrecy to EPA in con-
nection with a chemical otherwise re-
quired to be disclosed in a report or
other filing made under Title III.

Commission means the emergency re-
sponse commission for the State in
which the facility is located except
where the facility is located in Indian
Country, in which case, commission
means the emergency response com-
mission for the tribe under whose juris-
diction the facility is located. In the
absence of an emergency response com-
mission, the Governor and the chief ex-
ecutive officer, respectively, shall be
the commission. Where there is a coop-
erative agreement between a State and
a Tribe, the commission shall be the
entity identified in the agreement.

Facility means all buildings, equip-
ment, structure, and other stationary
items that are located on a single site
or on contiguous or adjacent sites and
which are owned or operated by the
same person (or by any person which
controls, is controlled by, or under
common control with, such person).
Facility shall include man-made struc-
tures as well as all natural structures
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in which chemicals are purposefully
placed or removed through human
means such that it functions as a con-
tainment structure for human use. For
purposes of emergency release notifica-
tion, the term includes motor vehicles,
rolling stock, and aircraft.

Indian Country means Indian country
as defined in 18 U.S.C. 1151. That sec-
tion defines Indian country as:

(a) All land within the limits of any
Indian reservation under the jurisdic-
tion of the United States government,
notwithstanding the issuance of any
patent, and including rights-of-way
running through the reservation;

(b) All dependent Indian commu-
nities within the borders of the United
States whether within the original or
subsequently acquired territory there-
of, and whether within or without the
limits of a State; and

(c) All Indian allotments, the Indian
titles to which have not been extin-
guished, including rights-of-way run-
ning through the same.

Indian tribe means those tribes feder-
ally recognized by the Secretary of the
Interior.

Local emergency planning committee or
committee means the local emergency
planning committee appointed by the
emergency response commission.

Petitioner is any person who submits
a petition under this regulation re-
questing disclosure of a chemical iden-
tity claimed as trade secret.

Sanitized means a version of a docu-
ment from which information claimed
as trade secret or confidential has been
omitted or withheld.

Senior management official means an
official with management responsibil-
ity for the person or persons complet-
ing the report, or the manager of envi-
ronmental programs for the facility or
establishments, or for the corporation
owning or operating the facility or es-
tablishments responsible for certifying
similar reports under other environ-
mental regulatory requirements.

Specific chemical identity means the
chemical name, Chemical Abstracts
Service (CAS) Registry Number, or any
other information that reveals the pre-
cise chemical designation of the sub-
stance. Where the trade name is re-
ported in lieu of the specific chemical

identity, the trade name will be treat-
ed as the specific chemical identity for
purposes of this part.

State means any State of the United
States, the District of Columbia, the
Commonwealth of Puerto Rico, Guam,
American Samoa, the United States
Virgin Islands, the Northern Mariana
Islands, and any other territory or pos-
session over which the United States
has jurisdiction and Indian Country.

Submitter means a person filing a re-
quired report or making a claim of
trade secrecy to EPA under sections
303 (d)(2) and (d)(3), 311, 312, and 313 of
Title III.

Substantiation means the written an-
swers submitted to EPA by a submitter
to the specific questions set forth in
this regulation in support of a claim
that chemical identity is a trade se-
cret.

Title III means Title III of the Super-
fund Amendments and Reauthorization
Act of 1986, also titled the Emergency
Planning and Community Right-to-
Know Act of 1986.

Trade secrecy claim is a submittal
under sections 303 (d)(2) or (d)(3), 311,
312 or 313 of Title III in which a chemi-
cal identity is claimed as trade secret,
and is accompanied by a substantiation
in support of the claim of trade secrecy
for chemical identity.

Trade secret means any confidential
formula, pattern, process, device, infor-
mation or compilation of information
that is used in a submitter’s business,
and that gives the submitter an oppor-
tunity to obtain an advantage over
competitors who do not know or use it.
EPA intends to be guided by the Re-
statement of Torts, Section 757, Com-
ment b.

Unsanitized means a version of a doc-
ument from which information claimed
as trade secret or confidential has not
been withheld or omitted.

Working day is any day on which Fed-
eral government offices are open for
normal business. Saturdays, Sundays,
and official Federal holidays are not
working days; all other days are.

[53 FR 28801, July 29, 1988, as amended at 55
FR 30644, July 26, 1990]
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§ 350.3 Applicability of subpart; prior-
ity where provisions conflict; inter-
action with 40 CFR part 2.

(a) Applicability of subpart. Sections
350.1 through 350.27 establish rules gov-
erning assertion of trade secrecy
claims for chemical identity informa-
tion collected under the authority of
sections 303 (d)(2) and (d)(3), 311, 312 and
313 of Title III of the Superfund
Amendments and Reauthorization Act
of 1986, and for trade secrecy or busi-
ness confidentiality claims for infor-
mation submitted in a substantiation
under sections 303 (d)(2) and (d)(3), 311,
312, and 313 of Title III. This subpart
also establishes rules governing peti-
tions from the public requesting the
disclosure of chemical identity claimed
as trade secret, and determinations by
EPA of whether this information is en-
titled to trade secret treatment.
Claims for confidentiality of the loca-
tion of a hazardous chemical under sec-
tion 312(d)(2)(F) of Title III are not sub-
ject to the requirements of this sub-
part.

(b) Priority where provisions conflict.
Where information subject to the re-
quirements of this subpart is also col-
lected under another statutory author-
ity, the confidentiality provisions of
that authority shall be used to claim
that information as trade secret or
confidential when submitting it to
EPA under that statutory authority.

(c) Interaction with 40 CFR part 2,
EPA’s Freedom of Information Act proce-
dures. (1) No trade secrecy or business
confidentiality claims other than those
allowed in this subpart are permitted
for information collected under sec-
tions 303 (d)(2) and (d)(3), 311, 312 and
313 of Title III.

(2) Except as provided in § 350.25 of
this subpart, request for access to
chemical identities withheld as trade
secret under this regulation is solely
through this regulation and procedures
hereunder, not through EPA’s Freedom
of Information Act procedures set forth
at 40 CFR part 2.

(3) Request for access to information
other than chemical identity submit-
ted to EPA under this regulation is
through EPA’s Freedom of Information
Act regulations at 40 CFR part 2.

§ 350.5 Assertion of claims of trade se-
crecy.

(a) A claim of trade secrecy may be
made only for the specific chemical
identity of an extremely hazardous
substance under sections 303 (d)(2) and
(d)(3), a hazardous chemical under sec-
tions 311 and 312, and a toxic chemical
under section 313.

(b) Method of asserting claims of
trade secrecy for information submit-
ted under sections 303 (d)(2) and (d)(3).

(1) In submitting information to the
local emergency planning committee
under sections 303 (d)(2) or (d)(3), the
submitter may claim as trade secret
the specific chemical identity of any
chemical subject to reporting under
section 303.

(2) To make a claim, the submitter
shall submit to EPA the following:

(i) A copy of the information which is
being submitted under sections 303
(d)(2) or (d)(3) to the local emergency
planning committee, with the chemical
identity or identities claimed trade se-
cret deleted, and the generic class or
category of the chemical identity or
identities inserted in its place. The
method of choosing generic class or
category is set forth in paragraph (f) of
this section.

(ii) A sanitized and unsanitized sub-
stantiation in accordance with § 350.7
for each chemical identity claimed as
trade secret.

(3) If the submitter wishes to claim
information in the substantiation as
trade secret or business confidential, it
shall do so in accordance with § 350.7(d).

(4) Section 303 claims shall be sent to
the address specified in § 350.16 of this
regulation.

(c) Method of asserting claims of
trade secrecy for information submit-
ted under section 311.

(1) Submitters may claim as trade se-
cret the specific chemical identity of
any chemical subject to reporting
under section 311 on the material safe-
ty data sheet or chemical list under
section 311.

(2) To assert a claim for a chemical
identity on a material safety data
sheet under section 311, the submitter
shall submit to EPA the following:

(i) One copy of the material safety
data sheet which is being submitted to
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the State emergency response commis-
sion, the local emergency planning
committee and the local fire depart-
ment, which shall make it available to
the public. In place of the specific
chemical identity claimed as trade se-
cret, the generic class or category of
the chemical claimed as trade secret
shall be inserted. The method of choos-
ing generic class or category is set
forth in paragraph (f) of this section.

(ii) A sanitized and unsanitized sub-
stantiation in accordance with § 350.7
for every chemical identity claimed as
trade secret.

(3) To assert a claim for a chemical
identity on a list under section 311, the
submitter shall submit to EPA the fol-
lowing:

(i) An unsanitized copy of the chemi-
cal list under section 311. The submit-
ter shall clearly indicate the specific
chemical identity claimed as trade se-
cret, and shall label it ‘‘Trade Secret.’’
The generic class or category of the
chemical claimed as trade secret shall
be inserted directly below the claimed
chemical identity. The method of
choosing generic class or category is
set forth in paragraph (f) of this sec-
tion.

(ii) A sanitized copy of the chemical
list under section 311. This copy shall
be identical to the document in para-
graph (c)(3)(i) of this section except
that the submitter shall delete the
chemical identity claimed as trade se-
cret, leaving in place the generic class
or category of the chemical claimed as
trade secret. This copy shall be sent by
the submitter to the State emergency
response commission, the local emer-
gency planning committee and the
local fire department, which shall
make it available to the public.

(iii) A sanitized and unsanitized sub-
stantiation in accordance with § 350.7
for every chemical identity claimed as
trade secret.

(4) If the submitter wishes to claim
information in the substantiation as
trade secret or business confidential, it
shall do so in accordance with § 350.7(d).

(5) Section 311 claims shall be sent to
the address specified in § 350.16 of this
regulation.

(d) Method of asserting claims of
trade secrecy for information submit-
ted under section 312.

(1) Submitters may claim as trade se-
cret the specific chemical identity of
any chemical subject to reporting
under section 312.

(2) To assert a claim the submitter
shall submit to EPA the following:

(i) An unsanitized copy of the Tier II
emergency and hazardous chemical in-
ventory form under section 312. (The
Tier I emergency and hazardous chemi-
cal inventory form does not require the
reporting of specific chemical identity
and therefore no trade secrecy claims
may be made with respect to that
form.) The submitter shall clearly indi-
cate the specific chemical identity
claimed as trade secret by checking
the box marked ‘‘trade secret’’ next to
the claimed chemical identity.

(ii) A sanitized copy of the Tier II
emergency and hazardous chemical in-
ventory form. This copy shall be iden-
tical to the document in paragraph
(d)(2)(i) of this section except that the
submitter shall delete the chemical
identity or identities claimed as trade
secret and include instead the generic
class or category of the chemical
claimed as trade secret. The method of
choosing generic class or category is
set forth in paragraph (f) of this sec-
tion. The sanitized copy shall be sent
by the submitter to the State emer-
gency response commission, local
emergency planning committee or the
local fire department, whichever entity
requested the information.

(iii) A sanitized and unsanitized sub-
stantiation in accordance with § 350.7
for every chemical identity claimed as
trade secret.

(3) If the submitter wishes to claim
information in the substantiation as
trade secret or business confidential, it
shall do so in accordance with § 350.7(d).

(4) Section 312 claims shall be sent to
the address specified in § 350.16 of this
regulation.

(e) Method of asserting claims of
trade secrecy for information submit-
ted under section 313.

(1) Submitters may claim as trade se-
cret the specific chemical identity of
any chemical subject to reporting
under section 313.

(2) To make a claim, the submitter
shall submit to EPA the following:

(i) An unsanitized copy of the toxic
release inventory form under section
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313 with the information claimed as
trade secret clearly identified. To do
this, the submitter shall check the box
on the form indicating that the chemi-
cal identity is being claimed as trade
secret. The submitter shall enter the
generic class or category that is struc-
turally descriptive of the chemical, as
specified in paragraph (f) of this sec-
tion.

(ii) A sanitized copy of the toxic re-
lease inventory form. This copy shall
be identical to the document in para-
graph (e)(2)(i) of this section except
that the submitter shall delete the
chemical identity claimed as trade se-
cret. This copy shall also be submitted
to the State official or officials des-
ignated to receive this information.

(iii) A sanitized and unsanitized sub-
stantiation in accordance with § 350.7
for every chemical identity claimed as
trade secret.

(3) If the submitter wishes to claim
information in the substantiation as
trade secret or business confidential, it
shall do so in accordance with § 350.7(d).

(4) Section 313 claims shall be sent to
the address specified in § 350.16 of this
regulation.

(f) Method of choosing generic class
or category for sections 303, 311, 312 and
313. A facility owner or operator claim-
ing chemical identity as trade secret
should choose a generic class or cat-
egory for the chemical that is struc-
turally descriptive of the chemical.

(g) If a specific chemical identity is
submitted under Title III to EPA, or to
a State emergency response commis-
sion, designated State agency, local
emergency planning committee or
local fire department, without assert-
ing a trade secrecy claim, the chemical
identity shall be considered to have
been voluntarily disclosed, and non-
trade secret.

(h) A submitter making a trade se-
crecy claim under this section shall
submit to entities other than EPA
(e.g., a designated State agency, local
emergency planning committee and
local fire department) only the sani-
tized or public copy of the submission
and substantiation.

§ 350.7 Substantiating claims of trade
secrecy.

(a) Claims of trade secrecy must be
substantiated by providing a specific
answer including, where applicable,
specific facts, to each of the following
questions with the submission to which
the trade secrecy claim pertains. Sub-
mitters must answer these questions
on the form entitled ‘‘Substantiation
to Accompany Claims of Trade Se-
crecy’’ in § 350.27 of this subpart.

(1) Describe the specific measures
you have taken to safeguard the con-
fidentiality of the chemical identity
claimed as trade secret, and indicate
whether these measures will continue
in the future.

(2) Have you disclosed the informa-
tion claimed as trade secret to any
other person (other than a member of a
local emergency planning committee,
officer or employee of the United
States or a State or local government,
or your employee) who is not bound by
a confidentiality agreement to refrain
from disclosing this trade secret infor-
mation to others?

(3) List all local, State, and Federal
government entities to which you have
disclosed the specific chemical iden-
tity. For each, indicate whether you
asserted a confidentiality claim for the
chemical identity and whether the gov-
ernment entity denied that claim.

(4) In order to show the validity of a
trade secrecy claim, you must identify
your specific use of the chemical
claimed as trade secret and explain
why it is a secret of interest to com-
petitors. Therefore:

(i) Describe the specific use of the
chemical claimed as trade secret, iden-
tifying the product or process in which
it is used. (If you use the chemical
other than as a component of a product
or in a manufacturing process, identify
the activity where the chemical is
used.)

(ii) Has your company or facility
identity been linked to the specific
chemical identity claimed as trade se-
cret in a patent, or in publications or
other information sources available to
the public or your competitors (of
which you are aware)? If so, explain
why this knowledge does not eliminate
the justification for trade secrecy.
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(iii) If this use of the chemical
claimed as trade secret is unknown
outside your company, explain how
your competitors could deduce this use
from disclosure of the chemical iden-
tity together with other information
on the Title III submittal form.

(iv) Explain why your use of the
chemical claimed as trade secret would
be valuable information to your com-
petitors.

(5) Indicate the nature of the harm to
your competitive position that would
likely result from disclosure of the spe-
cific chemical identity, and indicate
why such harm would be substantial.

(6)(i) To what extent is the chemical
claimed as trade secret available to the
public or your competitors in products,
articles, or environmental releases?

(ii) Describe the factors which influ-
ence the cost of determining the iden-
tity of the chemical claimed as trade
secret by chemical analysis of the
product, article, or waste which con-
tains the chemical (e.g., whether the
chemical is in pure form or is mixed
with other substances).

(b) The answers to the substantiation
questions listed in paragraph (a) of this
section are to be submitted on the form
in § 350.27 of this subpart, and included
with a submitter’s trade secret claim.

(c) An owner, operator or senior offi-
cial with management responsibility
shall sign the certification at the end
of the form contained in § 350.27. The
certification in both the sanitized and
unsanitized versions of the substan-
tiation must bear an original signa-
ture.

(d) Claims of confidentiality in the sub-
stantiation. (1) The submitter may
claim as confidential any trade secret
or confidential business information
contained in the substantiation. Such
claims for material in the substan-
tiation are not limited to claims of
trade secrecy for specific chemical
identity, but may also include claims
of confidentiality for any confidential
business information. To claim this
material as confidential, the submitter
shall clearly designate those portions
of the substantiation to be claimed as
confidential by marking those portions
‘‘Confidential,’’ or ‘‘Trade Secret.’’ In-
formation not so marked will be treat-

ed as public and may be disclosed with-
out notice to the submitter.

(2) An owner, operator, or senior offi-
cial with management responsibility
shall sign the certification stating that
those portions of the substantiation
claimed as confidential would, if dis-
closed, reveal the chemical identity
being claimed as a trade secret, or
would reveal other confidential busi-
ness or trade secret information. This
certification is combined on the sub-
stantiation form in § 350.27 with the
certification described in paragraph (c)
of this section.

(3) The submitter shall submit to
EPA two copies of the substantiation,
one of which shall be the unsanitized
version, and the other shall be the
sanitized version.

(i) The unsanitized copy shall contain
all of the information claimed as trade
secret or business confidential, marked
as indicated in paragraph (d)(1) of this
section.

(ii) The second copy shall be iden-
tical to the unsanitized substantiation
except that it will be a sanitized ver-
sion, in which all of the information
claimed as trade secret or confidential
shall be deleted. If any of the informa-
tion claimed as trade secret in the sub-
stantiation is the chemical identity
which is the subject of the substan-
tiation, the submitter shall include the
appropriate generic class or category of
the chemical claimed as trade secret.
This sanitized copy shall be submitted
to the State emergency response com-
mission, a designated State agency, the
local emergency planning committee
and the local fire department, as appro-
priate, and made publicly available.

(e) Supplemental information. (1) EPA
may request supplemental information
from the submitter in support of its
trade secret claim, pursuant to
§ 350.11(a)(1). EPA may specify the kind
of information to be submitted, or the
submitter may submit any additional
detailed information which further
supports the truth of the information
previously supplied to EPA in its ini-
tial substantiation, under this section.

(2) The submitter may claim as con-
fidential any trade secret or confiden-
tial business information contained in
the supplemental information. To
claim this material as confidential, the
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submitter shall clearly designate those
portions of the supplemental informa-
tion to be claimed as confidential by
marking those portions ‘‘Confidential,’’
or ‘‘Trade Secret.’’ Information not so
marked will be treated as public and
may be disclosed without notice to the
submitter.

(3) If portions of the supplementary
information are claimed confidential,
an owner, operator, or senior official
with management responsibility of the
submitter shall certify that those por-
tions of the supplemental information
claimed as confidential would, if dis-
closed, reveal the chemical identity
being claimed as confidential or would
reveal other confidential business or
trade secret information.

(4) If supplemental information is re-
quested by EPA and the submitter
claims portions of it as trade secret or
confidential, then the submitter shall
submit to EPA two copies of the sup-
plemental information, an unsanitized
and a sanitized version.

(i) The unsanitized version shall con-
tain all of the information claimed as
trade secret or business confidential,
marked as indicated above in para-
graph (e)(2) of this section.

(ii) The second copy shall be iden-
tical to the unsanitized substantiation
except that it will be a sanitized ver-
sion, in which all of the information
claimed as trade secret or confidential
shall be deleted. If any of the informa-
tion claimed as trade secret in the sup-
plemental information is the chemical
identity which is the subject of the
substantiation, the submitter shall in-
clude the appropriate generic class or
category of the chemical claimed as
trade secret.

§ 350.9 Initial action by EPA.
(a) When a claim of trade secrecy,

made in accordance with § 350.5 of this
part, is received by EPA, that informa-
tion is treated as confidential until a
contrary determination is made.

(b) A determination as to the validity
of a trade secrecy claim shall be initi-
ated upon receipt by EPA of a petition
under § 350.15 or may be initiated at
any time by EPA if EPA desires to de-
termine whether chemical identity in-
formation claimed as trade secret is
entitled to trade secret treatment,

even though no request for release of
the information has been received.

(c) If EPA initiates a determination
as to the validity of a trade secrecy
claim, the procedures set forth in
§§ 350.11, 350.15, and 350.17 shall be fol-
lowed in making the determination.

(d) When EPA receives a petition re-
questing disclosure of trade secret
chemical identity or if EPA decides to
initiate a determination of the validity
of a trade secrecy claim for chemical
identity, EPA shall first make a deter-
mination that the chemical identity
claimed as trade secret is not the sub-
ject of a prior trade secret determina-
tion by EPA concerning the same sub-
mitter and facility, or if it is, that the
prior determination upheld the submit-
ter’s claim of trade secrecy for that
chemical identity at that facility.

(1) If EPA determines that the chemi-
cal identity claimed as trade secret is
not the subject of a prior trade secret
determination by EPA concerning the
same submitter and the same facility,
or if it is, that the prior determination
upheld the submitter’s claim of trade
secrecy, then EPA shall review the sub-
mitter’s claim according to § 350.1l.

(2) If such a prior determination held
that the submitter’s claim for that
chemical identity is invalid, and such
determination was not challenged by
appeal to the General Counsel, or by
review in the District Court, or, if chal-
lenged, was upheld, EPA shall notify
the submitter by certified mail (return
receipt requested) that the chemical
identity claimed as trade secret is the
subject of a prior, final Agency deter-
mination concerning the same facility
in which it was held that such a claim
was invalid. In this notification EPA
shall include notice of intent to dis-
close chemical identity within 10 days
pursuant to § 350.18(c) of this subpart.
EPA shall also notify the petitioner by
regular mail of the action taken pursu-
ant to this section.

§ 350.11 Review of claim.
(a) Determination of sufficiency. When

EPA receives a petition submitted pur-
suant to § 350.15, or if EPA initiates a
determination of the validity of a trade
secrecy claim for chemical identity,
and EPA has made a determination, as
required in paragraph (d)(1) of § 350.9,
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then EPA shall determine whether the
submitter has presented sufficient sup-
port for its claim of trade secrecy in its
substantiation. EPA must make such a
determination within 30 days of receipt
of a petition. A claim of trade secrecy
for chemical identity will be consid-
ered sufficient if, assuming all of the
information presented in the substan-
tiation is true, this supporting infor-
mation could support a valid claim of
trade secrecy. A claim is sufficient if it
meets the criteria set forth in § 350.13.

(1) Sufficient claim. If the claim meets
the criteria of sufficiency set forth in
§ 350.13, EPA shall notify the submitter
in writing, by certified mail (return re-
ceipt requested), that it has 30 days
from the date of receipt of the notice
to submit supplemental information in
writing in accordance with § 350.7(e), to
support the truth of the facts asserted
in the substantiation. EPA will not ac-
cept any supplemental information, in
response to this notice, submitted after
the 30 day period has expired. The no-
tice required by this section shall in-
clude the address to which supple-
mental information must be sent. The
notice may specifically request supple-
mental information in particular areas
relating to the submitter’s claim. The
notice must also inform the submitter
of his right to claim any trade secret
or confidential business information as
confidential, and shall include a ref-
erence to § 350.7(e) of this regulation as
the source for the proper procedure for
claiming trade secrecy for trade secret
or confidential business information
submitted in the supplemental infor-
mation requested by EPA.

(2) Insufficient claim. If the claim does
not meet the criteria of sufficiency set
forth in § 350.13, EPA shall notify the
submitter in writing of this fact by cer-
tified mail (return receipt requested).
Upon receipt of this notice, the submit-
ter may either file an appeal of the
matter to the General Counsel under
paragraph (a)(2)(i) of this section, or,
for good cause shown, submit addi-
tional material in support of its claim
of trade secrecy to EPA under para-
graph (a)(2)(ii) of this section. The no-
tice required by this section shall in-
clude the reasons for EPA’s decision
that the submitter’s claim is insuffi-
cient, and shall inform the submitter

of its rights within 30 days of receiving
notice to file an appeal with EPA’s
General Counsel or to amend its origi-
nal substantiation for good cause
shown. The notice shall include the ad-
dress of the General Counsel, and the
address of the office to which an
amendment for good cause shown
should be sent. The notice shall also in-
clude a reference to § 350.11(a)(2)(i)–(iv)
of this subpart as the source on the
proper procedures for filing an appeal
or for amending the original substan-
tiation.

(i) Appeal. The submitter may file an
appeal of a determination of insuffi-
ciency with the General Counsel within
30 days of receipt of the notice of insuf-
ficiency, in accordance with the proce-
dures set forth in § 350.17.

(ii) Good Cause. In lieu of an appeal to
the General Counsel, the submitter
may send additional material in sup-
port of its trade secrecy claim, for good
cause shown, within 30 days of receipt
of the notice of insufficiency. To do so,
the submitter shall notify EPA by let-
ter of its contentions as to good cause,
and shall include in that letter the ad-
ditional supporting material.

(iii) Good cause is limited to one or
more of the following reasons:

(A) The submitter was not aware of
the facts underlying the additional in-
formation at the time the substan-
tiation was submitted, and could not
reasonably have known the facts at
that time; or

(B) EPA regulations and other EPA
guidance did not call for such informa-
tion at the time the substantiation was
submitted; or

(C) The submitter had made a good
faith effort to submit a complete sub-
stantiation, but failed to do so due to
an inadvertent omission or clerical
error.

(iv) If EPA determines that the sub-
mitter has met the standard for good
cause, then EPA shall decide, pursuant
to paragraph (a) of this section, wheth-
er the submitter’s claim meets the
Agency’s standards of sufficiency set
forth in § 350.13.

(A) If after receipt of additional ma-
terial for good cause, EPA decides the
claim is sufficient, EPA will determine
whether the claim presents a valid
claim of trade secrecy according to the

VerDate 18<SEP>98 12:49 Oct 09, 1998 Jkt 179159 PO 00000 Frm 00417 Fmt 8010 Sfmt 8010 Y:\SGML\179159T.XXX pfrm13 PsN: 179159T



422

40 CFR Ch. I (7–1–98 Edition)§ 350.13

procedures set forth in paragraph (b) of
this section.

(B) If after receipt of additional ma-
terial for good cause, EPA decides the
claim is insufficient, EPA will notify
the submitter by certified mail (return
receipt requested) and the submitter
may seek review in U.S. District Court
within 30 days of receipt of the notice.
The notice required by this paragraph
shall include EPA’s reasons for its de-
termination, and shall inform the sub-
mitter of its right to seek review in
U.S. District Court within 30 days of
receipt of the notice. The petitioner
shall be notified of EPA’s decision by
regular mail.

(v) If EPA determines that the sub-
mitter has not met the standard for
good cause, then EPA shall notify the
submitter by certified mail (return re-
ceipt requested). The submitter may
seek review of EPA’s decision in U.S.
District Court within 30 days of receipt
of the notice. The notice required in
this paragraph shall include EPA’s rea-
sons for its determination, and shall
inform the submitter of its right to
seek review in U.S. District Court
within 30 days of receipt of the notice.
The petitioner shall be notified of
EPA’s decision by regular mail.

(b) Determination of trade secrecy.
Once a claim has been determined to be
sufficient under paragraph (a) of this
section, EPA must decide whether the
claim is entitled to trade secrecy.

(1) If EPA determines that the infor-
mation submitted in support of the
trade secrecy claim is true and that
the chemical identity is a trade secret,
the petitioner shall be notified by cer-
tified mail (return receipt requested) of
EPA’s determination and may bring an
action in U.S. District Court within 30
days of receipt of such notice. The no-
tice required in this paragraph shall in-
clude the reasons why EPA has deter-
mined that the chemical identity is a
trade secret and shall inform the peti-
tioner of its right to seek review in
U.S. District Court within 30 days of
receipt of the notice. The submitter
shall be notified of EPA’s decision by
regular mail.

(2) If EPA decides that the informa-
tion submitted in support of the trade
secrecy claim is not true and that the
chemical identity is not a trade secret:

(i) The submitter shall be notified by
certified mail (return receipt re-
quested) of EPA’s determination and
may appeal to the General Counsel
within 30 days of receipt of such notice,
in accordance with the procedures set
forth in § 350.17. The notice required by
this paragraph shall include the rea-
sons why EPA has determined that the
chemical identity is not a trade secret
and shall inform the submitter of its
appeal rights to EPA’s General Coun-
sel. The notice shall include the ad-
dress to which an appeal should be sent
and the procedure for filing an appeal,
as set forth in § 350.17(a) of this subpart.
The petitioner shall be notified of
EPA’s decision by regular mail.

(ii) The General Counsel shall notify
the submitter by certified mail (return
receipt requested) of its decision on ap-
peal pursuant to the requirements in
§ 350.17. The notice required by this
paragraph shall include the reasons for
EPA’s determination. If the General
Counsel affirms the decision that the
chemical identity is not a trade secret,
then the submitter shall have 30 days
from the date it receives notice of the
General Counsel’s decision to bring an
action in U.S. District Court. If the
General Counsel decides that the chem-
ical identity is a trade secret, then
EPA shall follow the procedure set
forth in paragraph (b)(1) of this section.

§ 350.13 Sufficiency of assertions.
(a) A substantiation submitted under

§ 350.7 will be determined to be insuffi-
cient to support a claim of trade se-
crecy unless the answers to the ques-
tions in the substantiation submitted
under § 350.7 support all of the follow-
ing conclusions. This substantiation
must include, where applicable, spe-
cific facts.

(1) The submitter has not disclosed
the information to any other person,
other than a member of a local emer-
gency planning committee, an officer
or employee of the United States or a
State or local government, an em-
ployee of such person, or a person who
is bound by a confidentiality agree-
ment, and such person has taken rea-
sonable measures to protect the con-
fidentiality of such information and in-
tends to continue to take such meas-
ures. To support this conclusion, the
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facts asserted must show all of the fol-
lowing:

(i) The submitter has taken reason-
able measures to prevent unauthorized
disclosure of the specific chemical
identity and will continue to take such
measures.

(ii) The submitter has not disclosed
the specific chemical identity to any
person who is not bound by an agree-
ment to refrain from disclosing the in-
formation.

(iii) The submitter has not previously
disclosed the specific chemical identity
to a local, State, or Federal govern-
ment entity without asserting a con-
fidentiality claim.

(2) The information is not required to
be disclosed, or otherwise made avail-
able, to the public under any other
Federal or State law.

(3) Disclosure of the information is
likely to cause substantial harm to the
competitive position of such person. To
support this conclusion, the facts as-
serted must show all of the following:

(i) Either: (A) Competitors do not
know or the submitter is not aware
that competitors know that the chemi-
cal whose identity is being claimed
trade secret can be used in the fashion
that the submitter uses it, and com-
petitors cannot easily duplicate the
specific use of this chemical through
their own research and development
activities; or

(B) Competitors are not aware or the
submitter does not know whether com-
petitors are aware that the submitter
is using this chemical in this fashion.

(ii) The fact that the submitter man-
ufactures, imports or otherwise uses
this chemical in a particular fashion is
not contained in any publication or
other information source (of which the
submitter is aware) available to com-
petitors or the public.

(iii) The non-confidential version of
the submission under this title does
not contain sufficient information to
enable competitors to determine the
specific chemical identity withheld
therefrom.

(iv) The information referred to in
paragraph (a)(3)(i)(A) of this section, is
of value to competitors.

(v) Competitors are likely to use this
information to the economic detriment
of the submitter and are not precluded

from doing so by a United States pat-
ent.

(vi) The resulting harm to submit-
ter’s competitive position would be
substantial.

(4) The chemical identity is not read-
ily discoverable through reverse engi-
neering. To support this conclusion,
the facts asserted must show that com-
petitors cannot readily discover the
specific chemical identity by analysis
of the submitter’s products or environ-
mental releases.

(b) The sufficiency of the trade se-
crecy claim shall be decided entirely
upon the information submitted under
§ 350.7, or § 350.11(a)(2)(ii).

§ 350.15 Public petitions requesting
disclosure of chemical identity
claimed as trade secret.

(a) The public may request the dis-
closure of chemical identity claimed as
trade secret by submitting a written
petition to the address specified in
§ 350.16.

(b) The petition shall include:
(1) The name, address, and telephone

number of the petitioner;
(2) The name and address of the com-

pany claiming the chemical identity as
trade secret; and

(3) A copy of the submission in which
the submitter claimed chemical iden-
tity as trade secret, with a specific in-
dication as to which chemical identity
the petitioner seeks disclosed.

(c) EPA shall acknowledge, by letter
to the petitioner, the receipt of the pe-
tition.

(d) Incomplete petitions. If the infor-
mation contained in the petition is not
sufficient to allow EPA to identify
which chemical identity the petitioner
is seeking to have released, EPA shall
notify the petitioner that the petition
cannot be further processed until addi-
tional information is furnished. EPA
will make every reasonable effort to
assist a petitioner in providing suffi-
cient information for EPA to identify
the chemical identity the petitioner is
seeking to have released.

(e) EPA shall make a determination
on a petition requesting disclosure, in
accordance with § 350.11 and § 350.17,
within nine months of receipt of such
petition.
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§ 350.16 Address to send trade secrecy
claims and petitions requesting dis-
closure.

All claims of trade secrecy under sec-
tions 303(d)(2) and (d)(3), 311, 312, and
313 and all public petitions requesting
disclosure of chemical identities
claimed as trade secret should be sent
to the following address: EPCRA Re-
porting Center, Environmental Protec-
tion Agency, P.O. Box 3348, Merrifield,
VA 22116–3348, Attn:——.

[59 FR 43048, Aug. 22, 1994]

§ 350.17 Appeals.
(a) Procedure for filing appeal. A sub-

mitter may appeal an EPA determina-
tion under §§ 350.11 (a)(2)(i) or (b)(2)(i),
by filing an appeal with the General
Counsel. The appeal shall be addressed
to: The Office of General Counsel, U.S.
Environmental Protection Agency,
Contracts and Information Law
Branch, Room 3600M, LE–132G, 401 M
Street, SW., Washington, DC 20460.
The appeal shall contain the following:

(1) A letter requesting review of the
appealed decision; and

(2) A copy of the letter containing
EPA’s decision upon which appeal is re-
quested.

(b) Appeal of determination of insuf-
ficient claim.

(1) Where a submitter appeals a de-
termination by EPA under
§ 350.11(a)(2)(i) that the trade secrecy
claim presents insufficient support for
a finding of trade secrecy, the General
Counsel shall make one of the follow-
ing determinations:

(i) The trade secrecy claim at issue
meets the standards of sufficiency set
forth in § 350.13; or

(ii) The trade secrecy claim at issue
does not meet the standards of suffi-
ciency set forth in § 350.13.

(2) If the General Counsel reverses
the decision made by the EPA office
handling the claim, the claim shall be
processed according to § 350.11(a)(1).
The General Counsel shall notify the
submitter of the determination on ap-
peal in writing, by certified mail (re-
turn receipt requested). The appeal de-
termination shall include the date the
appeal was received by the General
Counsel, a statement of the decision
appealed from, a statement of the deci-

sion on appeal and the reasons for such
decision.

(3) If the General Counsel upholds the
determination of insufficiency made by
the EPA office handling the claim, the
submitter may seek review in U.S. Dis-
trict Court within 30 days after receipt
of notice of the General Counsel’s de-
termination. The General Counsel shall
notify the submitter of its determina-
tion on appeal in writing, by certified
mail (return receipt requested). The
appeal determination shall include the
date the appeal was received by the
General Counsel, a statement of the de-
cision appealed from, a statement of
the decision on appeal and the reasons
for such decision, and a statement of
the submitter’s right to seek review in
U.S. District Court within 30 days of
receipt of such notice. The petitioner
shall be notified by regular mail.

(c) Appeal of determination of no trade
secret. (1) If a submitter appeals from a
determination by EPA under
§ 350.11(b)(2) that the specific chemical
identity at issue is not a trade secret,
the General Counsel shall make one of
the following determinations:

(i) The assertions supporting the
claim of trade secrecy are true and the
chemical identity is a trade secret; or

(ii) The assertions supporting the
claim of trade secrecy are not true and
the chemical identity is not a trade se-
cret.

(2) If the General Counsel reverses
the decision made by the EPA office
handling the claim, the General Coun-
sel shall notify the submitter of its de-
termination on appeal in writing, by
certified mail (return receipt re-
quested). The appeal determination
shall include the date the appeal was
received by the General Counsel, a
statement of the decision appealed
from, a statement of the decision on
appeal and the reasons for such deci-
sion. The General Counsel shall send
the petitioner the notice required in
§ 350.11(b)(1).

(3) If the General Counsel upholds the
decision of the EPA office which made
the trade secret determination, the
submitter may seek review in U.S. Dis-
trict Court within 30 days of receipt of
notice of the General Counsel’s deci-
sion. The General Counsel shall notify
the submitter of the determination on
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appeal in writing, by certified mail (re-
turn receipt requested). The notice
shall include the date the appeal was
received by the General Counsel, a
statement of the decision appealed
from, the basis for the appeal deter-
mination, that it constitutes final
Agency action concerning the chemical
identity trade secrecy claim, and that
such final Agency action may be sub-
ject to review in U.S. District Court
within 30 days of receipt of such notice.
The General Counsel shall notify the
petitioner by regular mail.

§ 350.18 Release of chemical identity
determined to be non-trade secret;
notice of intent to release chemical
identity.

(a) Where a submitter fails to seek
review within U.S. District Court with-
in 20 days of receiving notice of a de-
termination of the General Counsel
under § 350.17(b)(3) of this subpart that
the trade secrecy claim is insufficient,
or under § 350.17(c)(3) of this subpart
that chemical identity claimed as
trade secret is not entitled to trade se-
cret protection, EPA may furnish no-
tice of intent to disclose the chemical
identity claimed as trade secret within
10 days by furnishing the submitter
with the notice set forth in paragraph
(d) of this section by certified mail (re-
turn receipt requested).

(b) Where a submitter fails to seek
review within U.S. District Court with-
in 20 days of receiving notice of an EPA
determination under
§ 350.11(a)(2)(iv)(B), or § 350.11(a)(2)(v) of
this regulation, or fails to pursue ap-
peal to the General Counsel within 20
days after being notified of its right to
do so under § 350.11(a)(2)(i) or
§ 350.11(b)(2)(i), EPA may furnish notice
of intent to disclose the chemical iden-
tity claimed as trade secret within 10
days by furnishing the submitter with
the notice set forth in paragraph (d) of
this section by certified mail (return
receipt requested).

(c) Where EPA, upon initial review
under § 350.9(d), determines that the
chemical identity claimed as trade se-
cret in a submittal submitted pursuant
to this part is the subject of a prior
final Agency determination concerning
a claim of trade secrecy for the same
chemical identity for the same facility,

in which such claim was held invalid,
EPA shall furnish notice of intent to
disclose chemical identity within l0
days by furnishing the submitter with
the notice set forth in paragraph (d) of
this section by certified mail (return
receipt requested).

(d) EPA shall furnish notice of its in-
tent to release chemical identity
claimed as trade secret by sending the
following notification to submitters,
under the circumstances set forth in
paragraphs (a), (b), and (c) of this sec-
tion. The notice shall state that EPA
will make the chemical identity avail-
able to the petitioner and the public on
the tenth working day after the date of
the submitter’s receipt of written no-
tice (or on such later date as the Office
of General Counsel may establish), un-
less the Office of General Counsel has
first been notified of the submitter’s
commencement of an action in Federal
court to obtain judicial review of the
determination at issue, and to obtain
preliminary injunctive relief against
disclosure, or, where applicable, as de-
scribed in paragraph (b) of this section,
of commencement of an appeal to the
General Counsel. The notice shall fur-
ther state that if Federal court action
is timely commenced, EPA may none-
theless make the information available
to the petitioner and the public (in the
absence of an order by the court to the
contrary), once the court has denied a
motion for a preliminary injunction in
the action or has otherwise upheld the
EPA determination, or, that if Federal
court action or appeal to the General
Counsel is timely commenced, EPA
may nonetheless make the information
available to the petitioner and the pub-
lic whenever it appears to the General
Counsel, after reasonable notice to the
submitter, that the submitter is not
taking appropriate measures to obtain
a speedy resolution of the action.

§ 350.19 Provision of information to
States.

(a) Any State may request access to
trade secrecy claims, substantiations,
supplemental substantiations, and ad-
ditional information submitted to
EPA. EPA shall release this informa-
tion, even if claimed confidential, to
any State requesting access if:

(1) The request is in writing;

VerDate 18<SEP>98 12:49 Oct 09, 1998 Jkt 179159 PO 00000 Frm 00421 Fmt 8010 Sfmt 8010 Y:\SGML\179159T.XXX pfrm13 PsN: 179159T



426

40 CFR Ch. I (7–1–98 Edition)§ 350.21

(2) The request is from the Governor
of the State; and

(3) The State agrees to safeguard the
information with procedures equiva-
lent to those which EPA uses to safe-
guard the information.

(b) The Governor of a State which re-
ceives access to trade secret informa-
tion under this section may disclose
such information only to State em-
ployees.

§ 350.21 Adverse health effects.

The Governor or State emergency re-
sponse commission shall identify the
adverse health effects associated with
each of the chemicals claimed as trade
secret and shall make this information
available to the public. The material
safety data sheets submitted to the
State emergency response commissions
may be used for this purpose.

§ 350.23 Disclosure to authorized rep-
resentatives.

(a) Under section 322(f) of the Act,
EPA possesses the authority to dis-
close to any authorized representative
of the United States any information
to which this section applies, notwith-
standing the fact that the information
might otherwise be entitled to trade
secret or confidential treatment under
this part. Such authority may be exer-
cised only in accordance with para-
graph (b) of this section.

(b)(1) A person under contract or sub-
contract to EPA or a grantee who per-
forms work for EPA in connection with
Title III or regulations which imple-
ment Title III may be considered an
authorized representative of the United
States for purposes of this § 350.23. Sub-
ject to the limitations in this
§ 350.23(b), information to which this
section applies may be disclosed to
such a person if the EPA program of-
fice managing the contract, sub-
contract, or grant first determines in
writing that such disclosure is nec-
essary in order that the contractor,
subcontractor or grantee may carry
out the work required by the contract,
subcontract or grant.

(2) No information shall be disclosed
under this § 350.23(b) unless this con-
tract, subcontract, or grant in question
provides:

(i) That the contractor, subcontrac-
tor or the grantee and the contractor’s,
subcontractor’s, or grantee’s employ-
ees shall use the information only for
the purpose of carrying out the work
required by the contract, subcontract,
or grant, and shall refrain from disclos-
ing the information to anyone other
than EPA without the prior written ap-
proval of each affected submitter or of
an EPA legal office, and shall return to
EPA all copies of the information (and
any abstracts or extracts therefrom)
upon request by the EPA program of-
fice, whenever the information is no
longer required by the contractor, sub-
contractor or grantee for the perform-
ance of the work required under the
contract, subcontract or grant, or upon
completion of the contract, sub-
contract or grant;

(ii) That the contractor, subcontrac-
tor or grantee shall obtain a written
agreement to honor such terms of the
contract or subcontract from each of
the contractor’s, subcontractor’s or
grantee’s employees who will have ac-
cess to the information, before such
employee is allowed such access; and

(iii) That the contractor, subcontrac-
tor or grantee acknowledges and agrees
that the contract, subcontract or grant
provisions concerning the use and dis-
closure of confidential business infor-
mation are included for the benefit of,
and shall be enforceable by, both EPA
and any covered facility having an in-
terest in information concerning it
supplied to the contractor, subcontrac-
tor or grantee by EPA under the con-
tract or subcontract or grant.

(3) No information shall be disclosed
under this § 350.23(b) until each affected
submitter has been furnished notice of
the contemplated disclosure by the
EPA program office and has been af-
forded a period found reasonable by
that office (not less than 5 working
days) to submit its comments. Such
notice shall include a description of
the information to be disclosed, the
identity of the contractor, subcontrac-
tor or grantee, the contract, sub-
contract or grant number, if any, and
the purposes to be served by the disclo-
sure. This notice may be published in
the FEDERAL REGISTER or may be sent
to individual submitters.
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(4) The EPA program office shall pre-
pare a record of disclosures under this
§ 350.23(b). The EPA program office
shall maintain the record of disclosure
and the determination of necessity pre-
pared under paragraph (b)(1) of this
section for a period of not less than 36
months after the date of the disclosure.

§ 350.25 Disclosure in special cir-
cumstances.

Other disclosure of specific chemical
identity may be made in accordance
with 40 CFR 2.209.

§ 350.27 Substantiation form to accom-
pany claims of trade secrecy, in-
structions to substantiation form.

(a) The form in paragraph (b) of this
section must be completed and submit-
ted as required in § 350.7(a).

(b) Substantiation form to accom-
pany claims of trade secrecy.
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INSTRUCTIONS FOR COMPLETING THE EPA
TRADE SECRET SUBSTANTIATION FORM

General Information

EPA requires that the information
requested in a trade secret substan-
tiation be completed using this sub-
stantiation form in order to ensure
that all facility and chemical identifier
information, substantiation questions,
and certification statements are com-
pleted. Submitter-devised forms will
not be accepted. Incomplete substan-
tiations will in all likelihood be found
insufficient to support the claim, and
the claim will be denied. Moreover, the
statute provides that a submitter who fails
to provide information required will be
subject to a $10,000 fine. For the submit-
ter’s own protection, therefore, the
EPA form must be used and completed
in its entirety.

The statute for section 322 estab-
lishes a two-phase process in which the
submitter must do the following:

1. At the time a report is submitted,
the submitter must present a complete
set of assertions that (if true) would be
sufficient to justify the claim of trade
secrecy; and

2. If the claim is reviewed by EPA,
the submitter will be asked to provide
additional factual information suffi-
cient to establish the truthfulness of
the assertions made at the time the
claim was made.

In making its assertions of trade se-
crecy, a submitter should provide,
where applicable, descriptive factual
statements. Conclusory statements of
compliance (such as positive or nega-
tive restatements of the questions)
may not provide EPA with enough in-
formation to make a determination
and may be found insufficient to sup-
port a claim.

WHAT MAY BE WITHHELD

Only the specific chemical identity
required to be disclosed in sections 303,
311, 312, and 313 submissions may be
claimed trade secret on the Title III
submittal itself. (Other trade secret or
confidential business information in-
cluded in answer to a question on the
substantiation may be claimed trade

secret or confidential, as described
below.)

Location information claimed as con-
fidential under section 312(d)(2)(F)
should not be sent to EPA; this should
only be sent to the SERC, LEPC, and
the fire department, as requested.

Sanitized and Unsanitized Copies

You must submit this form to EPA in
sanitized and unsanitized versions,
along with the sanitized and
unsanitized copies of the submittal
that gives rise to this trade secrecy
claim (except for the section 303 sub-
mittal, and for MSDSs under section
311). The unsanitized version of this
form contains specific chemical iden-
tity and CAS number and may contain
other trade secret or confidential busi-
ness information, which should be
clearly labeled as such. Failure to
claim other information trade secret or
confidential will make that informa-
tion publicly available. In the sanitized
version of this form, the specific chem-
ical identity and CAS number must be
replaced with the chemical’s generic
class or category and any other trade
secret or confidential business infor-
mation should be deleted. You should
also send sanitized copies of the submittal
and this form to relevant State and local
authorities.

Each question on this form must be
answered. Submitters are encouraged to
answer in the space provided. If you need
more space to answer a particular
question, please use additional sheets.
If you use additional sheets, be sure to
include the number (and if applicable,
the subpart) of the question being an-
swered and write your facility’s Dun
and Bradstreet Number on the lower
right-hand corner of each sheet.

When the Forms Must be Submitted

The sanitized and unsanitized report
forms and trade secret substantiations
must be submitted to EPA by the nor-
mal reporting deadline for that section
(e.g., section 313 submissions for any
calendar year must be submitted on or
before July 1 of the following year).
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Where to Send the Trade Secrecy
Claim

All trade secrecy claims should be
sent to the following address: U.S. En-
vironmental Protection Agency, Emer-
gency Planning and Community Right-
to-Know Program, P.O. Box 70266,
Washington, DC 20024–0266.

In addition, you must send sanitized
copies of the report form and substan-
tiation to relevant State and local au-
thorities. States will provide addresses
where the copies of the reports are to
be sent.

Packaging of Claim(s)

A completed section 322 claim pack-
age must include four items, packaged
in the following order:

1. An unsanitized trade secret sub-
stantiation form.

2. A sanitized trade secret substan-
tiation form.

3. An unsanitized 312 or 313 report (it
is not necessary to create an
unsanitized section 303 submittal or
MSDS for submission under section
311).

4. A sanitized (public) section 303, 311,
312, or 313 or report.

It is important to securely fasten to-
gether (binder clip or rubber band) each
of the reporting forms and substan-
tiations for the particular chemical
being claimed trade secret. This proc-
ess will make it clear that a claim is
physically complete when submitted.
When submitters submit claims for
more than one chemical, EPA requests
that the four parts associated with
each chemical be assembled as a set
and each set for different chemicals be
kept separate within the package sent
to EPA. Following these guidelines
permits the Agency to make the appro-
priate determinations of trade secrecy,
and to make public only those portions
of each submittal required to be dis-
closed.

How to Obtain Forms and Other
Information

Additional copies of the Trade Secret
Substantiation Form may be obtained
by writing to: Emergency Planning and
Community Right-to-Know Program,
U.S. Environmental Protection Agen-

cy, WH–562A, 401 M Street, SW., Wash-
ington, DC 20460.

Instructions for Completing Specific
Sections of the Form

Part 1. Substantiation Category

1.1 Title III Reporting Section. Check
the box corresponding to the section
for which this particular claim of trade
secrecy is being made. Checking off
more than one box for a claim is not
permitted.

1.2 Reporting Year. Enter the year to
which the reported information ap-
plies, not the year in which you are
submitting the report.

1.3a Sanitized. If this copy of the sub-
mission is the ‘‘public’’ or sanitized
version, check this box and complete
1.3.1a. which asks for generic class or
category. Do not complete the informa-
tion required in the unsanitized box
(1.3b.).

1.3.1a Generic Class or Category. You
must complete this if you are claiming
the specific chemical identity as a
trade secret and have marked the box
in 1.3a. The generic chemical name
must be structurally descriptive of the
chemical.

1.3b Unsanitized. Check the box if this
version of the form contains the spe-
cific chemical identity or any other
trade secret or confidential business in-
formation.

1.3.1b CAS Number. You must enter
the Chemical Abstract Service (CAS)
registry number that appears in the ap-
propriate section of the rule for the
chemical being reported. Use leading
place holding zeros. If you are report-
ing a chemical category (e.g., copper
compounds), enter N/A in the CAS
number space.

1.3.2b Specific Chemical Identity. Enter
the name of the chemical or chemical
category as it is listed in the appro-
priate section of the reporting rule.

Part 2. Facility Identification
Information

2.1–2.3 Facility Name and Location.
You must enter the name of your facil-
ity (plant site name or appropriate fa-
cility designation), street address, city,
State and ZIP Code in the space pro-
vided. You may not use a post office
box number for this location.
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2.4 Dun and Bradstreet Number. You
must enter the number assigned by
Dun and Bradstreet for your facility or
each establishment wthin your facility.
If the establishment does not have a D
& B number, enter N/A in the boxes re-
served for those numbers. Use leading
place holding zeros.

Part 3. Responses to Substantiation
Questions

The six questions posed in this form
are based on the four statutory criteria
found in section 322(b) of Title III. The
information you submit in response to
these questions is the basis for EPA’s
initial determination as to whether the
substantiation is sufficient to support
a claim of trade secrecy. EPA has indi-
cated in § 350.13 of the final rule the
specific criteria that it regards as the
legal basis for evaluating whether the
answers you have provided are suffi-
cient to warrant protection of the
chemical identity. You are urged to re-
view those criteria before preparing an-
swers to the questions on the form.

Part 4. Certification

An original signature is required for
each trade secret substantiation sub-
mitted to EPA, both sanitized and
unsanitized. It indicates the submitter
is certifying that the particular sub-
stantiation provided to EPA is com-
plete, true, and accurate, and that it is
intended to support the specific trade
secret claim being made. Noncompli-
ance with this certification require-
ment may jeopardize the trade secret
claim.

4.1 Name and Official Title. Print or
type the name and title of the person
who signs the statement at 4.2.

4.2 Signature. This certification must
be signed by the owner or operator, or
a senior official with management re-
sponsibility for the person (or persons)
completing the form. An original signa-
ture is required for each trade secret
substantiation submitted to EPA, both
sanitized and unsanitized. Since the
certification applies to all information
supplied on the forms, it should be
signed only after the substantiation
has been completed.

4.3 Date. Enter the date when the cer-
tification was signed.

APPENDIX A TO SUBPART A—RESTATE-
MENT OF TORTS SECTION 757, COM-
MENT B

b. Definition of trade secret. A trade secret
may consist of any formula, pattern, device
or compilation of information which is used
in one’s business, and which gives him an op-
portunity to obtain an advantage over com-
petitors who do not know or use it. It may be
a formula for a chemical compound, a proc-
ess of manufacturing, treating or preserving
materials, a pattern for a machine or other
device, or a list of customers. It differs from
other secret information in a business (see
section 759) in that it is not simply informa-
tion as to single or ephemeral events in the
conduct of the business, as, for example, the
amount or other terms of a secret bid for a
contract or the salary of certain employees,
or the security investments made or con-
templated, or the date fixed for the an-
nouncement of a new policy or for bringing
out a new model or the like. A trade secret
is a process or device for continuous use in
the operation of the business. Generally it
relates to the production of goods, as, for ex-
ample, a machine or formula for the produc-
tion of an article. It may, however, relate to
the sale of goods or to other operations in
the business, such as a code for determining
discounts, rebates or other concessions in a
price list or catalogue, or a list of specialized
customers, or a method of bookkeeping or
other office management.

Secrecy. The subject matter of a trade se-
cret must be secret. Matters of public knowl-
edge or of general knowledge in an industry
cannot be appropriated by one as his secret.
Matters which are completely disclosed by
the goods which one markets cannot be his
secret. Substantially, a trade secret is
known only in the particular business in
which it is used. It is not requisite that only
the proprietor of the business know it. He
may, without losing his protection, commu-
nicate it to employees involved in its use. He
may likewise communicate it to others
pledged to secrecy. Others may also know of
it independently, as, for example, when they
have discovered the process or formula by
independent invention and are keeping it se-
cret. Nevertheless, a substantial element of
secrecy must exist, so that, except by the
use of improper means, there would be dif-
ficulty in acquiring the information. An
exact definition of a trade secret is not pos-
sible. Some factors to be considered in deter-
mining whether given information is one’s
trade secret are: (1) The extent to which the
information is known outside of his business;
(2) the extent to which it is known by em-
ployees and others involved in his business;
(3) the extent of measures taken by him to
guard the secrecy of the information; (4) the
value of the information to him and to his
competitors; (5) the amount of effort or
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money expended by him in developing the in-
formation; (6) the ease or difficulty with
which the information could be properly ac-
quired or duplicated by others.

Novelty and prior art. A trade secret may
be a device or process which is patentable;
but it need not be that. It may be a device or
process which is clearly anticipated in the
prior art or one which is merely a mechani-
cal improvement that a good mechanic can
make. Novelty and invention are not req-
uisite for a trade secret as they are for pat-
entability. These requirements are essential
to patentability because a patent protects
against unlicensed use of the patented device
or process even by one who discovers it prop-
erly through independent research. The pat-
ent monopoly is a reward to the inventor.
But such is not the case with a trade secret.
Its protection is not based on a policy of re-
warding or otherwise encouraging the devel-
opment of secret processes or devices. The
protection is merely against breach of faith
and reprehensible means of learning an-
other’s secret. For this limited protection it
is not appropriate to require also the kind of
novelty and invention which is a requisite of
patentability. The nature of the secret is,
however, an important factor in determining
the kind of relief that is appropriate against
one who is subject to liability under the rule
stated in this section. Thus, if the secret
consists of a device or process which is a
novel invention, one who acquires the secret
wrongfully is ordinarily enjoined from fur-
ther use of it and is required to account for
the profits derived from his past use. If, on
the other hand, the secret consists of me-
chanical improvements that a good me-
chanic can make without resort to the se-
cret, the wrongdoer’s liability may be lim-
ited to damages, and an injunction against
future use of the improvements made with
the aid of the secret may be inappropriate.

Subpart B—Disclosure of Trade Se-
cret Information to Health Pro-
fessionals

§ 350.40 Disclosure to health profes-
sionals.

(a) Definitions. Medical emergency
means any unforeseen condition which
a health professional would judge to re-
quire urgent and unscheduled medical
attention. Such a condition is one
which results in sudden and/or serious
symptom(s) constituting a threat to a
person’s physical or psychological well-
being and which requires immediate
medical attention to prevent possible
deterioration, disability, or death.

(b) The specific chemical identity, in-
cluding the chemical name of a hazard-

ous chemical, extremely hazardous
substance, or a toxic chemical, is made
available to health professionals, in ac-
cordance with the applicable provisions
of this section.

(c) Diagnosis or Treatment by Health
Professionals in Non-Emergency Situa-
tions. (1) An owner or operator of a fa-
cility which is subject to the require-
ments of sections 311, 312, and 313,
shall, upon request, provide the specific
chemical identity, if known, of a haz-
ardous chemical, extremely hazardous
substance, or a toxic chemical to a
health professional if:

(i) The request is in writing;
(ii) The request describes why the

health professional has a reasonable
basis to suspect that:

(A) The specific chemical identity is
needed for purposes of diagnosis or
treatment of an individual,

(B) The individual or individuals
being diagnosed or treated have been
exposed to the chemical concerned, and

(C) Knowledge of the specific chemi-
cal identity of such chemical will as-
sist in diagnosis or treatment.

(iii) The request contains a confiden-
tiality agreement which includes:

(A) A description of the procedures to
be used to maintain the confidentiality
of the disclosed information; and

(B) A statement by the health profes-
sional that he will not use the informa-
tion for any purpose other than the
health needs asserted in the statement
of need authorized in paragraph
(c)(1)(ii) of this section and will not re-
lease the information under any cir-
cumstances, except as authorized by
the terms of the confidentiality agree-
ment or by the owner or operator of
the facility providing such informa-
tion.

(iv) The request includes a certifi-
cation signed by the health profes-
sional stating that the information
contained in the statement of need is
true.

(2) Following receipt of a written re-
quest, the facility owner or operator to
whom such request is made shall pro-
vide the requested information to the
health professional promptly.

(d) Preventive Measures and Treatment
by Local Health Professionals. (1) An
owner or operator of a facility subject
to the requirements of sections 311, 312,
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or 313 shall provide the specific chemi-
cal identity, if known, of a hazardous
chemical, an extremely hazardous sub-
stance, or a toxic chemical to any
health professional (such as a physi-
cian, toxicologist, epidemiologist, or
nurse) if:

(i) The requester is a local govern-
ment employee or a person under con-
tract with the local government;

(ii) The request is in writing;
(iii) The request describes with rea-

sonable detail one or more of the fol-
lowing health needs for the informa-
tion:

(A) To assess exposure of persons liv-
ing in a local community to the haz-
ards of the chemical concerned.

(B) To conduct or assess sampling to
determine exposure levels of various
population groups.

(C) To conduct periodic medical sur-
veillance of exposed population groups.

(D) To provide medical treatment to
exposed individuals or population
groups.

(E) To conduct studies to determine
the health effects of exposure.

(F) To conduct studies to aid in the
identification of chemicals that may
reasonably be anticipated to cause an
observed health effect.

(iv) The request contains a confiden-
tiality agreement which includes:

(A) A description of the procedures to
be used to maintain the confidentiality
of the disclosed information; and

(B) A statement by the health profes-
sional that he will not use the informa-
tion for any purpose other than the
health needs asserted in the statement
of need authorized in paragraph
(d)(1)(iii) of this section and will not
release the information under any cir-
cumstances except as may otherwise be
authorized by the terms of such agree-
ment or by the owner or operator of
the facility person providing such in-
formation.

(v) The request includes a certifi-
cation signed by the health profes-
sional stating that the information
contained in the statement of need is
true.

(2) Following receipt of a written re-
quest, the facility owner or operator to
whom such request is made shall
promptly provide the requested infor-
mation to the local health professional.

(e) Medical Emergency. (1) An owner
or operator of a facility which is sub-
ject to the requirements of sections
311, 312, or 313 must provide a copy of a
material safety data sheet, an inven-
tory form, or a toxic chemical release
form, including the specific chemical
identity, if known, of a hazardous
chemical, extremely hazardous sub-
stance, or a toxic chemical, to any
treating physician or nurse who re-
quests such information if the treating
physician or nurse determines that:

(i) A medical emergency exists as to
the individual or individuals being di-
agnosed or treated;

(ii) The specific chemical identity of
the chemical concerned is necessary
for or will assist in emergency or first-
aid diagnosis or treatment; and,

(iii) The individual or individuals
being diagnosed or treated have been
exposed to the chemical concerned.

(2) Owners or operators of facilities
must provide the specific chemical
identity to the requesting treating
physician or nurse immediately follow-
ing the request, without requiring a
written statement of need or a con-
fidentiality agreement in advance.

(3) The owner or operator may re-
quire a written statement of need and
a written confidentiality agreement as
soon as circumstances permit. The
written statement of need shall de-
scribe in reasonable detail the factors
set forth in paragraph (e)(1) of this sec-
tion. The written confidentiality agree-
ment shall be in accordance with para-
graphs (c)(1)(iii) and (f) of this section.

(f) Confidentiality Agreement. (1) The
confidentiality agreement authorized
in paragraphs (c)(1)(iii), (d)(1)(iv) and
(e)(3) of this section:

(i) May restrict the use of the infor-
mation to the health purposes indi-
cated in the written statement of need;

(ii) May provide for appropriate legal
remedies in the event of a breach of the
agreement; and

(iii) May not include requirements
for the posting of a penalty bond.

(g) Nothing in this regulation is
meant to preclude the parties from
pursuing any non-contractual remedies
to the extent permitted by law, or from
pursuing the enforcement remedy pro-
vided in section 325(e) of Title III.
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(h) The health professional receiving
the trade secret information may dis-
close it to EPA only under the follow-
ing circumstances: The health profes-
sional must believe that such disclo-
sure is necessary in order to learn from
the Agency additional information
about the chemical necessary to assist
him in carrying out the responsibilities
set forth in paragraphs (c), (d), and (e)
of this section. Such information com-
prises facts regarding adverse health
and environmental effects.

PART 355—EMERGENCY PLANNING
AND NOTIFICATION

Sec.
355.10 Purpose.
355.20 Definitions.
355.30 Emergency planning.
355.40 Emergency release notification.
355.50 Penalties.
APPENDIX A TO PART 355—THE LIST OF EX-

TREMELY HAZARDOUS SUBSTANCES AND
THEIR THRESHOLD PLANNING QUANTITIES
(ALPHABETICAL ORDER)

APPENDIX B TO PART 355—THE LIST OF EX-
TREMELY HAZARDOUS SUBSTANCES AND
THEIR THRESHOLD PLANNING QUANTITIES
(CAS NUMBER ORDER)

AUTHORITY: 42 U.S.C. 11002, 11004, and 11048.

SOURCE: 52 FR 13395, Apr. 22, 1987, unless
otherwise noted.

§ 355.10 Purpose.
This regulation establishes the list of

extremely hazardous substances,
threshold planning quantities, and fa-
cility notification responsibilities nec-
essary for the development and imple-
mentation of State and local emer-
gency response plans.

§ 355.20 Definitions.
Act means the Superfund Amend-

ments and Reauthorization Act of 1986.
CERCLA means the Comprehensive

Environmental Response, Compensa-
tion and Liability Act of 1980, as
amended.

CERCLA Hazardous Substance means
a substance on the list defined in sec-
tion 101(14) of CERCLA.

NOTE: Listed CERCLA hazardous sub-
stances appear in table 302.4 of 40 CFR part
302.

Chief Executive Officer of the tribe
means the person who is recognized by

the Bureau of Indian Affairs as the
chief elected administrative officer of
the tribe.

Commission means the emergency re-
sponse commission for the State in
which the facility is located except
where the facility is located in Indian
Country, in which case, commission
means the emergency response com-
mission for the tribe under whose juris-
diction the facility is located. In ab-
sence of an emergency response com-
mission, the Governor and the chief ex-
ecutive officer, respectively, shall be
the commission. Where there is a coop-
erative agreement between a State and
a Tribe, the commission shall be the
entity identified in the agreement.

Committee or Local emergency planning
committee means the local emergency
planning committee appointed by the
emergency response commission.

Environment includes water, air, and
land and the interrelationship which
exists among and between water, air,
and land and all living things.

Extremely hazardous substance means
a substance listed in appendices A and
B of this part.

Facility means all buildings, equip-
ment, structure, and other stationary
items that are located on a single site
or on contiguous or adjacent sites and
which are owned or operated by the
same person (or by any person which
controls, is controlled by, or under
common control with, such person).
Facility shall include manmade struc-
tures in which chemicals are purpose-
fully placed or removed through human
means such that it functions as a con-
tainment structure for human use. For
purposes of emergency release notifica-
tion, the term includes motor vehicles,
rolling stock, and aircraft.

Hazardous chemical means any haz-
ardous chemical as defined under
§ 1910.1200(c) of Title 29 of the Code of
Federal Regulations, except that such
term does not include the following
substances:

(1) Any food, food additive, color ad-
ditive, drug, or cosmetic regulated by
the Food and Drug Administration.

(2) Any substance present as a solid
in any manufactured item to the ex-
tent exposure to the substance does not
occur under normal conditions of use.
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