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Introduced by M of A KELLES, COLTON, EPSTEIN, G BBS, GLICK, JACKSON
LEE, LEVENBERG RAGA, REYES, ROSENTHAL, SAYEGH, SEAVRI GHT, SHI MBKY
S| MON, STECK, STIRPE, TAPIA, CLARK, P. CARROLL, HEVESI, TORRES, CRUZ,
NORBER, DI NOW TZ, KAY, LUNSFORD, GALLAGHER, SLATER, PAULI N, BURROUGHS,
SCHI AVONI, DE LOS SANTGCS -- read once and referred to the Committee on

Agriculture -- committee discharged, bill anmended, ordered reprinted
as anmended and reconmitted to said conmittee -- again reported from
said committee with anendnents, ordered reprinted as anended and
reconmtted to said conmittee -- again reported fromsaid conmittee

wi th amendnments, ordered reprinted as amended and reconmitted to said
conmittee

AN ACT to anend the agriculture and markets law, in relation to enacting
the "food safety and chem cal disclosure act"

The People of the State of New York, represented in Senate and Assem
bly, do enact as foll ows:

Section 1. Short title. This act shall be known and nay be cited as
the "food safety and chenical disclosure act".

g8 2. The section heading of section 199-a of the agriculture and
mar kets | aw, as anmended by chapter 797 of the |laws of 1961, is anended
and a new subdivision 5 is added to read as foll ows:

Prohibition as to adulterated or nisbranded food and certain food
additives and food color additives intended for human consunpti on.

5. (a) Notwi thstanding any other provision of lawto the contrary, it
shal | be unlawful for any person, firm association, or corporation to
manuf acture, conpound, brew, distill, produce, process, sell, deliver,

distribute, hold, offer or expose for sale any of the follow ng
substances as food additives or food color additives or any food or food
product containing any of the follow ng substances intended for hunan
consunpti on:

(i) FD&C Red No. 3;

(ii) Potassiumbronate; or

EXPLANATI ON--Matter in italics (underscored) is new, matter in brackets
[-] is oldlawto be omtted.
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(iii) Propyl paraben.

(b) Notwithstanding the provisions of paragraph (a) of this subdivi-
sion, a store shall be permitted to sell, deliver, distribute, hold,
offer or expose for sale any food or food product containing any of the
substances listed in paragraph (a) of this subdivision until the expira-
tion date, "best by" date, or "sell by" date printed on the packagi ng of
the food or food product by the manufacturer or producer, but no later
than three years after the effective date of this subdivision, provided
however, that:

(i) the store sells food or food products at retail and is not prina-
rily engaged in the sale of food for consunption on the preni ses;

(ii) the store is independently owned and operated by a business that
enploys ten or fewer persons; and

(iii) the food or food product was acquired by the business.

(c) Wthin thirty days of the effective date of this subdivision. the
conm ssioner _shall anend the exenption list maintained pursuant to
subdivision three of this sectionto indicate that inthis state the
subst ances prohibited in this subdivision shall not be deened to be safe
for human consunption on or after one year after the effective date of
this subdivision

8§ 3. Section 198 of the agriculture and markets law is anended by
addi ng a new subdivision 7-a to read as foll ows:

7-a. For purposes of this section, the term"generally recognized as
safe substance"” or "CGRAS substance" neans any substance added to food
that is exenpted fromthe definition of "food additive" under subdivi-
sion seven of this section because it is generally recognized, anpbng
experts qualified by scientific training and experience to evaluate its
safety, as having been adequately shown to be safe under the conditions
of its intended use:

(a) either through scientific procedures using the sane quantity and
quality of scientific evidence as is required to obtain approval of the
substance as a food additive; or

(b) for a substance used in food prior to January first, nineteen
hundred fifty-eight, through experience based on conmmon use in food.

8 4. Subdivision 4 of section 199-a of the agriculture and markets
| aw, as anended by chapter 671 of the laws of 1966, is anmended to read
as foll ows:

4. Al data subnmitted to the comm ssioner in support of the food or
color additives report under this section shall be considered confiden-
tial by the conm ssioner and shall not be revealed to any person other
than to a person authorized by the comri ssioner in the performance of
[Bs] their official duties wunder this article. In case of an actua
controversy as to the validity of an order or decision of the conms-
sioner respecting the test data or report in which a proceeding to
review has been instituted as authorized by section two hundred two-c of
this article the petition, data and report shall be transmtted by the
conmi ssioner to the clerk of the court in which the review proceeding is
instituted, together with a record of the proceedings on which the
conmmi ssi oner based [h+s] the order or decision, and such transmttal
shall not be construed to be a violation of confidence. Subdivisions
two and three of this section shall not apply to food additives or color
additives which are safe within the neaning of the federal food, drug
and cosnetic act as anmended.

8 5. The agriculture and narkets l|aw is anended by adding a new
section 199-g to read as follows:
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199-g. Reporting of GRAS substances. 1. a. Except as rovided in
subdivision two of this section, unless a report described in paragraph
b of this subdivision has been subnitted to the conmissioner and such
report is made available in the database described in subdivision five
of section one hundred ninety-nine-b of this article, and notw t hst and-
ing any other provision of lawto the contrary, it shall be unlawful for
any person, firm association., or corporation to:

(i) sell or offer or expose for sale for use in or on food. or to use
in the manufacturing, conpounding, brewing, distilling, producing, or
processing of any food or food product, any GRAS substance or conbina-
tion of GRAS substances;

(ii) make any new use of any GRAS substance or conbination of GRAS
substances in or on food; or

(iii) sell or offer or expose for sale any food or food product
cont ai ning any GRAS substance or conbination of GRAS substances.

b. The report required pursuant to paragraph a of this subdivision
shall include but not be limted to the follow ng information:

(i) Signed statenments and a certification, including:

(1) the date and signature of a responsible official of the reporter
or _reporting organization;

(2) the nane and address of the reporter or reporting organization;

(3) the nane of any GRAS substances discussed in the report, using an
appropriately descriptive term

(4) intended conditions for the use of any GRAS substance discussed in

the report, including the foods in which the substance will be used, the
levels of such use in such foods, and the purposes for which the
substance will be used, including, when appropriate, a description of

any subpopul ation expected to consune such GRAS substance or substances;

(5) the statutory basis for the conclusion of GRAS status;

(6) a statenent that the reported substance is not subject to the
premarket approval requirenents of the federal food. drug. and cosnetic
act based on the conclusion that the notified substance is GRAS under
the conditions of its intended use;

(7) a statenent that, if asked to see the data and information that
are the basis for the GRAS conclusion, the reporter will agree to:

(A) nake the data and infornmation available to the conmni ssioner; and

(B) upon the comm ssioner's request, both of the follow ng procedures
for making the data and infornmation available to the conmi ssioner:

(1) allow the conmm ssioner to review and copy the data and infornation
during customary business hours at the address specified for where these
data and information will be available; and

(I1) provide a conplete copy of the data and infornmation either in an
electronic format or on paper;

(8) views as to whether any of the data and information in the GRAS
report are exenpt fromdisclosure under the freedomof information |aw

(9) certifications that, to the best of the reporter's know edge, the
GRAS report is a conplete, representative, and bal anced subni ssion that
includes both unfavorable and favorable information known to the repor-
ter and pertinent to the evaluation of the safety and GRAS status of the
use of the substance; and

(10) the nane and position or title of the person who signs the GRAS
report.

(ii) The identity, nmethod of manufacture, specifications, and physi cal
or technical effect of the notified substance, including:

(1) scientific data and information that identifies the GRAS

subst ance, incl uding:
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A) exanples of appropriate data and information including the cheni-
cal nane, applicable reqgistry nunbers (such as a chemical abstracts
service (CAS) reqgistry nunber or an enzyne commission (EC nunber),
enpirical formula, structural fornula, quantitative conposition, and
characteristic properties; and

(B) when the source of a notified substance is a biological naterial
data and information sufficient to identify:

1) the taxononic source (e.q. enus, species) of the GRAS substance
including, as applicable, data and information at the sub-species |evel
(e.qg.., variety, strain);

(I1) the part of any plant or animal used as the source of the GRAS
subst ance; and

(I11) any known toxicants that could be in the source of the GRAS
subst ance;

(2) a description of the nethod of manufacture of the GRAS substance
in sufficient detail to evaluate the safety of the notified substance as
manuf act ur ed;

(3) specifications for food-grade material; and

(4) when necessary to denpnstrate safety, relevant data and infornma-
tion bearing on the physical or other technical effect the GRAS
substance is intended to produce, including the quantity of the GRAS
substance required to produce such effect.

(iii) Deetary exposure to the notified substance, including infornma-
tion about dietary exposure (i.e., the ampunt of relevant substances
that consuners are likely to eat or drink as part of a total diet),
i ncl udi ng:

(1) an estinate of dietary exposure to the notified substance that
includes exposure fromits intended use and all sources in the diet;

(2) when applicable., an estinmate of dietary exposure to any other
substance that is expected to be forned in or on food because of the use
of the notified substance (e.qg.. hydrolytic products or reaction
products) ;

(3) when applicable, an estimate of dietary exposure to any other
substance that is present with the notified substance either naturally
or due to its manufacture (e.qg.., contaminants or by-products):;

(4) sources of any food consunption data used to estinate dietary
exposure, in accordance with clauses one through three of this subpara-

graph; and
(5) any assunptions nmade to estinate dietary exposure. in accordance

with clauses one through three of this subparagraph.

(iv) Self-limting levels of use in circunstances where the anpunt of
the notified substance that can be added to hunan food or animal food is
limted because the food containing levels of the notified substance
above a particular level would becone unpalatable or technologically
i npractical

(v) If the statutory basis for GRAS status is through experience based
on common use in food, evidence of a substantial history of consunption
of the notified substance for food use by a significant nunber of
consuners prior to January first, nineteen hundred fifty-eight.

(vi) A narrative that provides the basis for the conclusion of GRAS
status, including:

(1) an explanation for why the data and information in the report
provide a basis for that the notified substance is safe under the condi -
tions of its intended use. Such explanation shall address the safety of
the notified substance, considering all dietary sources and taking into

account any chemcally or pharnmacologically related substances in such
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diet, and identify what specific data and information discussed in
accordance with this clause are generally available and not generally
available, by providing citations to the list of data and infornmation
required in subparagraph (vii) of this paragraph;

(2) an explanation of how the generally available data and infornation
relied on to establish safety in accordance with clause one of this
subpar agraph provides a basis for the conclusion that the reported

substance is generally recognized, anong qualified experts, to be safe
under the conditions of its intended use;

(3) either:

(A) data and information that are, or nay appear to be, inconsistent
with the conclusion of GRAS status; or

(B) a statenent that the available data and infornmation was revi ewed
and the reporter is not aware of any data and infornmation that are, or
nmay appear to be, inconsistent with the conclusion of GRAS status;

(4) if any data and information in the report is exenpt fromdisclo-
sure under the freedomof infornation law, a statenent that identifies
such data and information; and

(5) for non-public, safety-related data and infornmation considered in
reaching a conclusion of GRAS status, an explanation of how there could
be a basis for a conclusion of GRAS status if qualified experts do not
have access to such data and information.

(vii) Alist of the generally available data, infornmation. and nethods
the notifier cites in the GRAS notice, including:

1) alist of all of the data and infornmation required by subparagraph
(vi) of this paragraph to provide a basis for determning that the noti -
fied substance is safe under the conditions of its intended use, as
described in accordance with clause one of subparagraph (vi) of this
par agraph; and

(2) identification of specific data and information listed in accord-
ance with clause one of this subparagraph that are generally avail able
and not generally avail abl e.

viii) An revious GRAS substance notices subnitted to the federa
food and drug adm nistration on the reported substance and the federa
food and drug adninistration's responses.

(ix) Al relevant currently available safety information.

2. The follow ng substances are exenpt fromthe reporting requirenents
of subdivision one of this section:

a. Any GRAS substance for which the federal food and drug admnis-
tration has received a GRAS notice and issued a letter stating that the
federal food and drug administration has no questions regarding the
conclusion that the substance is generally recognized as safe under its
intended conditions of use;

b. Any substances recognized in federal reqgqulations as prior sanc-
tioned or GRAS substances for use in food or food packaging;

c. Any food contact substance for which there is an effective prenar-
ket notification denpnstrating safety for its intended use

d. Any substances subject to regulation approving its intended use for
food:;

e. Afood ingredient of natural biological origin that has been wi dely
consuned for its nutrient properties in the United States prior to Janu-
ary first, nineteen hundred fifty-eight wthout known detrinental
effects, which is subject only to conventional processing as practiced
prior to January first, nineteen hundred fifty-eight, and for which no
known safety hazard exists;
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f. Any substance for which the federal food and drug administration
has received a new dietary ingredient notification and issued a letter
of acknow edgenent without objection that the substance is safe under
its notification's intended conditions of use; and

g. Any substance deternmined safe to be added to foods by the conm s-
sioner through rul emaki ng.

3. Any person may file a report to the commissioner under this
section.

4. A small business, defined as a business that is independently owned
and operated and enploys ten or fewer persons, shall be exenpt fromthe
requirenents of this section

5. Data establishing the general recognition of safety shall be based
on publicly available information and shall not be based on trade
secrets.

§ 6. Section 199-b of the agriculture and markets law is anended by
addi ng a new subdivision 5 to read as foll ows:

5. The conm ssioner:

a. shall make reports submitted pursuant to section one hundred nine-
ty-nine-g of this article available to the public in a database on its
website. The dat abase shall

(i) be searchable by nenbers of the public;

(ii) enable consuners to download and print displayed information; and

(iii) accommpdate reasonably anticipated and actual public use.

b. shall redact fromthe public report any information that has been
designated by the submitter as a trade secret, provided, however, that
data establishing the general recognition of safety shall not be redact-
ed;

c. shall update the database with any new information that the conm s-
sioner receives relating to the safety of the GRAS substance;

d. may refuse to list a GRAS substance if the conm ssioner deternines
the report does not contain the information required by section one
hundred ninety-nine-g of this article;

e. shall provide an interim progress report concerning efforts to
develop and inplenent the database systemrequired by this subdivision
whi ch shall include

(i) a projected conpletion date;

(ii) a description of obstacles to devel opnent and inplenentati on of
the dat abase system and

(iii) an estimate of the costs to conplete the inplenentation of the
dat abase system and

f. my charge a fee to the reporter of a GRAS substance in order to
recover the costs incurred in listing such GRAS substance and nmintain-
ing the database.

§ 7. The second undesignhated paragraph of section 202-c of the agri-
culture and markets | aw, as anended by chapter 671 of the | aws of 1966,
is amended to read as foll ows:

The commissioner nmay institute such action at law or in equity as may
appear necessary to enforce conpliance with sections one hundred nine-
ty-nine-a, one hundred ninety-nine-g, two hundred and two hundred one of
this article, and any rule or order respecting a GRAS substance, food
additive, or color additive pronul gated pursuant to sections one hundred
ni nety-nine-b and two hundred fourteen-b of this article and, in addi-
tion to any other renedy under this chapter or otherw se, nay apply for
relief by injunction to protect the public interest wthout being
conpelled to allege or prove that an adequate renedy at | aw does not
exist. In an action instituted by the conmn ssioner to enforce conpliance
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with said sections one hundred ninety-nine-a, two hundred and two
hundred one the comm ssioner shall not be required to prove that the
food, food additive or color additive nentioned in the conplaint is
unsafe and the claimor defense of the defendant as to its safety shal
be inmaterial, provided, however, that the recognition by the federa
food and drug admnistration of a food additive or color additive as
safe may be alleged as a proper defense

8§ 8. This act shall take effect one year after it shall have becone a
| aw.



