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STATE OF NEW YORK

3283

2025- 2026 Regul ar Sessi ons

| N ASSEMBLY

January 27, 2025

Introduced by M of A BORES -- read once and referred to the Conmttee
on Health

AN ACT to anend the public health law, in relation to establishing mni-
mum pr ot ocol requirenments for gene synthesis providers and manufactur-
ers of gene synthesis equiprent

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 may be cited as
the "bioterrorism prevention act".

§ 2. The public health law is anended by adding a new article 32-B to
read as foll ows:

ARTICLE 32-B
GENE SYNTHESI S LABS
Section 3230. M ninum protocol requirenents for gene synthesis providers
and manufacturers of gene synthesis equipnent.

8§ 3230. Mninmum protocol requirenents for gene synthesis providers and
manuf acturers of gene synthesis equipnent. 1. Any gene synthesis
provider or manufacturer of gene synthesis equipnent in the state shal
operate in accordance wth international gene synthesis consortium
pr ot ocol s.

2. CGene synthesis providers and nanufacturers of gene synthesis equip-
nent shall, at a nmininum

(a) screen synthetic gene orders to identify requlated pathogen
sequences and other potentially dangerous sequences;

(b) screen the conplete DNA sequence of every synthetic gene order
agai nst the DNA sequences in a common Reqgul ated Pat hogen Dat abase (RPD)
and against all entries found in one or nore of the internationally
coordi nhated sequence reference databanks (such as NCBI / GenBank
EBI/EMBL, or DDBJ). The RPD shall include data fromall organisns on the
federal HHS and USDA sel ect agents and toxins list, the Australia G oup
list of human and ani nal pathogens and toxins for export control and
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[-] is oldlawto be omtted.
LBD04229-01-5



O©Coo~NoOO~wWNE

A. 3283 2

other national lists of regul ated pathogens. As a baseline, gene synthe-
sis providers and nanufacturers of gene synthesis equi pnent shall screen

against all pathogen and toxin genes as specified in the federal select
agents and toxins list, the federal commerce control list, and the Euro-
pean Union list of dual-use itens;

(c) translate all six reading franes of each synthetic gene ordered or

requested into an am no acid sequence. Such sequence shall be screened

against the protein sequences derived fromthe RPD database described in
this subdivision

(d) use autonmated honol ogy screening as a filter to identify pathogen
and toxin DNA sequences. When automated screening identifies a potential
pat hogen or toxin sequence, the order shall be reviewed by a human
expert using conmmon screening criteria and shall be either accepted.
accepted with a requirenent for additional custoner review, or rejected;

(e) require identification data from all potential custoners for
synthetic genes, including at a nmininuma shipping address, institution
nane, country, telephone nunmber, and emil address. Gene synthesis
providers shall not ship to PO Boxes;

(f) screen potential custoners against the federal office of foreign
assets control's specially designated nationals and bl ocked persons li st
(SDN), the federal departnment of state's debarred list, and the federa
bureau of industry and security's denied persons list, entity list, and
unverified list;

require additional custoner screening before accepting orders for
DNA sequences from reqgul at ed pat hogens or toxins. Although the federa
select agent reqgulations and the European Conmi ssion regulations do not
restrict access to all select agent genes, gene synthesis providers and
nmanuf acturers of gene synthesis equi pnent shall supply genes from requ-
| at ed pathogens only to researchers in bona fide governnent | aborato-
ries., universities, non-profit research institutions, or industrial
| aboratories denpnstrably engaged in legitinate research. Cust oners
ordering sequences unigue to organisns listed in the federal select
agent or the United States conmerce control list that endow or enhance
pat hogenicity shall provide a witten description of the intended use of
the synthetic product. Gene synthesis providers and nanufacturers of
gene _synthesis equipnent shall verify independently: (i) the identity of
the potential custoner and purchasing organization; and (ii) that the
described use is consistent with the activities of the purchasing organ-
ization;

(h) use the current recommendations from the federal centers for
di sease control and prevention or the United States departnent of agri-
culture to determ ne which DNA sequences are select agents as reconbi -
nant DNA fragments. CGene synthesis providers and manufacturers of gene
synthesis equipnent shall supply genes with such sequences only if the
supplier and the custoner are able to conply with all select agent reqgu-
lations applicable to such gene;

(i) in general, only sell DNA or fragnents of regulated pathogens to

bona fide end-users. Gene synthesis providers and nanufacturers of gene

synt hesi s equi pnent shall not sell or ship such material to distributors
or other resellers, unless such conpanies identify the end-user receiv-

ing the products and denonstrate their conpliance with every requirenent
otherwi se applicable to such end-user;

(J) retain records of every gene synthesized and delivered for a mni-
num of eight vyears after shipping., including at |east the foll ow ng:
(i) the synthetic DNA sequence; (ii) the vector (if applicable); and
(iii) the recipient's identity and shi pping address;
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(k) retain records of every gene seguence screening result for at
| east eight years;

(1) reserve the right to refuse to fill any order and to notify other
gene synthesis providers and nmanufacturers of gene synthesis equipnent
and authorities upon identifying potentially problenmatic orders;

(M establish an up-to-date contact |ist of national |aw enforcenent
agencies with whomto share information and report any potential mn suse
of synthetic genes;

n) report any request for a gene associated with the pathogenicity of
an_organism received froma suspicious potential custoner or potential
custoner failing to establish their legitinacy to law enforcenent offi-
cials; and

(0) synthesize gene sequences unique to and derived fromVariola
(smallpox) virus DNA only in adherence with guidelines established by
the Wirld Health Oganization's advisory conmttee for Variola virus
resear ch.

§ 3. This act shall take effect inmediately.




