8§ 579. Scope and exceptions. 1. This title is applicable to al
clinical |aboratories and bl ood banks operating within the state, except
clinical |aboratories and bl ood banks operated by the federal governnent
and clinical |aboratories operated by a |icensed physician, osteopath,
dentist, mdw fe, nurse practitioner, optometrist performng a clinical
| aboratory test that does not use an invasive nodality as defined in
section seventy-one hundred one of the education |aw or podiatrist who
perfornms | aboratory tests or procedures, personally or through his or
her enpl oyees, solely as an adjunct to the treatnment of his or her own
patients; to the extent authorized by federal and state |aw, including
t he education | aw.

2. This title shall not be applicable to and the departnent shall not
have the power to regulate pursuant to this title: (a) any exam nation
performed by a state or |ocal governnent of naterials derived fromthe
human body for use in crimnal identification or as evidence in a
crimnal proceeding or for investigative purposes; (b) any test
conduct ed pursuant to paragraph (c) of subdivision four of section
el even hundred ninety-four of the vehicle and traffic | aw and paragraph
(c) of subdivision eight of section 25.24 of the parks, recreation and
hi storic preservation |law, (c) any exam nation perforned by a state or
| ocal agency of materials derived fromthe body of an incarcerated
i ndividual, pretrial releasee, parolee, conditional releasee or
probationer to (i) determ ne, measure or otherw se describe the presence
or absence of any substance whose possession, ingestion or use is
prohi bited by law, the rules of the departnent of corrections and
comunity supervision, the conditions of rel ease established by the
board of parole, the conditions of release established by a court or a
| ocal conditional rel ease comm ssion or the conditions of any programto
whi ch such individuals are referred and (ii) to determ ne whether there
has been a violation thereof; or (d) any exanmi nation perfornmed by a
coroner or medical exam ner for the nedical -legal investigation of a
deat h. Nothing herein shall prevent the departnment fromconsulting with
the division of crimnal justice services, the departnment of corrections
and comrunity supervision, the state police, or any other state agency
or conm ssion, at the request of the division of crimnal justice
services, the department of corrections and community supervision, the



state police, or such other agency or conm ssion, concerning examn nation
of materials for purposes other than public health.

3. (a) This title shall not be applicable to any person, partnership,
corporation or other entity perform ng any wai ved test or
provi der - perfornmed m croscopy procedure, provided such person,
partnership, corporation or other legal entity: (i) holds a valid
certificate of registration issued by the departnent authorizing the
performance of one or nore waived tests or provider-performed m croscopy
procedures; and (ii) only perforns tests authorized by the certificate
of registration; and (iii) otherwi se conplies with all applicable
requi renents of this subdivision

(b) The departnent may issue a certificate of registration authorizing
t he performance of one or nore waived tests or provider-perfornmed
m croscopy procedures for a period of up to two years if the applicant:
(i) files a conpleted application with the departnent on such forns as
t he conmi ssioner nay prescribe; (ii) provides docunentation acceptabl e
to the departnent denonstrating the ability to conply with the
requi renents of this subdivision; and (iii) pays a two hundred doll ar
bi ennial registration fee for each | ocation where services are rendered;
except that a voluntary anbul ance service as defined in article thirty
of the public health | aw and operated under section two hundred nine-b
of the general nunicipal |aw shall be exenpt fromthe requirenent to pay
a fee to obtain this certificate of registration; and except that the
foll owi ng nay operate nmultiple |ocations under a single registration and
pay a single registration fee: (A not-for-profit, state or | ocal
governnment | aboratories or prograns engaged in limted public health
testing not exceeding fifteen types of tests per registration; or (B)
applicants that maintain a fixed location in the state and are approved
by the departnent to nove fromtesting site to testing site.

(c) Laboratory test registrants shall: (i) provide only the tests and
services listed on the registration issued by the departnent hereunder;
(ii) advise the departnment of any change in the registrant's nane,
ownership, location or qualified health care professional or |aboratory
director designated to supervise testing within thirty days of such
change; (iii) provide the departnent with i mredi ate access to al
facilities, equipnent, records, and personnel as required by the



departnment to determ ne conpliance with this subdivision; (iv) conply
with all public health |aw and federal requirenents for reporting
reportabl e di seases and conditions to the sane extent and in the sane
manner as a clinical |aboratory; (v) performone or nore tests as
required by the departnent to determi ne the proficiency of the persons
perform ng such tests; and (vi) designate a qualified health care
prof essional or qualified individual holding a certificate of
qualification pursuant to section five hundred seventy-three of this
title, who shall be jointly and severally responsible for: (A
establ i shing, approving and continuously updating policies, procedures
and personnel qualifications for each test enployed; (B) establishing a
conprehensi ve qual ity assurance system which includes, but is not
limted to, test selection, test quality, |aboratory proficiency and
personnel conpetency; (C) ensuring all tests are perforned in accordance
wi th the manufacturers' instructions and standards of practice in
| aborat ory nedicine; (D) maintaining conplete and accurate records of
the tests performed, including but not limted to, the patient's nane,
results, person performng the test, and quality control data; (E)
ensuring that persons do not participate in diagnostic or treatnent
deci si ons using such test results unless such persons are authorized by
law to do so; (F) ensuring that provider-perfornmed m croscopy procedures
are perforned only by a qualified health care professional operating
within the scope of practice for his or her profession and as part of
t he physical exam nation performed by such professional; and (G
conplying with other applicable | aws, rules and regul ati ons.

(d) Acertificate of registration shall becone void by a change in the
owner of the laboratory test registrant or |ocation of testing.

(e) Notwithstanding the foregoing, if the conm ssioner determ nes that
the performance of a particular waived test or provider-perfornmed
m croscopy procedure in a facility or |ocation which does not possess a
New York state clinical |aboratory permt creates a risk of harmto the
subj ects of such test, the conm ssioner nmay issue an order prohibiting
such test frombeing perfornmed in any |ocation other than a pernmtted
clinical |aboratory, physician's office or other |ocation exenpted by
subdi vi sion one or two of this section.

(f) Registration under this subdivision nay be denied, limted,
suspended, revoked or annulled by the departnent upon a determ nation



that a | aboratory services registrant: (i) failed to conply with the
requi renents of this subdivision; (ii) provided services that constitute
an unwarranted risk to human health; (iii) intentionally provided any
false or msleading information to the departnment relating to

regi stration or performng | aboratory services; or (iv) has denonstrated
i nconpet ence or shown consistent errors in the perfornance of

exam nations or procedures. A registration shall not be limted,
suspended, revoked or annulled w thout a hearing conducted in accordance
wi t h subdi vision four of section five hundred seventy-seven of this
title. However, a registration may be tenporarily |limted, suspended,
revoked or annulled without a hearing for a period not to exceed thirty
days upon notice to the registrant following a finding by the departnent
that the public health, safety or welfare is in imm nent danger.

(g) The comm ssioner may adopt such rules and regul ati ons as may be
necessary to effectuate the purposes of this subdivision.

(h) Any person, partnership, corporation or other entity performng
wai ved tests or provider-perforned m croscopy procedures w thout being
authorized to do so pursuant to this title shall be subject to a civil
penalty of up to five hundred dollars for each test perfornmed, not to
exceed two thousand dollars per day for each day tests are perforned, in
viol ation of this subdivision.

(i) All fees and civil penalties collected pursuant to this
subdi vi sion shall be deposited in the special revenue account
established for the recei pt of inspection and reference fees coll ected
pursuant to section five hundred seventy-six of this title and shall be
subtracted fromthe operating expenses of the departnent prior to
cal cul ati on of such inspection and reference fees.



