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STATE OF NEW YORK

8966

| N SENATE

April 3, 2024

Introduced by Sen. RIVERA -- read tw ce and ordered printed, and when
printed to be conmitted to the Commttee on Health

AN ACT to anmend the public health law, in relation to certificates of
qgqualification for clinical |aboratories and bl ood banks

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

Section 1. Section 572 of the public health I aw, as anended by chapter
436 of the laws of 1993, is anended to read as follows:

8§ 572. Certificates of qualification. No person shall act as a direc-
tor in a clinical laboratory located in or accepting specinmens from New
York state or in a blood bank located in or collecting, processing,
storing or distributing blood products in New York state unless a valid
certificate of qualification has been issued as provided in section five
hundred seventy three of this tltIe [ A—seii——cate——chall—beissied

. g
8§ 2. Section 573 of the public health | aw, as anended by chapter 436
of the laws of 1993, is amended to read as foll ows:
8 573. Issuance of certificates of qualification. 1. [Fhe—pubec

2-] The departnent shall issue a certificate of qualification to any
person who neets [sueh] prescribed mninum qualifications and who ot her-
wi se denonstrates to the departnent that such person possesses the char-
acter, conpetence, training and ability to adm nister properly the tech-
nical and scientific operation of a clinical |aboratory or blood bank,
i ncl udi ng supervision of procedures and reporting of findings of tests.

[3-] 2. Application for a certificate of qualification shall be nade
on fornms provided by the departnent [anrd—shall—contalnthe—procedures—or
eaLegeLFes——eL——p#eeedH#es—ie#—Mh+eh—%he—ee#%+i+ea#e—+s—seegh%] and such

other information as the departnent nay require.

EXPLANATI ON--Matter in italics (underscored) is new, matter in brackets
[-] is oldlawto be omtted.
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[4-] 3. The certificate shall be valid for a period of two years from
the date of issuance and may be renewed for successive [twe—year] two-
vear periods thereafter. The original application and each renewal
application shall be acconpanied by a registration fee of [ferty] one
hundred fifty dollars.

[5-] 4. Notwithstanding the provisions of this section, the conm s-
sioner may issue a tenporary certificate of qualification to any person
pending the issuance of a certificate as provided in this section. A
tenmporary certificate shall be valid for a period of thirty days from
the date of its issuance and my be renewed for a maxi mum of four
successive periods of thirty days.

8§ 3. Subdivision 2 of section 575 of the public health law, as anmended
by section 19 of part A of chapter 59 of the laws of 2011, is amended to
read as foll ows:

2. Apermt [e+—permit—ecategory] shall not be issued unless a valid
certificate of qualification [ipsthe—category—of—procedures—for—which
the—permt—is——sought] has been issued [to—the—direstor] pursuant to the
provisions of section five hundred seventy-three of this title, unless
all fees and outstanding penalties, if any, have been paid, and the
departnent finds that the clinical |aboratory or blood bank is conpe-
tently staffed and properly equi pped, and will be operated in the nanner
required by this title.

8 4. Section 576-a of the public health | aw, as anended by chapter 436
of the laws of 1993, is anended to read as foll ows:

8§ 576-a. Cinical laboratories and cytotechnologists examning Pap
smears. 1. Definitions. As wused in this section, unless the context
clearly requires otherwise, the following terns shall have the follow ng
meani ngs:

(a) "Cytotechnologist". Aclinical |aboratory professional specializ-
ing in the analysis of cytopathol ogy sanples, including Pap snears, for
cervical cancer and related di seases who neets the qualifications speci-
fied by the departnent.

(b) "Cytotechnol ogi st work standard". (i) Alimtation on the nunber
of Pap snears (also known as gynecol ogic slides) and non-gynecol ogic
slides a cytotechnol ogi st may examine during a particular tinme period,
or other Ilinmitation on the quantity, speed or nanner of exam nation of
slldes by a cytotechnologlst under regulatlons of t he departnent

depart nent nmay establ|sh requlatlons for Cvtotechnoloqlst morkload sta

dards that shall be at |east as stringent as federal regulations.

(c) "Enploy". To enploy or contract with a cytotechnol ogi st to exani ne
gynecol ogi ¢ slides.

(d)y "dinical laboratory". A <clinical laboratory issued a permt
pursuant to this title.

(e) "Work day". A twenty-four hour period during which a cytotechnol o-
gi st exam nes gynecologic slides for a clinical |aboratory.

2. Conpliance with cytotechnol ogi st work standard. No cytotechnol ogi st
shal | exceed the applicable cytotechnol ogist work standard. No clinica
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| aboratory shall require, authorize, encourage or permt any cytotech-
nol ogi st to exceed the applicable cytotechnologist work standard. In
determ ning whether a cytotechnol ogi st exceeds the applicable cytotech-
nol ogi st work standard, all work done by the cytotechnol ogist during a
given work day shall be considered, without regard to which clinica

Iaboratory or other person for which or mhon1|t was perforned

5-] Record-keeping. (a) Each <clinical |aboratory shall rmaintain
records, in a formprescribed by the departnent, which set forth, for
each cytotechnol ogi st enpl oyed by the clinical |aboratory:

(i) the name [andidentiiicationnurber] of the cytotechnologlst

(ii) the nunber of hours worked by the cytotechnologist in each work
day;

(iii) the number of gynecologic slides and non-gynecol ogic slides
exam ned by the cytot echnol ogi st [ —anrd—howrary—were—onre—s--de—and—iwo—
stde—cases-| during each work day; and

(iv) such other information as the departnment may require by regu-
| ation.

6] Such records of clinical |aboratories and cytotechnol ogi sts shal
be nmmde available for inspection and copying by the departnment upon
request.

[6—<] 4. Multiple enployers. Whenever a cytotechnol ogist is enployed by
nmore than one clinical |aboratory or other person during a work day, the
cyt ot echnol ogi st shall advise each clinical |aboratory of any previous
enpl oynent during the work day and the anpunt of work performed, to
insure that the applicable cytotechnologist work standard is not
exceeded.

[+] 5. Standards for gynecologic slides. (a) A gynecologic slide of a
Pap snear shall not be tested or reported on if:

(i) the apparent condition of the specinen indicates that it is unsat-
isfactory for testing or that it 1is inappropriate for the test
r equest ed;

(ii) it has been collected, |abeled, preserved or otherwi se handled in
such a manner that it has becone unsatisfactory or unreliable as a test
speci men;

(iii) the slide is broken;
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(iv) it contains insufficient cells or the cells are obscured by
i nfl ammation, blood or lubricating ointnent, so that an adequate di agno-
si s cannot be made; or

(v) the slide is otherw se unsatisfactory, as defined by depart nment
regul ati ons.

(b) If the slide is unsatisfactory as set forth in this subdivision,
the clinical I|aboratory shall have an affirmative duty to advise the
collecting physician or other practitioner that the slide is unsatisfac-
tory and request the subm ssion of a new slide.

[8-] 6. Re-exami nation of slides. The departnent shall prescribe, by
regul ation, a system of targeted re-exam nation of gynecologic slides
exam ned and found to be not abnormal or questionable. The factors to be
considered in the targeted re-exanmination nmay include, but are not
limted to, the prior cancer and other history of the patient, the
results of previous slide exam nations, and the experience and ability
of the cytotechnologist. Each <clinical |aboratory shall followthe
prescri bed re-exam nati on system

10-] 7. Notwithstandi ng any provisions of [subdird—siens] subdivision
one [anhd——rine] of this section to the contrary, the departnent nmay,
pursuant to regul ation, increase the maxi num nunber of slides which nay
be exam ned in a work day for clinical |aboratories using slide exam na-
tion or preparation technol ogy approved by the federal food and drug
adm ni stration, provided that such standards shall be at |east as strin-
gent as federal standards pronul gated under the federal clinical |abora-
tory inprovement amendnents of nineteen hundred eighty-eight or other
appl i cabl e federal |aw.

[2+—-] 8. Violations. (a) Sections twelve, twelve-a, and twelve-b of
this chapter shall apply to violations of this section, except that the
civil penalty for a violation of this section by a cytotechnol ogist
shal |l not exceed five hundred doll ars.

(b) [Li——a—ey%e%eehne#eg+sL—¥+eLaLes7Lhfs—seeL}enT—%he—depaanenL—n§¥

&3] If any clinical |aboratory or other person violating this section
is licensed, certified or registered by the department wunder other
provisions of law, the violation of this section may be grounds for
di sciplining the person under such | aw.

8 5. This act shall take effect inmediately.



