8§ 576. Duties and powers of the departnent. 1. The departnment may
inquire into the operation of clinical |aboratories and bl ood banks and
may conduct periodic inspections and/or evaluations of facilities,
nmet hods, procedures, materials, staff and equi pment to assess conpliance
with requirenments set forth in this title, the regul ati ons pronul gat ed
her eunder and | ocal |aws, codes or regul ations as specified in
subdi vi sion three of section five hundred eighty of this title.

2. The departnment nmay require clinical |aboratories and bl ood banks to
submt, in a formprescribed by the departnment, periodic reports of
tests perfornmed and such other information as the departnment nay require
to carry out the provisions of this title. The departnment may adopt
regul ations to require clinical |aboratories and bl ood banks to report
all serious adverse incidents which nay be connected to the clinical
| aboratory or bl ood bank services provided. Such incident reports shal
be deened confidential in the same nanner as such reports submtted
pursuant to section twenty-eight hundred five-mof this chapter. The
departnment may al so require clinical |aboratories and bl ood banks to
submt |ists of personnel who are enployed to perform | aboratory
procedures and to notify the departnent pronptly of any changes in such
per sonnel .

3. The departnent shall operate a reference system and shall prescribe
standards for the proper operation of clinical |aboratories and bl ood
banks and for the exam nation of specinens. As part of such reference
system the departnment nay review and approve testing nethods devel oped
or nodified by clinical |aboratories and bl ood banks prior to the
testing nethods being offered in this state, and may require clinical
| aborat ori es and bl ood banks to anal yze test sanples submitted by the
departnment and to report on the results of such anal yses. The rul es and
regul ati ons of the departnment shall prescribe the requirenents for the
proper operation of a clinical |aboratory or blood bank, for the
approval of nethods and the manner in which proficiency testing or
anal yses of sanples shall be perfornmed and reports submtted. Failure to
neet departnent standards for the proper operation of a clinical
| aboratory or bl ood bank, including the criteria for approval of
nmet hods, or failure to maintain satisfactory perfornmance in proficiency



testing shall result in termnation of the permt in the category or
categories of testing established by the departnent in regulation until
renedi ati on is achi eved. Such standards shall be at |east as stringent
as federal standards pronul gated under the federal clinical |aboratory
i mprovenent anendnents of nineteen hundred eighty-eight. Such failure
and term nation shall be subject to review in accordance with
regul ati ons adopted by the departnent.

4. (a) The departnent may adopt and anend rules and regulations to
ef fectuate the provisions and purposes of this title. Such rules and
regul ati ons shall establish fees for clinical |aboratories and bl ood
banks i n amounts not exceeding the cost of the reference systemfor
clinical |aboratories and bl ood banks and shall be subject to the
approval of the director of the budget. For the purposes of this
subdi vi si on, standard federally established governnental cost allocation
practices shall be used by the conm ssioner to determ ne the cost of the
ref erence system The departnent shall make avail able, on the
departnment's website, information on the costs included in determning
the permtted | aboratories' fees. The departnent shall not deem as costs
of the reference system costs associated with federal grants and
patents which are not related to the reference system The fee paid by
the departnent to maintain an exenption for clinical |aboratories and
bl ood banks fromthe requirenments of the federal clinical |aboratory
i mprovenent anendnents of nineteen hundred eighty-eight shall be deened
a cost of the reference system

(b) I'n determning the fee charges to be assessed, the departnent
shall, on or before May first of each year, conpute the costs for the
precedi ng state fiscal year which were expended to operate and
adm ni ster the duties of the departnent pursuant to this title. The
departnment shall, at such tinme or tines and pursuant to such procedure
as it shall determ ne by regulation, bill and collect fromeach clinica
| aborat ory and bl ood bank an amount conputed by mnultiplying such total
conput ed operating expenses of the departnment by a fraction the
nunerat or of which is the gross annual receipts of such clinical
| aborat ory or bl ood bank during such twelve nonth period preceding the
date of conputation as the departnment shall designate by regulation, and
t he denomi nator of which is the total gross annual receipts of al



clinical |aboratories or blood banks operating in the state during such
peri od.

(c) Each such clinical |aboratory and bl ood bank shall submt to the
departnment, in such formand at such tinmes as the departnent may
require, a report containing information regarding its gross annual
receipts for all activities performed pursuant to a pernmt issued by the
departnment in accordance with the provisions of section five hundred
seventy-five of this title. The departnent nay require additional
i nformati on and audit and review such information to verify its
accuracy.

(d) Partial payments equal to one-quarter of the total anount billed,
may be nmade on or before June thirtieth, Septenber thirtieth, Decenber
thirty-first and March tenth of the fiscal year to which the billing
rel ates.

(e) On or before Septenber fifteenth of each year, the departnent
shall reconcile its costs and expenses for the reference systemfor the
precedi ng state fiscal year and shall, on or before Cctober fifteenth
send to each clinical |aboratory and bl ood bank, a statenent setting
forth the amount due and payable by, or the anmpunt conputed to the
credit of, such clinical |aboratory or blood bank, conmputed on the basis
of the above stated fornula, except that for the purposes of such
conputation the fraction shall be nultiplied against the total
reconput ed expenses of the departnent for such fiscal year. Any anount
due shall be payable not later than thirty days follow ng the date of
such statenent. Any credit shall be applied agai nst any succeedi ng
payment due.

(f) The comm ssioner may waive all or any part of such fee charges for
clinical |aboratories or blood banks operated by | ocal governnents and
for nonprofit clinical |aboratories or blood banks perform ng
exam nati ons and anal yses or providing services under contract with the
state or its local governnents.

(g) Subject to the approval of the director of the budget, the
commi ssi oner shall charge adequate and reasonable fees for the periodic
i nspection of out-of-state clinical |aboratories and bl ood banks, not
exceeding the estinmated additional costs incurred for out-of-state
i nspections under this title.



5. The departnent, within the amounts appropriated, may enpl oy
i nspectors, investigators, assistants and other enpl oyees or may
contract with the city of New York to carry out the provisions of this
title, set the conpensation of such enployees, within [imts provided by
| aw, and prescribe the duties of such enpl oyees.

6. The conm ssi oner nay appoint one or nore advisory comm ttees of
persons expert in the najor categories of clinical |aboratory procedures
to advise the commi ssioner in connection with the qualifications of
techni cal personnel enployed and the use of appropriate procedures. Each
such advi sory conmttee shall include at |east one desighee of the
commi ssi oner of the departnment of health of the city of New York.

7. The department nay adopt rules or regul ations applicable only to or
in the city of New York which are designed to address special needs or
ci rcunstances existing in such city. The departnent shall consider the
recommendati ons of the city of New York, or the departnment or board of
health of such city, concerning the adoption or anmendnent of any such
rul es or regul ations.

8. The departnment may enter into agreenents with the secretary of
heal t h and hunan servi ces as authorized by the federal clinical
| aborat ory i nprovenent act of nineteen hundred eighty-eight and title
XVII11l of the social security act to perform such acts as may be
necessary to assure confornmance with such | aws by | aboratories operating
in the state.



