8§ 571. Definitions. As used in this title:

1. "Clinical l|aboratory" neans a facility for the m crobiological,
i mrunol ogi cal, chem cal, hematol ogi cal, biophysical, cytol ogical,
pat hol ogi cal , genetic, or other exam nation of materials derived from
t he human body, for the purpose of obtaining information for the
di agnosi s, prevention, or treatment of disease or the assessnment of a
health condition or for identification purposes. Such exam nations shal
i ncl ude procedures to determ ne, neasure or otherw se describe the
presence or absence of various substances, conponents or organisns in
t he human body. The termclinical |aboratory shall not include any
facility or activity specifically excluded by section five hundred
seventy-nine of this title.

2. "Blood bank" neans a facility for the collection, processing,
storage and/or distribution of human bl ood, bl ood conponents or bl ood
derivatives, but shall not nmean a source plasna donation center.

2-a. "Source plasma donation center"” nmeans a facility where source
plasma i s collected by plasmapheresis. "Source plasm" neans the fluid
portion of human bl ood coll ected by plasnapheresis and intended as
source material for plasma protein therapies. "Source plasnma donation
center" shall not include single donor plasm products intended for
i ntravenous use.

2-b. "Plasmapheresis" nmeans a procedure by which, during a single
visit to the facility, blood is renmoved froman individual, the source
pl asnma separated fromthe forned el enents, and at | east the red bl ood
cells are returned to the donor.

3. "Reference systenf means a system of assessnent of nethods,
procedures and materials of clinical |aboratories and bl ood banks,
i ncluding, but not limted to, ongoing validation which may include
direct testing and experinentation by the departnment of such nethods,
procedures and materials, the distribution of standards and gui deli nes,
i nspection of facilities, periodic subm ssion of test specinens for
exam nati on, and research conducted by the departnent that involves the



study of new or existing nethods, procedures and naterials related to
the quality of clinical |aboratory nedicine.

4. "Director" means the person who is responsible for adm nistration
of the technical and scientific operation of a clinical |aboratory or
bl ood bank, including supervision of procedures and reporting of
findings of tests.

5. "Waived test" neans a clinical |aboratory test that has been
designated as a waived test or is otherw se subject to certificate of
wai ver requirenments pursuant to the federal clinical |aboratory
i nprovenent act of nineteen hundred eighty-eight, as amended.

* 6. "Qualified health care professional” nmeans a physician, dentist,
podi atrist, optonetrist performng a clinical |aboratory test that does
not use an invasive nodality as defined in section seventy-one hundred
one of the education | aw, pharnmaci st adm ni stering COvVID-19 and
i nfluenza tests pursuant to subdivision seven of section sixty-eight
hundred one of the education | aw, physician assistant, speciali st
assistant, nurse practitioner, or mdwi fe, who is |licensed and
regi stered with the state educati on departnent.

* NB Effective until July 1, 2030

* 6. "Qualified health care professional” nmeans a physician, dentist,
podi atrist, optonetrist performng a clinical |aboratory test that does
not use an invasive nodality as defined in section seventy-one hundred
one of the education | aw, physician assistant, specialist assistant,
nurse practitioner, or mdw fe, who is licensed and registered with the
state educati on departnent.

* NB Effective July 1, 2030

7. "Provider-performed m croscopy procedure” neans a procedure
performed by a qualified health care professional acting within the
scope of his or her licensed profession, which has been designated as a
provi der - perfornmed m croscopy procedure pursuant to the federal clinical
| aborat ory i nprovenent act of nineteen hundred eighty-eight, as amended.

8. "Laboratory test registrant” neans a person, partnership,
corporation, or other entity holding a valid certificate of registration



to performone or nore waived tests or provider-perfornmed m croscopy
procedures pursuant to section five hundred seventy-nine of this title.



