Co~NOoOUI~,WNE

STATE OF NEW YORK

1728
2011- 2012 Regul ar Sessi ons
I N ASSEMBLY
January 11, 2011

Introduced by M of A ROSENTHAL -- read once and referred to the
Conmittee on Health

AN ACT to anend the public health law, in relation to clinical |aborato-
ries and biol ogi cal data anal ysis

THE PEOPLE OF THE STATE OF NEW YORK, REPRESENTED | N SENATE AND ASSEM
BLY, DO ENACT AS FOLLOWE:

Section 1. Section 576-b of the public health | aw, as added by chapter
572 of the |laws of 2002, is anended to read as foll ows:

S 576-b. Performance of certain clinical |aboratory services upon
request. 1. (A) A clinical |aboratory may performa clinical |aboratory
service (including accepting a specinen or assignnent for exam nation
and rendering a report), that it is otherwise allowed to perform upon
the request of the person on whomthe service is to be perforned and
render a report directly to the person, where the service is for the
same purpose as a test or collection device that has been approved or
cl eared by the Food and Drug Admi nistration of the United States Depart-
ment of Health and Human Services for sale or distribution to the public
on a direct or over-the-counter basis wthout a prescription from a
qual i fied health care practitioner.

(B) IN ADDITION TO ANY CLI NI CAL LABORATORY SERVI CE AUTHORI ZED UNDER
PARAGRAPH (A) OF THI'S SUBDI VI SI ON, A CLI NI CAL LABORATORY MAY PERFORM A
CLI Nl CAL LABORATORY SERVI CE (| NCLUDI NG ACCEPTI NG A SPECI MEN OR ASSI G\
MENT FOR EXAM NATI ON AND RENDERING A REPORT), THAT IT |IS OTHERW SE
ALLONED TO PERFORM UPON THE REQUEST OF THE PERSON ON WHOM THE SERVI CE
'S TO BE PERFORMED FOR PERSONAL GENOM CS OR BI OLOG CAL DATA COLLECTI ON

2. Al services conducted pursuant to this section shall conply wth
the standards for testing established by the departnent and with any
other laws of this state, including requirenents for confidentiality and
pre-test and post-test counseling.

3. [The] (A) EXCEPT AS PROVI DED | N PARAGRAPH (B) OF THIS SUBDI VI SI ON
THE results of any test conducted pursuant to this section shall be

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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provided only to the person who requested the test. Such results shall
be provided in a clear and conci se manner that is understandabl e by |ay
persons and that identifies results indicating the need for referral to
a physician or other qualified health care practitioner.

(B) WHERE A CLI NI CAL LABORATORY PERFORMS A CLI NI CAL LABORATORY SERVI CE
AS PROVIDED FOR IN THI S SECTI ON, AND WHERE SUCH SERVI CE | S FOR PERSONAL
GENOM CS OR BI OLOG CAL DATA COLLECTION, WHEN DI RECTED BY THE PERSON
REQUESTI NG SUCH SERVICE, A CLIN CAL LABCRATORY MAY SEND THE RESULTS OF
THE SERVI CE TO AN ENTITY FOR BI OLOG CAL DATA ANALYSIS SERVICES. SUCH
Bl OLOG CAL DATA ANALYSIS SERVICES SHALL NOT BE CONSI DERED A CLI NI CAL
LABORATORY SERVI CE UNDER THI S ARTI CLE. THE RESULTS OF ANY BIO.Od CAL
DATA ANALYSI S SERVICES SHALL BE PROVIDED I N A CLEAR AND CONClI SE MANNER
THAT | S UNDERSTANDABLE BY LAY PERSONS, AND SHALL BE SENT DI RECTLY TO THE
PERSON REQUESTI NG SUCH ANALYSI S.

4. Nothing in this section shall authorize a clinical Ilaboratory, OR
AN ENTITY PROVI DI NG Bl OLOd CAL DATA ANALYSI S SERVI CES, to engage in the
practice of any health care profession under title eight of the educa-
tion law. The report issued to a person for a test conducted pursuant to
this section shall contain a clear statenent, presented in a prom nent
manner, to the effect that the report should not be viewed as nedica
advice and is not neant to replace direct communication with a physician
or other health care practitioner.

S 2. This act shall take effect imediately.



