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Introduced by Sen. HANNON -- read twi ce and ordered printed, and when

printed to be conmitted to the Conmttee on Health -- recommitted to
the Committee on Health in accordance with Senate Rule 6, sec. 8 --
commttee discharged, bill anmended, ordered reprinted as anended and

reconmtted to said conmittee

AN ACT to anend the public health | aw and the general business law, in
relation to the warranting of certain nedical devices

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

Section 1. Section 2803 of the public health law is anended by addi ng
a new subdivision 8-b to read as foll ows:

8-B. THE COW SSI ONER SHALL ESTABLI SH PROCEDURES TO BE FOLLOWAED BY
HOSPI TALS FOR NOTI FI CATI ON  TO PATI ENTS WHO RECEI VE ELECTRONI C MEDI CAL
DEVI CES OR | MPLANTABLE HI P OR KNEE MEDI CAL DEVI CES, AS DEFINED IN ARTI -
CLE THIRTY-B OF THE GENERAL BUSI NESS LAW DURI NG THE COURSE OF THEI R
TREATMENT, THAT SUCH DEVI CES ARE WARRANTED FOR A PERI OD OF AT LEAST FI VE
YEARS.

S 2. The general business |law is anended by adding a new article 30-B
to read as foll ows:

ARTI CLE 30-B
VEDI CAL DEVI CE WARRANTY

SECTI ON 645. DEFI NI TI ONS.

646. EXPRESS WARRANTY REQUI RED.

647. ADDI TI ONAL REMEDI ES OF CONSUMERS.

648. PROHI Bl TI ON AGAI NST WAI VER OF RI GHTS.

649. EXCLUSI ON.

S 645. DEFI NI TIONS. WHENEVER USED I N TH S ARTI CLE, UNLESS THE CONTEXT

CLEARLY REQUI RES OTHERW SE, THE FOLLOW NG WORDS OR TERMS SHALL HAVE THE
FOLLOW NG MEANI NGS:

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
LBDO0303- 04- 6



Co~NOoOUIT~hWNE

S. 5566--A 2

1. "CONSUMER' MEANS THE PERSON UPON WHI CH A MEDI CAL DEVI CE WAS USED,
ATTACHED OR APPLI ED, REGARDLESS OF WHO PURCHASED OR ACQUI RED SUCH
DEVI CE.

2. "ELECTRONIC MEDI CAL DEVICE" MEANS AN | MPLANTABLE MEDI CAL DEVI CE
THAT REQUI RES A BATTERY OR SI M LAR PONER SOURCE TO FUNCTI ON.

3. "I MPLANTABLE HHP OR KNEE MEDI CAL DEVICE'" MEANS A DEVICE THAT
REPLACES THE COVPONENTS OF A HI P OR KNEE.

4. "INITIAL SELLER' MEANS THE SELLER WHO MANUFACTURED, MODI FI ED,
REBUI LT, | MPROVED OR RECONDI TI ONED AN | MPLANTABLE ELECTRONIC OR HIP OR
KNEE MEDI CAL DEVI CE.

S 646. EXPRESS WARRANTY REQUI RED. 1. EVERY IN TIAL SELLER OF AN ELEC
TRONIC MEDI CAL DEVICE OR | MPLANTABLE HI P OR KNEE MEDI CAL DEVI CE SHALL
PROVI DE EACH CONSUMER OF SUCH DEVI CE W TH A WARRANTY THAT THE MEDI CAL
DEVICE IS FIT FOR THE ORDI NARY PURPOSES FOR WHI CH SUCH DEVI CE | S USED,
AND | S FREE FROM DEFECTS FOR A PERI OD OF AT LEAST FI VE YEARS AFTER THE
MEDI CAL DEVICE | S FI RST USED BY, ATTACHED TO OR APPLI ED TO THE CONSUMER.

2. IF A MEDI CAL DEVICE FAILS TO CONFORM TO THE WARRANTY REQUI RED BY
SUBDI VI SION ONE OF THI S SECTI ON, AND THE CONSUMER, OR HI S OR HER AUTHOR-
| ZED REPRESENTATI VE REPORTS SUCH NONCONFORM TY OR DEFECT TO THE | NI Tl AL
SELLER OR | TS AGENTS DURI NG THE TERM OF THE WARRANTY, THE I NI TI AL SELLER
SHALL BE LIABLE FOR ALL COSTS I NCURRED BY THE CONSUMER OR HI S OR HER
| NSURER TO MAKE SUCH REPAIRS AND REPLACEMENTS AS ARE NECESSARY TO
CORRECT SUCH CONFORM TY OR DEFECT, AND ANY ADDI TI ONAL MEDI CAL AND REHA-
Bl LI TATI ON CARE NECESSARY AFTER SUCH REPAI R OR REPLACEMENT.

S 647. ADDI TI ONAL REMEDI ES OF CONSUMERS. NOTHI NG IN THI S ARTI CLE SHALL
IN ANY WAY LIMT THE RI GHTS, REMEDI ES OR PRI VI LEGES WHI CH ARE OTHERW SE
AVAI LABLE TO A CONSUMER AT LAW OR EQUI TY.

S 648. PRCH BI TI ON AGAI NST WAI VER OF RI GHTS. WAl VER OF ANY RI GHTS BY
THE CONSUMER UNDER THI' S ARTI CLE SHALL BE DEEMED CONTRARY TO PUBLI C PQOLI -
CY AND SHALL BE UNENFORCEABLE AND VA D.

S 649. EXCLUSION. THE PROVI SIONS OF THI S ARTI CLE SHALL NOT APPLY TO
DEVI CES APPROVED THROUGH THE UNI TED STATES FOOD AND DRUG ADM NI STRATI ON
PRE- MARKET APPROVAL PROCESS WHERE 21 USC 360(K) WOULD PROHI BIT | MPCSI -
TION OF THE WARRANTY ESTABLI SHED UNDER THI S ARTI CLE.

S 3. This act shall take effect on the first of January next succeed-
ing the date on which it shall have becone a law, and shall apply to
nmedi cal devices initially used by, attached to or applied to a person on
or after such date.



