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STATE OF NEW YORK

8557
2015- 2016 Regul ar Sessi ons
I N ASSEMBLY
Cct ober 30, 2015

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

AN ACT to anend the public health law, in relation to enacting the
“right to try act”

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

Section 1. The public health law is amended by adding a new article
40-A to read as foll ows:
ARTI CLE 40- A
ACCESS TO TREATMENTS FOR
TERM NALLY | LL PATI ENTS
SECTI ON 4050. SHORT TI TLE.
4051. LEQ SLATI VE | NTENT.
4052. DEFI NI Tl ONS.
4053. AVAI LABI LI TY OF | NVESTI GATI ONAL DRUGS, BI OLOG CAL PRODUCTS
AND DEVI CES.
4054. ACTI ON AGAI NST HEALTH CARE PROVI DER
4055. ACCESS TO | NVESTI GATI ONAL DRUGS, BI OLOd CAL PRODUCTS AND
DEVI CES.
4056. NO CAUSE OF ACTI ON CREATED.

S 4050. SHORT TITLE. TH' S ARTI CLE SHALL BE KNOMN AND MAY BE CITED AS
THE "RI GHT TO TRY ACT".

S 4051. LEQ SLATI VE | NTENT. IT IS THE | NTENT OF THE LEQ SLATURE TO
ALLOW FOR TERM NALLY | LL PATI ENTS TO USE POTENTI ALLY LI FE- SAVI NG | NVES-
TI GATI ONAL DRUGS, BI OLOd CAL PRODUCTS AND DEVI CES.

S 4052. DEFINITIONS. AS USED IN THI S ARTI CLE, THE FOLLOW NG WORDS AND
PHRASES SHALL HAVE THE FOLLOW NG MEANI NGS:

1. (A "ELIGBLE PATI ENT" MEANS A PERSON WHO HAS:

(1) A TERM NAL | LLNESS, ATTESTED TO BY THE PATIENT'S TREATI NG PHYSI -
Cl AN,

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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(1) CONSI DERED ALL OTHER TREATMENT OPTI ONS CURRENTLY APPROVED BY THE
UNI TED STATES FOOD AND DRUG ADM NI STRATI ON;

(1'1'1') BEEN UNABLE TO PARTI Cl PATE IN A CLINICAL TRIAL FOR THE TERM NAL
| LLNESS W THI N ONE HUNDRED M LES OF THE PATI ENT' S HOVE ADDRESS FOR THE
TERM NAL | LLNESS, OR NOT' BEEN ACCEPTED TO THE CLI NI CAL TRIAL W TH N ONE
WEEK OF COWPLETI ON OF THE CLI NI CAL TRI AL APPLI CATI ON PROCESS;

(1'V) RECEI VED A RECOMVENDATI ON FROM HI' S OR HER PHYSI Cl AN FOR AN | NVES-
TI GATI ONAL DRUG, Bl OLOG CAL PRODUCT OR DEVI CE;

(V) G VEN WRI TTEN, | NFORMED CONSENT FOR THE USE OF THE | NVESTI GATI ONAL
DRUG BI OLOGd CAL PRODUCT OR DEVICE OR, IF THE PATIENT IS A MNOR OR
LACKS THE MENTAL CAPACI TY TO PROVI DE | NFORVED CONSENT, A PARENT OR LEGAL
GUARDI AN HAS G VEN WRITTEN, | NFORVED CONSENT ON THE PATI ENT' S BEHALF;
AND

(V1) DOCUMENTATI ON FROM H'S OR HER PHYSI CI AN THAT HE OR SHE MEETS THE
REQUI REMENTS OF TH S PARAGRAPH.

(B) "ELIGd BLE PATI ENT" SHALL NOT | NCLUDE A PERSON BEI NG TREATED AS AN
| NPATI ENT I N A HOSPI TAL OPERATED PURSUANT TO ARTICLE TWENTY-EIGHT OF
TH S CHAPTER

2. "I NVESTI GATI ONAL DRUG Bl OLOd CAL PRODUCT OR DEVI CE" MEANS A DRUG
Bl OLOGd CAL PRODUCT OR DEVI CE THAT HAS SUCCESSFULLY COVPLETED PHASE ONE
OF A CLINICAL TRIAL BUT HAS NOT' YET BEEN APPROVED FOR GENERAL USE BY THE
UNI TED STATES FOOD AND DRUG ADM NI STRATI ON AND REMAI NS UNDER | NVESTI -
GATION IN A UNI TED STATES FOOD AND DRUG ADM NI STRATI ON- APPROVED CLI NI CAL
TRI AL.

3. "TERM NAL | LLNESS" MEANS A CONDI TI ON, | LLNESS OR | NJURY FROM WH CH
THERE |'S NO RECOVERY AND WH CH REASONABLY CAN BE EXPECTED TO CAUSE DEATH
W TH N ONE YEAR

4. "WRITTEN, | NFORVED CONSENT" MEANS A WRI TTEN DOCUMENT SI GNED BY THE
PATI ENT, AND ATTESTED TO BY THE PATI ENT' S PHYSI CIl AN AND A W TNESS THAT,
AT A M N MM

(A) EXPLAINS THE CURRENTLY APPROVED PRODUCTS AND TREATMENTS FOR THE
DI SEASE OR CONDI TI ON FROM WHI CH THE PATI ENT SUFFERS;

(B) ATTESTS TO THE FACT THAT THE PATIENT CONCURS WTH H'S OR HER
PHYSI CI AN I N BELIEVING THAT ALL CURRENTLY APPROVED AND CONVENTI ONALLY
RECOGNI ZED TREATMENTS ARE UNLI KELY TO PROLONG THE PATI ENT' S LI FE;

(C©) CLEARLY IDENTIFIES THE SPECIFIC PROPOSED | NVESTI GATI ONAL DRUG
Bl OLOGd CAL PRODUCT OR DEVI CE THAT THE PATI ENT IS SEEKI NG TO USE;

(D) DESCRIBES THE POTENTIALLY BEST AND WORST OUTCOVES OF USI NG THE
I NVESTI GATI ONAL DRUG, BI OLOd CAL PRODUCT OR DEVICE WTH A REALISTIC
DESCRI PTION OF THE MOST LI KELY OQUTCOVE, | NCLUDI NG THE PGSSI Bl LI TY THAT
NEW UNANTI Cl PATED, DI FFERENT OR WORSE SYMPTOMS M GHT RESULT, AND THAT
DEATH COULD BE HASTENED BY THE PROPOSED TREATMENT, BASED ON THE PHYSI -
Cl AN S KNOALEDGE OF THE PROPOSED TREATMENT | N CONJUNCTI ON W TH AN AWARE-
NESS OF THE PATI ENT' S CONDI TI ON;

(E) MAKES CLEAR THAT THE PATI ENT' S HEALTH | NSURER AND PROVI DER ARE NOT
OBLI GATED TO PAY FOR ANY CARE OR TREATMENTS CONSEQUENT TO THE USE OF THE
I NVESTI GATI ONAL DRUG, Bl OLOG CAL PRODUCT OR DEVI CE;

(F) MAKES CLEAR THAT THE PATIENT' S ELI A BI LI TY FOR HOSPI CE CARE MAY BE
W THDRAWN | F THE PATI ENT BEG NS CURATI VE TREATMENT AND CARE NMAY BE REI N-
STATED | F THE CURATI VE TREATMENT ENDS AND THE PATIENT MEETS HOSPI CE
ELI G BI LI TY REQUI REMENTS;

(G MAKES CLEAR THAT | N-HOVE HEALTH CARE MAY BE DEN ED | F TREATMENT
BEG NS; AND

(H) STATES THAT THE PATI ENT UNDERSTANDS THAT HE OR SHE IS LIABLE FOR
ALL EXPENSES CONSEQUENT TO THE USE OF THE | NVESTI GATI ONAL DRUG, BI OLOG
| CAL PRODUCT OR DEVI CE, AND THAT THI S LI ABI LI TY EXTENDS TO THE PATI ENT' S
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ESTATE, UNLESS A CONTRACT BETWEEN THE PATI ENT AND THE MANUFACTURER OF
THE DRUG Bl OLOd CAL PRODUCT OR DEVI CE STATES OTHERW SE.

S 4053. AVAI LABI LI TY OF | NVESTI GATI ONAL DRUGS, BI OLOG CAL PRODUCTS AND
DEVI CES. 1. A MANUFACTURER OF AN | NVESTI GATI ONAL DRUG, BI OLOGE CAL PRCOD-
UCT OR DEVI CE MAY MAKE AVAILABLE THE MANUFACTURER S | NVESTI GATI ONAL
DRUG BI OLOGE CAL PRODUCT OR DEVI CE TO ELI G BLE PATI ENTS PURSUANT TO THI S
ARTI CLE. TH S ARTI CLE SHALL NOT BE DEEMED TO REQUI RE THAT A MANUFACTURER
MAKE AVAI LABLE AN | NVESTI GATI ONAL DRUG, BI OLOG CAL PRODUCT OR DEVICE TO
AN ELI G BLE PATI ENT.

2. A MANUFACTURER MNAY:

(A) PROVI DE AN | NVESTI GATI ONAL DRUG, BI OLOG CAL PRODUCT CR DEVICE TO
AN ELI G BLE PATI ENT W THOUT RECEI VI NG COVPENSATI ON; OR

(B) REQUI RE AN ELI G BLE PATI ENT TO PAY THE COSTS OF OR THE COSTS ASSO
CIATED WTH THE MANUFACTURE OF THE | NVESTI GATI ONAL DRUG Bl OLOQ CAL
PRODUCT OR DEVI CE.

3. (A) NOTHING IN THI S ARTI CLE SHALL BE DEEMED TO EXPAND THE COVERAGE
PROVI DED | N ARTI CLE FORTY-FOUR OF TH S CHAPTER, ARTI CLES TH RTY- TWO AND
FORTY- THREE OF THE | NSURANCE LAW AND TI TLE ELEVEN OF ARTICLE FIVE OF
THE SOCI AL SERVI CES LAW

(B) A HEALTH | NSURANCE CARRI ER MAY, BUT IS NOT REQUI RED TO, PROVI DE
COVERACGE FOR THE COST OF AN | NVESTI GATI ONAL DRUG, BI OLOG CAL PRODUCT OR
DEVI CE.

(© AN I NSURER MAY DENY COVERAGE TO AN ELI G BLE PATI ENT FROM THE TI ME
THE ELI G BLE PATI ENT BEG NS USE OF AN | NVESTI GATI ONAL DRUG, Bl OLOGE CAL
PRODUCT OR DEVICE THROUGH A PERI OD NOT TO EXCEED SI X MONTHS FROM THE
TI ME THE | NVESTI GATI ONAL DRUG, BI OLOGE CAL PRCDUCT OR DEVI CE IS NO LONGER
USED BY THE ELI G BLE PATI ENT; EXCEPT THAT COVERAGE SHALL NOT BE DEN ED
FOR A PREEXISTING CONDI TION AND FOR COVERAGE FOR BENEFI TS WH CH
COMVENCED PRICR TO THE TI ME THE ELI G BLE PATIENT BEG@ NS USE OF SUCH
DRUG BI OLOE CAL PRODUCT OR DEVI CE.

4. |F AN ELI G BLE PATIENT DI ES WHI LE BEI NG TREATED BY AN | NVESTI GA-
TI ONAL DRUG, BI OLOG CAL PRODUCT OR DEVI CE, THE PATI ENT' S HEI RS SHALL NOT
BE LI ABLE FOR ANY QOUTSTANDI NG DEBT RELATED TO THE TREATMENT OR LACK OF
I NSURANCE DUE TO THE TREATMENT.

S 4054. ACTION AGAINST HEALTH CARE PROVI DER. NOTW THSTANDI NG ANY
PROVI SI ON OF LAW TO THE CONTRARY, NEI THER THE EDUCATI ON DEPARTMENT NOR
THE STATE BOARD FOR PROFESSI ONAL MEDI CAL CONDUCT SHALL REVOKE, FAIL TO
RENEW SUSPEND OR TAKE ANY ACTION AGAINST A HEALTH CARE PROVIDER S
LI CENSE, BASED SOLELY ON THE HEALTH CARE PROVI DER S RECOMVENDATI ONS TO
AN ELI G BLE PATI ENT REGARDI NG ACCESS TO OR TREATMENT W TH AN | NVESTI GA-
TIONAL DRUG Bl OLOG CAL  PRODUCT OR DEVI CE, SO LONG AS THE RECOMVENDA-
TI ONS ARE CONSI STENT W TH MEDI CAL STANDARDS OF CARE. ACTI NG AGAINST A
HEALTH CARE PROVI DER S MEDI CARE CERTI FI CATI ON BASED SOLELY ON THE HEALTH
CARE PROVI DER' S RECOMVENDATI ON THAT A PATI ENT HAVE ACCESS TO AN | NVESTI -
GATI ONAL DRUG, BI OLOG CAL PRODUCT OR DEVI CE | S PRCHI Bl TED.

S 4055. ACCESS TO | NVESTIGATI ONAL DRUGS, BIOLOGd CAL PRODUCTS AND
DEVI CES. AN OFFI Cl AL, EMPLOYEE OR AGENT OF THI S STATE SHALL NOT BLOCK OR
ATTEMPT TO BLOCK AN ELI G BLE PATIENT'S ACCESS TO AN | NVESTI GATI ONAL
DRUG Bl OLOG CAL PRODUCT OR DEVI CE. COUNSELI NG, ADVI CE OR A RECOMVENDA-
TI ON CONSI STENT W TH MEDI CAL STANDARDS OF CARE FROM A LI CENSED HEALTH
CARE PROVIDER IS NOT A VI OLATION OF TH S SECTI ON.

S 4056. NO CAUSE OF ACTI ON CREATED. TH S ARTI CLE SHALL NOT BE DEEMED
TO CREATE A PRI VATE CAUSE OF ACTI ON AGAI NST A MANUFACTURER OF AN | NVES-
TI GATIONAL DRUG, Bl OLOGd CAL  PRCDUCT OR DEVICE OR AGAINST ANY OTHER
PERSON OR ENTITY I NVOLVED IN THE CARE OF AN ELI G BLE PATIENT USI NG THE
I NVESTI GATI ONAL DRUG, Bl OLOG CAL PRODUCT OR DEVI CE, FOR ANY HARM DONE TO
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THE ELI G BLE PATI ENT RESULTI NG FROM THE | NVESTI GATI ONAL DRUG, BI OLOG CAL
PRODUCT, OR DEVI CE SO LONG AS THE MANUFACTURER OR OTHER PERSON OR ENTI TY
IS COWLYING IN GOOD FAITH WTH THE TERMS OF THI' S ARTI CLE; UNLESS THERE
WAS A FAI LURE TO EXERCI SE REASONABLE CARE.

S 2. This act shall take effect imediately.



