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STATE OF NEW YORK

6889
2015- 2016 Regul ar Sessi ons
I N ASSEMBLY
April 8, 2015

Introduced by M of A ROSENTHAL, GUNTHER, GALEF, ZEBROWSKI, BENEDETTO,
BROOK- KRASNY, ARROYO, DUPREY, COLTON, MLLER, COXK -- Milti-Sponsored
by -- M of A BLAKE, SIMON -- read once and referred to the Commttee

AN ACT to anend the public health law, in relation to establishing 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. This act shall be known and may be cited as the "right to
try act".

S 2. The public health law is anmended by adding a new article 29-CCCC
to read as foll ows:

ARTI CLE 29- CCCC
RI GHT TO TRY ACT
SECTI ON 2994- AAA. DEFI NI TI ONS.
2994- BBB. MANUFACTURERS' OBLI GATI ONS.
2994- CCC. COVERAGE.
2994-DDD. LI ABILITY FOR PATI ENT DEBT.
2994- EEE. ACTI ONS AGAI NST LI CENSE OR CERTI FI CATI ON.
2994- FFF. | MMUNI TY.
2994- GGG ACCESS TO TREATMENT.
2994- HHH. CAUSE OF ACTI ON.

S 2994-AAA. DEFINITIONS. THE FOLLON NG WORDS AND TERMS WTHIN THI S
ARTI CLE SHALL HAVE THE FOLLOW NG MEANI NGS, UNLESS THE CONTEXT CLEARLY
| NDI CATES OTHERW SE.

1. "TERM NAL |ILLNESS', FOR PURPCSES OF TH S ARTI CLE ONLY, MEANS A
PROGRESSI VE DI SEASE OR MEDICAL OR SURG CAL CONDI TION THAT ENTAILS
SI GNI FI CANT  FUNCTI ONAL | MPAI RVENT, THAT IS NOT CONSI DERED BY A TREATI NG
HEALTH CARE PROVIDER TO BE REVERSIBLE EVEN WTH ADM N STRATION OF
CURRENT UNI TED STATES FOOD AND DRUG ADM NI STRATI ON APPROVED AND AVAI L-

EXPLANATI ON- - Matter in I TALICS (underscored) is new, matter in brackets
[ ] is oldlawto be onmtted.
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ABLE TREATMENTS AND THAT, W THOUT LI FE- SUSTAI NI NG PROCEDURES, W LL SOON
RESULT | N DEATH.

2. "ELI G BLE PATI ENT" MEANS AN | NDI VI DUAL WHO MEETS ALL OF THE FOLLOW
I NG CONDI Tl ONS:

(A) HAS A TERM NAL |LLNESS, ATTESTED TO BY THE PATI ENT' S TREATI NG
HEALTH CARE PROVI DER

(B) HAS CONSI DERED ALL OTHER TREATMENT OPTI ONS CURRENTLY APPROVED BY
THE UNI TED STATES FOCD AND DRUG ADM NI STRATI ON.

(© HAS RECEI VED A RECOMMENDATI ON FROM HI' S OR HER TREATI NG HEALTH CARE
PROVI DER FOR AN | NVESTI GATI ONAL DRUG, Bl OLOG CAL PRODUCT OR DEVI CE.

(D) HAS @ VEN WRI TTEN, | NFORVED CONSENT FOR THE USE OF THE | NVESTI GA-
TI ONAL DRUG, Bl OLOG CAL PRODUCT OR DEVI CE.

(E) HAS DOCUMENTATI ON FROM HI'S OR HER TREATI NG HEALTH CARE PROVI DER
THAT HE OR SHE MEETS THE REQUI REMENTS OF THI S SUBDI VI SI ON.

3. "I NVESTI GATI ONAL DRUG, BI OLOd CAL PRODUCT OR DEVI CE" MEANS A DRUG
Bl OLOGd CAL PRODUCT OR DEVI CE THAT HAS SUCCESSFULLY COVWPLETED 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.

4. "WRITTEN, | NFORMED CONSENT" MEANS A WRI TTEN DOCUMENT THAT IS SI GNED
BY THE PATI ENT; PARENT, |IF THE PATIENT IS A MNOR  LEGAL GUARDI AN, OR
HEALTH CARE AGENT DESI GNATED BY THE PATI ENT UNDER ARTI CLE TVENTY- NI NE-C
OF TH S CHAPTER AND ATTESTED TO BY THE PATIENT'S TREATING HEALTH CARE
PROVIDER AND A WTNESS AND THAT, AT A MN MUM |NCLUDES ALL OF THE
FOLLOW NG

(A) AN EXPLANATI ON OF THE CURRENTLY APPROVED PRODUCTS AND TREATMENTS
FOR THE DI SEASE OR CONDI TI ON FROM VWH CH THE PATI ENT SUFFERS.

(B) AN ATTESTATI ON THAT THE PATI ENT CONCURS W TH HI S OR HER TREATI NG
HEALTH CARE PROVIDER | N BELIEVING THAT ALL CURRENTLY APPROVED AND
CONVENTI ONALLY  RECOGNI ZED TREATMENTS ARE UNLI KELY TO PROLONG THE
PATI ENT' S LI FE.

(C©) CLEAR I DENTIFICATION OF THE SPECIFIC PROPOSED | NVESTI GATI ONAL
DRUG BI OLOG CAL PRODUCT OR DEVI CE THAT THE PATI ENT IS SEEKI NG TO USE.

(D) A DESCRIPTION OF THE POTENTI ALLY BEST AND WORST OUTCOMES COF USI NG
THE | NVESTI GATI ONAL DRUG, Bl OLOG CAL PRODUCT OR DEVICE AND A REALISTIC
DESCRI PTION OF THE MOST LI KELY OUTCOMVE. THE DESCRI PTI ON SHALL | NCLUDE
THE PGSSI BI LI TY THAT NEW UNANTI Cl PATED, DI FFERENT OR WORSE SYMPTOVB
M GHT RESULT AND THAT DEATH COULD BE HASTENED BY THE PROPOSED TREATMENT.
THE DESCRI PTI ON SHALL BE BASED ON THE HEALTH CARE PROVI DER' S KNOW.EDGE
OF THE PROPOSED TREATMENT IN CONJUNCTION WTH AN AWARENESS OF THE
PATI ENT' S CONDI Tl ON.

(E) A STATEMENT THAT THE PATI ENT' S HEALTH PLAN OR THI RD PARTY ADM NI S-
TRATOR AND PROVI DER ARE NOT OBLI GATED TO PAY FOR ANY CARE OR TREATMENTS
CONSEQUENT TO THE USE OF THE | NVESTI GATI ONAL DRUG, BI OLOG CAL PRODUCT OR
DEVI CE, UNLESS THEY ARE SPECI FI CALLY REQU RED TO DO SO BY LAW OR
CONTRACT.

(F) A STATEMENT THAT THE PATIENT' S ELI A BI LI TY FOR HOSPI CE CARE MAY BE
W THDRAWN | F THE PATI ENT BEA NS CURATI VE TREATMENT W TH THE | NVESTI GA-
TI ONAL DRUG, BI OLOG CAL PRODUCT OR DEVI CE AND THAT CARE MAY BE REIN
STATED |F THI' S TREATMENT ENDS AND THE PATI ENT MEETS HOSPI CE ELI G BI LI TY
REQUI REMENTS.

(G A STATEMENT THAT THE PATI ENT UNDERSTANDS THAT HE OR SHE IS LI ABLE
FOR ALL EXPENSES CONSEQUENT TO THE USE OF THE | NVESTI GATI ONAL DRUG,
Bl OLOGd CAL PRODUCT OR DEVICE AND THAT THIS LIABILITY EXTENDS TO THE
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PATI ENT' S ESTATE, UNLESS A CONTRACT BETWEEN THE PATI ENT AND THE MANUFAC-
TURER OF THE DRUG Bl OLOGd CAL PRODUCT OR DEVI CE STATES OTHERW SE.

S 2994-BBB. MANUFACTURERS OBLI GATIONS. 1. A MANUFACTURER OF AN | NVES-
TI GATI ONAL  DRUG, BI OLOGE CAL PRCDUCT OR DEVI CE MAY MAKE AVAI LABLE AND AN
ELI G BLE PATI ENT MAY REQUEST THE MANUFACTURER S | NVESTI GATI ONAL DRUG,
BI OLOGd CAL PRODUCT OR DEVICE UNDER THI S SECTION. THI S SECTI ON DCES NOT
REQUI RE THAT A MANUFACTURER MAKE AVAI LABLE AN | NVESTI GATI ONAL DRUG,
Bl OLOGE CAL PRODUCT OR DEVI CE TO AN ELI G BLE PATI ENT.

2. A MANUFACTURER MNAY:

(A) PROVIDE AN | NVESTI GATI ONAL DRUG, BI OLOd CAL PRODUCT OR DEVI CE 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
ASSCCI ATED W TH, THE MANUFACTURE OF THE | NVESTI GATI ONAL DRUG, BI OLOGE CAL
PRODUCT OR DEVI CE.

S 2994-CCC. COVERAGE. 1. TH S ARTICLE DOES NOT EXPAND THE COVERAGE
REQUI RED OF AN | NSURER UNDER THE | NSURANCE LAW OR ANY OTHER APPLI CABLE
LAWS.

2. A HEALTH PLAN, TH RD PARTY ADM NI STRATOR, OR GOVERNMENTAL AGENCY
MAY, BUT IS NOTI' REQUI RED TO, PROVI DE COVERAGE FOR THE COST OF AN | NVES-
TI GATI ONAL  DRUG, Bl OLOd CAL  PRODUCT OR DEVI CE OR THE COST OF SERVI CES
RELATED TO THE USE OF AN | NVESTI GATI ONAL DRUG  BI OLOG CAL  PRODUCT OR
DEVI CE UNDER THI S ARTI CLE.

3. TH'S ARTI CLE DOES NOT REQUI RE ANY GOVERNMENTAL AGENCY TO PAY COSTS
ASSCCI ATED W TH THE USE, CARE OR TREATMENT OF A PATI ENT W TH AN | NVESTI -
GATI ONAL DRUG, BI OLOGE CAL PRODUCT OR DEVI CE.

4. TH S ARTI CLE DOES NOT REQUI RE A HOSPI TAL OR FACI LITY ESTABLI SHED
UNDER ARTI CLE TWENTY-EI GHT OF TH S CHAPTER TO PROVI DE NEW OR ADDI Tl ONAL
SERVI CES, UNLESS APPROVED BY THE HOSPI TAL OR FACI LI TY.

5. TH' S ARTI CLE DCES NOT AFFECT ANY MANDATORY HEALTH CARE COVERAGE FOR
PARTI CI PATION I N CLI Nl CAL TRI ALS UNDER THE | NSURANCE LAW OR OTHER APPLI -
CABLE LAWS.

S 2994-DDD. LIABILITY FOR PATI ENT DEBT. IF A PATIENT DI ES WH LE BEI NG
TREATED BY AN | NVESTI GATI ONAL DRUG Bl OLOG CAL PRODUCT OR DEVI CE, THE
PATI ENT' S HEI RS ARE NOT LI ABLE FOR ANY OUTSTANDI NG DEBT RELATED TO THE
TREATMENT OR LACK OF | NSURANCE DUE TO THE TREATMENT.

S 2994-EEE. ACTIONS AGAINST LICENSE OR CERTIFI CATION. A LI CENSI NG
BOARD OR DI SCI PLI NARY SUBCOW TTEE SHALL NOT' REVOKE, FAIL TO RENEW
SUSPEND OR TAKE ANY ACTION AGAINST A HEALTH CARE PROVI DER S LI CENSE
BASED SOLELY ON THE PROVI DER S RECOMMVENDATI ONS TO AN ELI A BLE PATI ENT
REGARDI NG ACCESS TO OR TREATMENT W TH AN | NVESTI GATI ONAL DRUG, BI OLOG
| CAL PRODUCT OR DEVI CE. AN ENTI TY RESPONSI BLE FOR MEDI CARE CERTI FI CATI ON
SHALL NOT TAKE ACTI ON AGAI NST A HEALTH CARE PROVI DER S MEDI CARE CERTI F-
| CATION BASED SOLELY ON THE HEALTH CARE PROVI DER S RECOMMVENDATI ON THAT
AN ELI G BLE PATI ENT HAVE ACCESS TO AN | NVESTI GATI ONAL DRUG, Bl OLOGE CAL
PRODUCT OR DEVI CE.

S 2994-FFF. IMVUNITY. IF AS A RESULT OF THE | NVESTI GATI ONAL DRUG,
Bl OLOG CAL PRODUCT OR DEVI CE, A PATI ENT' S SYMPTOVSE WORSEN OR CHANGE OR A
PATI ENT DI ES, NO HEALTH CARE PROVI DER SHALL BE SUBJECT TO CIVIL LI ABIL-
I TY PROVIDED THAT SUCH HEALTH CARE PROVI DER PARTI Cl PATED I N GOOD FAI TH
COWVPLI ANCE WTH THE PROVI SIONS OF THIFS ARTICLE AND OBTAINED WRI TTEN,
I NFORMVED CONSENT FROM THE PATI ENT.

S 2994-GEG  ACCESS TO TREATMENT. AN OFFI Cl AL, EMPLOYEE OR AGENT OF
TH' S STATE SHALL NOT BLOCK OR ATTEMPT TO BLOCK AN ELIG@ BLE PATIENT' S
ACCESS TO AN I NVESTI GATI ONAL DRUG BI OLOd CAL PRODUCT OR DEVI CE. COUN-
SELI NG ADVI CE OR A RECOMVENDATI ON CONSI STENT W TH MEDI CAL STANDARDS OF
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CARE FROM A LICENSED HEALTH CARE PROVIDER IS NOT A VIOLATION OF THI' S
SECTI ON.

S 2994-HHH. CAUSE OF ACTION. TH S SECTI ON DOES NOT CREATE A PRI VATE
CAUSE OF ACTI ON AGAINST A MANUFACTURER OF AN | NVESTI GATI ONAL DRUG,
BIOLOG CAL PRODUCT OR DEVICE OR AGAINST ANY OTHER PERSON OR ENTI TY
| N\VOLVED | N THE CARE OF AN ELI G BLE PATIENT USING THE | NVESTI GATI ONAL
DRUG Bl OLOG CAL PRODUCT OR DEVICE FOR ANY HARM DONE TO THE ELI A BLE
PATI ENT RESULTI NG FROM THE | NVESTI GATI ONAL DRUG, BI OLOd CAL PRODUCT OR
DEVICE, |F THE MANUFACTURER OR OTHER PERSON OR ENTITY |I'S COVPLYI NG I N
GO0D FAITH WTH THE TERVMS OF THI S ARTI CLE AND HAS EXERCI SED REASONABLE
CARE.

S 3. This act shall take effect on the ninetieth day after it shall
have becone a | aw



