PRI OR PRINTER S NO. 1168 PRINTER S NO. 3402

THE GENERAL ASSEMBLY OF PENNSYLVANIA

HOUSE BILL
No. 1022 5

| NTRODUCED BY BOYD, DeWEESE, STERN, KOTI K, RUBLEY, TRUE, DALLY,

TI GUE, HERSHEY, CALTAG RONE, SHANER, PICKETT, LEH, R M LLER

RCOSS, HENNESSEY, FREEMAN, WALKO, GEI ST, RElICHLEY, DENLI NGER
CAWLEY, BALDWN, LEACH, E. Z. TAYLOR, MNANDERI NO JAMES,
SOLOBAY, G NGRI CH, H CKERNELL, HARPER, GOODVAN, W LT,

O NEI LL, N CKCOL, YOUNGBLOOD, DeLUCA, ROHRER, ARMSTRONG
FABRI ZI O, MACKERETH, SAYLOR, STETLER, B. SM TH, WATSON AND
KILLI ON, MARCH 16, 2005

AS REPORTED FROM COWM TTEE ON HEALTH AND HUMAN SERVI CES, HOUSE
OF REPRESENTATI VES, AS AMENDED, JANUARY 24, 2006
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AN ACT
Providing for long-termcare patient access to pharmaceuti cal s;
and conferring powers and duties on the State Board of
Phar macy AND THE LEG SLATI VE BUDGET AND FI NANCE COWM TTEE.
The General Assenbly of the Conmonweal th of Pennsyl vani a
her eby enacts as foll ows:
Section 1. Short title.
This act shall be known and may be cited as the Long-Term
Care Patient Access to Pharmaceuticals Act.
Section 2. Legislative intent.
The CGeneral Assenbly finds and declares as foll ows:
(1) A nechanismis to be provided whereby patients who
have the ability to acquire | ower cost drugs through a
Federal or State program any insurance benefit program or

provi der or another entity, have access to those drugs if

they reside in a long-termcare facility.

<—



1 (2) The nechanismis to be provided by permtting the

2 pharmacy within the long-termcare facility or which has a

3 contract with the long-termcare facility to:

4 (i) receive the | ower cost drugs fromthe Federal or
5 State program insurance program or provider or other

6 entity; and

7 (1i) repackage and rel abel those drugs so they nmay

8 be dispensed in unit doses to patients in a |long-term

9 care facility.

10 (3) This act shall be interpreted and construed to

11 ef fectuate the foll ow ng purposes:

12 (i) To provide for the care, protection and

13 treatment of patients in long-termcare facilities by

14 allowing themto utilize the drug benefit provided by the
15 Federal Governnment or State government, any insurance

16 program or provider or any other entity.

17 (ii) Consistent with the care, protection and

18 treatment of patients in long-termcare facilities, to

19 provi de a nmeans by which a pharnacy in a long-termcare
20 facility or a pharmacy which has a contract with a | ong-
21 termcare facility may:
22 (A) accept, on behalf of the patient, drugs
23 received froma Federal or State program any
24 i nsurance program or provider or another entity; and
25 (B) repackage and rel abel those drugs so that
26 the patient may receive themin a unit dose.
27 (iti1) To provide a neans through which the
28 provisions of this act are executed and enforced and in
29 which long-termcare facilities, pharnacists, drug seduree <—
30 faett+es SOURCES and pharmaceutical providers may <—
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i npl enment the provisions of this act.
Section 3. Definitions.

The foll ow ng words and phrases when used in this act shall
have the neanings given to themin this section unless the
context clearly indicates otherw se:

"Board." The State Board of Pharnacy.

"Dl SPENSE. " AS RELATED TO A DRUG, TO PREPARE THE DRUG FOR <—
SUBSEQUENT ADM NI STRATI ON TO A PATI ENT. THE TERM | NCLUDES:

(1) THE ACT OF SCREENI NG THE DRUG FOR POTENTI AL DRUG

THERAPY PROBLEMS, | NCLUDI NG REVI EW NG POSSI BLE DRUG

| NTERACTI ONS, REVI EW NG THE DOSAGE AND DURATI ON OF DRUG

THERAPY, REVI EW NG CONTRAI NDI CATI ONS OF THE DRUG, REVI EW NG

I NFORMATI ON REGARDI NG THE PATI ENT AND PHARVACEUTI CAL COVERAGE

AND COVPOUNDI NG AND M XI NG THE DRUG AND

(2) ANY OTHER ACTI VI TY ASSCCI ATED W TH REVI EW OF THE

DRUG VWHI CH | S DESI GNED TO ENSURE THE SAFETY OF THE DRUG

"DRUG " MEDI CATI ON WH CH HAS BEEN APPROVED BY THE FOOD AND
DRUG ADM NI STRATI ON. THE TERM DOES NOT | NCLUDE MEDI CATI ON WHI CH
I S PROVI DED UNDER TI TLE XVIIl1 PT. D OF THE SOCl AL SECURI TY ACT
(49 STAT. 620, 42 U.S.C. § 1395W 101 ET SEQ).

"Drug seurcefactHty——AfaciHtywhere SOURCE. " A <—
FACI LI TY WHERE OR A PROGRAM UNDER WHI CH drugs are lawfully
manuf act ured, di spensed or distributed. The termincludes a

pharmacy, an entity and a Federal or State agency or

instrunentality. THE TERM DOES NOT | NCLUDE A LONG TERM CARE <—
PHARMACY.
"Long-termcare facility.” A long-termcare nursing facility

as defined in section 802.1 of the act of July 19, 1979
(P.L.130, No.48), known as the Health Care Facilities Act.
"LONG TERM CARE PHARMACY." ANY OF THE FOLLOW NG <—
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(1) A PHARVACY WTHI N A LONG TERM CARE FACI LI TY.

(2) A PHARVACI ST EMPLOYED BY A LONG TERM CARE FACI LI TY
WHO FI LLS PRESCRI PTI ONS FOR PATI ENTS OF A LONG TERM CARE
FACI LI TY.

(3) A PHARMACI ST WHO CONTRACTS W TH A LONG TERM CARE
FACI LI TY TO FI LL PRESCRI PTI ONS FOR PATI ENTS OF A LONG TERM
CARE FACILITY.

(4) A PHARVACEUTI CAL PROVI DER THAT CONTRACTS WTH A
LONG TERM CARE FACI LI TY TO FI LL PRESCRI PTI ONS FOR PATI ENTS OF
A LONG TERM CARE FACI LI TY.

"Pharmaceutical provider.” An entity that enploys a

phar maci st .

Section 4. State Board of Pharnacy.

The board has the follow ng powers and duties:

(1) WTH N 90 DAYS OF THE EFFECTI VE DATE OF TH S <—
PARAGRAPH, DEVELOP THE FORM REQUI RED BY SECTION 5(C)(1)(111)
AND (2)(111) AND (E).
(2) DI STRIBUTE THE FORM UPON REQUEST, TO LONG TERM CARE
FACI LI TI ES, PHYSI CI ANS, LONG TERM CARE PHARMACI ES,
PHARMACI STS AND THE PUBLI C.
(3) MAKE THE FORM AVAI LABLE ELECTRONI CALLY VI A THE
| NTERNET.
3> (4) Provide a witten report every 96 30 days <—

regardi ng the steps taken by the board to inpl enent
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par agraphs (1) and 2> (3), to all of the foll ow ng: <—
(i) The Consuner Protection and Professional
Li censure Committee of the Senate.
(1i) The Professional Licensure Commttee of the
House of Representatives.
(ii1) The Comm ssioner of the Bureau of Professional

and Cccupational Affairs.

(iv) The Secretary of the Conmonweal t h.
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el at il Liabil | : . I
conduet—
SECTI ON 5. AUTHORI ZATI ON TO ADM NI STER AND DI SPENSE DRUGS

OBTAI NED OQUTSI DE OF LONG- TERM CARE PHARNVACY.

(A) LONG TERM CARE FACI LI TI ES. - - NOTW THSTANDI NG ANY OTHER
PROVI SI ON OF LAW TO THE CONTRARY, A LONG TERM CARE FACI LI TY MNAY
ADM NI STER A DRUG ACQUI RED FROM A DRUG SOURCE TO A PATI ENT OF A
LONG TERM CARE FACI LI TY.

(B) LONG TERM CARE PHARMACI ES. - - NOTW THSTANDI NG ANY OTHER
PROVI SI ON OF LAW TO THE CONTRARY, A LONG TERM CARE PHARVACY NAY
DI SPENSE A DRUG ACQUI RED FROM A DRUG SOURCE FOR ADM NI STRATI ON
TO A PATI ENT OF A LONG TERM CARE FACI LI TY.

(© PROVISI ON OF DRUG TO PATI ENT. - -

(1) A LONG TERM CARE FACI LI TY SHALL ADM NI STER A DRUG

ACQUI RED FROM A DRUG SOURCE TO A PATI ENT OF A LONG TERM CARE
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FACILITY I F ALL OF THE FOLLON NG CONDI TI ONS ARE MET:

(1) THE DRUG | S ACQUI RED FROM A DRUG SOURCE.

(1) THERE I'S A PRESCRI PTI ON FOR THE DRUG

(1'11)y THE PATI ENT HAS SI GNED A FORM UNDER SUBSECTI ON
(E) AUTHORI ZI NG THE LONG TERM CARE FACI LI TY TO ADM NI STER
A DRUG ACQUI RED FROM A DRUG SOURCE. I N THE CASE OF A
M NOR OR PATI ENT WHO | S UNABLE TO SIGN THE FORM A
PARENT, GUARDI AN, AN AGENT ACTI NG UNDER A PONER OF
ATTORNEY OR A FAM LY MEMBER I S AUTHORI ZED TO SI GN THE
FORM
(2) A LONG TERM CARE PHARMACY SHALL DI SPENSE A DRUG

ACQUI RED FROM A DRUG SOURCE TO A PATI ENT OF A LONG TERM CARE

FACILITY I F ALL OF THE FOLLON NG CONDI TI ONS ARE MET:

(D

(1) THE DRUG | S ACQUI RED FROM A DRUG SOURCE.

(1) THERE I'S A PRESCRI PTI ON FOR THE DRUG

(1'11)y THE PATI ENT HAS SI GNED A FORM UNDER SUBSECTI ON
(E) AUTHORI ZI NG THE LONG TERM CARE PHARMACY TO DI SPENSE A
DRUG ACQUI RED FROM A DRUG SOURCE. I N THE CASE OF A M NOR
OR PATI ENT VWHO | S UNABLE TO SIGN THE FORM A PARENT,
GUARDI AN, AN AGENT ACTI NG UNDER A PONER OF ATTORNEY OR A
FAM LY MEMBER | S AUTHCORI ZED TO SI GN THE FORM

UNI' T DOSE. --A LONG TERM CARE PHARVACY SHALL REPACKAGE,

RELABEL AND DI SPENSE A DRUG ACQUI RED FROM A DRUG SOURCE I N UNI T

DOSES OR SUCH OTHER FORMS AS TO ENABLE A LONG TERM CARE FACI LI TY

TO ADM NI STER THE DRUG TO A PATI ENT SAFELY AND I N A MANNER AND

FORM THAT CONFORM W TH THE LONG TERM CARE FACI LI TY' S DRUG

ADM NI STRATI ON PROCEDURES AND QUALI TY ASSURANCE STANDARDS.

(B)

CONTENTS OF FORM -- AN AUTHCRI ZATI ON UNDER SUBSECTI ON

(O (1)(111) AND (2)(111) MIST EXPLAIN THAT A LONG TERM CARE

30 PHARVACY:
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(1) 1S REQU RED TO GO THROUGH THE PROCESS OF DI SPENSI NG
REPACKAG NG AND RELABELI NG THE DRUG SO THAT THE DRUG MAY BE
ADM NI STERED SAFELY AND I N A MANNER AND FORM THAT CONFORM TO
THE LONG TERM CARE FACI LI TY' S DRUG ADM NI STRATI ON PROCEDURES
AND QUALI TY ASSURANCE STANDARDS;
(2) MAY CHARCE A REASONABLE FEE WHI CH MAY NOT EXCEED THE
LIMT SET FORTH IN SECTION 7(C) WH CH MAY BE CHARGED TO THE
PATI ENT FOR COSTS ASSOCI ATED W TH DI SPENSI NG, REPACKAG NG AND
RELABELI NG THE DRUG
(3) 1S REQU RED TO DI SCLOSE THE AMOUNT OF THE FEE, AND
THAT THE FEE MAY BE CHARGED FOR EACH DRUG DI SPENSED;, AND
(4 ISIMMINE FROM CIVIL LIABILITY AR SI NG FROM HARM
CAUSED BY THE DRUG DUE TO ACTS OR OM SSI ONS OF OTHER PERSONS
QUTSI DE OF THE LONG TERM CARE PHARMACY | F THE LONG TERM CARE
PHARMACY PROPERLY DI SPENSES, REPACKAGES AND RELABELS THE
DRUG
(F) TEWMPORARY FORM --A LONG TERM CARE FACI LI TY MAY DEVELCP
THE FORM REQUI RED UNDER SUBSECTIONS (C) (1) (111) AND (2)(111) AND
(E) AND USE THE FORM UNTI L THE BOARD DEVELOPS A FORM UNDER
SECTI ON 4.
Section 6. Recordkeeping.
h_d i L | ) . n -

el ati hird | | facibities)
I ho i | i I | |t he |

FOR EACH DRUG DI SPENSED BY A LONG TERM CARE PHARMACY UNDER <—
SECTION 5(B) AND (C)(2), THE LONG TERM CARE PHARMACY AND THE
LONG TERM care facility shall maintain a record for at |east two
years of all of the follow ng:

(1) The nane and quantity of the drug prescri bed,

i ncl udi ng whether the prescription is a controlled substance
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or if it was witten PRNor ad lib refill.

(2) The nane and address of the patient to whomit was
di spensed.

(3) The nane and address or other identifier of the
prescri ber.

(4) The date the prescription was issued and the date
t he drug was di spensed.

(5) Directions for use, including cautions comuni cated
to the patient by auxiliary |abels or other nmeans when
di spensed.

(6) The date the prescription was conmpounded or
di spensed.

(7) The nanme and address of the di spensing pharnmaci st.

(8) The drug source faeity which provided the drug. <—
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SECTION 7. FEE.
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(A) FEE AUTHORI ZED. - - A LONG TERM CARE PHARVACY AUTHORI ZED

=
\l

UNDER SECTI ON 5 TO DI SPENSE A DRUG ACQUI RED FROM A DRUG SOURCE

=Y
oo

MAY CHARGE A REASONABLE FEE FOR EACH DRUG AS SET FORTH I'N

=
O

SUBSECTI ON (C) TO THE PATI ENT COF A LONG TERM CARE FACI LI TY.

N
o

(B) REPORT TO THE BOARD. - - THE LONG TERM CARE PHARVACY SHALL

N
=

REPORT THE AMOUNT OF THE FEE TO THE BOARD. A CHANGE | N THE FEE

N
N

SHALL BE REPORTED TO THE BOARD W THI N TEN BUSI NESS DAYS.

N
w

(©) DETERM NATION OF FEE.--A FEE | S REASONABLE | F THE FEE

N
~

DCES NOT' EXCEED AN AMOUNT WHICH | S FOUR TI MES THE SPECI FI C

N
(63}

DOLLAR AMOUNT OF THE PROGRAM PAYMENT UNDER SECTI ON 509(6) (111)

N
(e}

OF THE ACT OF AUGUST 26, 1971 (P.L.351, NO 91), KNOMW AS THE

N
~

STATE LOITERY LAW

N
oo

SECTION 8. | MVUNITY AND UNPROFESSI ONAL CONDUCT.

N
(o]

(A) LONG TERM CARE PHARMACI ES. - - A LONG TERM CARE PHARMACY
30 AUTHORI ZED UNDER SECTION 5 TO DI SPENSE A DRUG ACQUI RED FROM A
20050H1022B3402 - 10 -



DRUG SOURCE SHALL BE | MMUNE FROM CI VIL LI ABILITY ARI SI NG FROM
HARM CAUSED BY THE DRUG DUE TO ACTS OR OM SSI ONS OF OTHER
PERSONS QUTSI DE OF THE LONG TERM CARE PHARMACY | F THE LONG TERM
CARE PHARMACY PROPERLY DI SPENSES, REPACKAGES AND RELABELS THE
DRUG

(B) LONG TERM CARE FACI LI TI ES. - -

(1) A LONG TERM CARE FACI LI TY THAT PROPERLY ADM NI STERS
A DRUG PROVI DED BY A LONG TERM CARE PHARVACY UNDER SECTI ON 5

© o0 N oo o A~ wWw N P

SHALL BE | MMUNE FROM CI VIL LIABILITY ARl SI NG FROM HARM CAUSED

=Y
o

BY THE DRUG DUE TO ACTS OR OM SSI ONS OF OTHER PERSONS QUTSI DE

=
=

THE LONG TERM CARE FACI LI TY.

=
N

(2) AN EMPLOYEE OR ACGENT OF A LONG TERM CARE FACI LI TY

=
w

WHO PROPERLY ADM NI STERS A DRUG PROVI DED BY A LONG TERM CARE

H
o

PHARMACY UNDER SECTI ON 5 SHALL BE | MMUNE FROM CI VIL LI ABILITY

=Y
(63}

ARI SI NG FROM HARM CAUSED BY THE DRUG DUE TO ACTS OR OM SSI ONS

=Y
(e}

OF OTHER PERSONS QUTSI DE THE LONG- TERM CARE FACI LI TY.

=
\l

(© UNPROFESSI ONAL CONDUCT. - - A PHARVACI ST WHO PROPERLY

=Y
oo

DI SPENSES, REPACKAGES AND RELABELS A DRUG ACQUI RED FROM A DRUG

=
O

SOURCE UNDER SECTI ON 5 SHALL NOT BE DEEMED TO HAVE ENGAGED | N

N
o

UNPROFESSI ONAL CONDUCT UNDER SECTION 5 OF THE ACT OF SEPTEMBER

N
=

27, 1961 (P.L.1700, NO 699), KNOMW AS THE PHARVACY ACT.

N
N

SECTI ON 9. RELATI ON TO PHARVACY ACT.

N
w

(A) PREVENTI ON OR PRCHI BI TI ON. -- NOTHI NG I N THE ACT OF

N
~

SEPTEMBER 27, 1961 (P.L.1700, NO 699), KNOMW AS THE PHARVACY

N
(63}

ACT, SHALL BE CONSTRUED TO PREVENT OR PRCHI BI T ANY OF THE

N
(e}

FOLLOW NG FROM COWVPLYI NG W TH THE PROVI SI ONS OF THI S ACT:

N
~

(1) A PHARVACI ST.

N
oo

(2) A PHARVACY, AS DEFINED IN SECTION 2(12) OF THE

N
(o]

PHARMACY ACT.
30 (B) CONFLICT.--1F THERE I S A CONFLI CT BETWWEEN A PROVI SI ON OF
20050H1022B3402 - 11 -
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THE PHARVACY ACT AND A PROVI SION OF THI S ACT, THE PROVI SI ON OF
TH' S ACT SHALL PREVAI L.
SECTI ON 10. STUDY BY LEG SLATI VE BUDGET AND FI NANCE COWMM TTEE.

(A) STUDY COWM SSI ONED. - - ONE YEAR AFTER THE EFFECTI VE DATE
OF TH S SECTI ON, THE LEQ SLATI VE BUDGET AND FI NANCE COW TTEE
SHALL COVMENCE A STUDY OF THE FOLLOW NG

(1) THE EFFECTI VENESS OF THI'S ACT W TH RESPECT TO
PATI ENTS | N LONG TERM CARE FACI LI TI ES RECElI VI NG LOVER- COST
PHARMACEUTI CALS.

(2) THE EXPERI ENCE OF PATI ENTS, LONG TERM CARE
FACI LI TI ES AND LONG TERM CARE PHARMACI ES AUTHCORI ZED UNDER
SECTION 5 TO DI SPENSE A DRUG ACQUI RED FROM A DRUG SOURCE
W TH RESPECT TO COVPLYI NG W TH THE PROVI SIONS OF THI S ACT.

(3) THE SUFFI Cl ENCY OF THE RECORDKEEPI NG REQUI REMENTS
SET FORTH IN SECTION 6 W TH RESPECT TO ASSURI NG PATI ENT
SAFETY, PREVENTI NG DI VERSI ON OF DRUGS AND ASSURI NG THE
QUALI TY OF DRUGS.

(B) REPORT AND RECOMVENDATI ONS. - - THE COW TTEE SHALL MAKE A
REPORT OF I TS FI NDI NGS AND RECOVMENDATI ONS W THI N TWO YEARS OF
THE EFFECTI VE DATE OF TH S SECTI ON TO THE PRESI DENT PRO TEMPORE
OF THE SENATE, THE SPEAKER OF THE HOUSE OF REPRESENTATI VES, THE
CONSUMER PROTECTI ON AND PROFESSI ONAL LI CENSURE COWM TTEE OF THE
SENATE AND THE PROFESSI ONAL LI CENSURE COWMM TTEE OF THE HOUSE OF
REPRESENTATI VES.

SECTI ON 40. EFFECTI VE DATE
TH' S ACT SHALL TAKE EFFECT I N 60 DAYS.
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