Florida Senate - 2003 CS for SB 2098

By the Cormittee on Health, Aging, and Long-Term Care; and
Senat or Wasserman Schul tz

317-2484-03

1 A bill to be entitled

2 An act relating to prescription drugs; creating
3 s. 409.960, F.S.; providing a popul ar nane;

4 creating s. 409.962, F.S.; creating "The

5 Li feSaver Rx Prograni; providing purpose of the
6 program creating s. 409.964, F.S.; providing
7 definitions; creating s. 409.966, F.S.

8 providing that the Secretary of Health Care

9 Adm ni stration shall operate the LifeSaver Rx
10 Program as a state pharnaceutical assistance
11 programto provide discounts to participants
12 for prescription drugs covered by a rebate

13 agreenent; providing that the secretary shal

14 negoti ate di scount prices or rebates for

15 prescription drugs from manufacturers or

16 | abel ers; providing that the Agency for Health
17 Care Administration shall contract with

18 participating retail pharmacies to deliver

19 di scounted prices to program parti ci pants;
20 providing factors to be considered in
21 negotiating discounts or rebates; providing for
22 gquarterly cal cul ation of discounts; creating s.
23 409.968, F.S.; providing for calcul ation of
24 payment by program partici pants and the agency;
25 requiring participating retail pharnmacies in
26 the state to charge the rate all owabl e under
27 the Medicaid programfor prescription drugs
28 sold to program participants; providing for
29 rate of reinbursenent of participating retai
30 pharnaci es; creating s. 409.970, F. S
31 providing requirenents for programeligibility;
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1 requiring the Agency for Health Care

2 Administration to establish enroll nent

3 procedures; providing for an annual enroll nent
4 fee; providing for use of enrollnent fees and
5 rebates fromdrug manufacturers; creating s.

6 409.972, F.S.; providing for operation of the
7 program authorizing the Board of Pharmacy to
8 adopt certain rules; creating s. 409.974, F.S.
9 provi di ng procedure for resol ution of

10 di screpancies in rebate anounts; creating s.
11 409.976, F.S.; requiring an annual report;

12 creating s. 409.978, F.S.; authorizing

13 coordination with other prograns; creating s.
14 409.980, F.S.; authorizing the agency to adopt
15 rules; creating s. 409.982, F.S.; authorizing
16 the agency to seek certain waivers; providing a
17 contribution by the agency toward the cost of
18 prescription drugs purchased by program

19 partici pants; anmending s. 409.9066, F.S.

20 requiring the Agency for Health Care

21 Adm ni stration to publish on a website the

22 aver age whol esal e prices of drugs provided

23 t hrough the program requiring the agency to
24 publish additional information to assi st

25 consuners; requiring a report on nethods of

26 pricing pharmaceutical products purchased by
27 the program providing an appropriation

28 providing for severability; providing an

29 ef fective date.

30

31| Be It Enacted by the Legislature of the State of Florida:
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Section 1. Section 409.960, Florida Statutes, is
created to read

409. 960 Popul ar nane. - - Secti ons 409. 960- 409. 982 shal
be known by the popular name "LifeSaver Rx Program"

Section 2. Section 409.962, Florida Statutes, is
created to read

409.962 LifeSaver Rx Program established; findings;
pur pose. - -

(1) It is the finding of the Legislature that

approxi mately one in four residents of Florida have no

prescription drug i nsurance coverage or whol ly i nadequate

prescription drug i nsurance coverage. These uninsured

residents pay excessive prices for prescription drugs, far

hi gher prices than are paid by nanaged care organi zati ons,

i nsurance conpani es, and the Federal Governnent for the sane

nedi ci nes and dosages. In many cases, these excessive drug

prices have the effect of denying residents access to

nedi cally necessary care, thereby threatening their health and

safety. Many Florida residents require repeated doctor or

nedi cal clinic appointnents, having becone sicker because they

could not afford to purchase the prescription drugs prescribed

for them Many residents are adnmitted to or treated at

hospital s each year because they cannot afford the

prescription drugs that could have prevented the need for

hospitalization. Many others enter expensive institutional

care settings because they cannot afford the necessary

prescription drugs that could have supported them outsi de of

an institution. In each of these circunstances, state nedica

assi stance prograns, including the Medicaid program literally

pay the price. One mmjor reason uninsured residents pay such

high prices for prescription drugs is that, unlike insured
3
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residents, they have no prescription benefits nmanager

negotiating a fair price with drug conpanies on their behalf.

State governnent currently provides prescription drugs and

acts as a prescription benefit manager through a variety of

heal th plans and assi stance prograns and, in 2001, the

Legi sl ature expanded the state's role in negotiating better

prescription drug prices for Medicaid. State government is the

only agent that, as a practical matter, can play an effective

role as a narket participant on behalf of all residents who

are uni nsured or underinsured. The state can and shoul d act as

a prescription benefit nmanager, negotiating drug rebates and

using these funds to reinburse retail pharnmacies for offering

| ower drug prices.

(2) Recognizing that the state already acts as a

prescription benefit nmanager for a variety of health plans and

assi stance prograns, including the Medicaid program the

Li feSaver Rx Programis established within the Agency for

Health Care Administration. The purpose of the programis to

expand Medicaid eligibility for prescription drug benefits

only, at a level that does not exceed avail abl e fundi ng,

t hereby providing prescription drug coverage to new

popul ati ons by expanding the state's role as a participant in

the prescription drug nmarket pl ace, negotiating rebates from

drug conpani es, and using the funds from such rebates to nmake

prescription drugs nore affordable to Florida residents. Each

program partici pant shall receive a discount toward the

purchase of all prescription drugs that are covered by the

Fl orida Medicaid program The Legislature finds that such a

programw ||l inprove public health and welfare, pronote the

econom ¢ strength of our society, and substantially benefit
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1| state health assi stance prograns, including the Medicaid

2 | program

3 Section 3. Section 409.964, Florida Statutes, is

4| created to read

5 409.964 Definitions.--As used in this act, unless the
6 | context otherw se indicates, the term

7 (1) "Agency" neans the Agency for Health Care

8 | Adni ni stration.

9 (2) "Labeler" neans an entity or person that receives
10 | prescription drugs froma manufacturer or whol esal er and

11 | repackages those drugs for later retail sale and that has a
12 | | abel er code fromthe federal Food and Drug Adninistration
13 | under 21 CF.R s. 207.20 (1999).

14 (3) "WManufacturer" neans a manufacturer of

15| prescription drugs and includes a subsidiary or affiliate of a
16 | manuf act urer.

17 (4) "Participating retail pharnacy" neans a retai

18 | pharnacy or other business |icensed to di spense prescription
19 | drugs in this state that:

20 (a) Participates in the state Medicaid program or

21 (b) Agrees to participate in the LifeSaver Rx Program
22 (5) "Progrant neans the LifeSaver Rx Program

23 (6) "Secretary" neans the Secretary of Health Care

24 | Adnministration or the secretary's designee.

25 (7) "Qualified resident" means an uni nsured resident
26 | of the state who has obtained fromthe agency a LifeSaver Rx
27 | Program enrol | nent card.

28 Section 4. Section 409.966, Florida Statutes, is

29 | created to read:

30 409.966 Prescription drug discounts; negotiation of
31| discounts or rebates; calcul ation of discounts.--The secretary
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shal | operate the program as a state pharnmaceutical assistance
programunder 42 U.S.C. s. 1396r-8(c)(1)(Q (i) (I1l) to provide
di scounts to participants for prescription drugs covered by a

rebat e agreenent.

(1) The secretary shall negotiate di scount prices or

rebates for prescription drugs fromdrug nanufacturers and

| abel ers for the program Using suns from negoti ated rebates,

t he agency shall contract with participating retail pharnacies

to deliver discounted prices to program partici pants.

(2) |In negotiating discount or rebate terns, the

secretary shall take into consideration

(a) The rebate cal cul ated under the Medicaid rebate

program pursuant to 42 U S. C. s. 1396r-8§;

(b) The price provided to eligible entities under 42
U S C s. 256b; and
(c) Any other available information on prescription

drug prices, discounts, and rebates.

(3) The secretary nmay consi der any suppl enental
rebate negotiated pursuant to s. 409.912(38)(a)7.
(4) The drug discounts received by program

partici pants shall be calculated by the secretary on a

guarterly basis.
Section 5. Section 409.968, Florida Statutes, is
created to read

409.968 Discounted prices for program participants. --

(1) Each program participant's paynent shall be equa

to the Medicaid all owabl e charge for the prescription mnus

t he paynent nade by the agency. The paynent nade by the agency

shal|l include the estinated manufacturer rebate plus the state

subsi dy per prescription as provided under this act and the

6
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1| federal matching share for the state general revenue

2| contribution.

3 (2) A participating retail pharmacy shall charge the
4| Medicaid all owable rate for prescription drugs sold to

5] participants in the program

6 (3) The participating retail pharnmacy shall be

7 | reinbursed by the agency at the agency's manufacturer

8 | estimated rebate anount.

9 (4) The programas established in s. 409.962 is not an
10 | entitl enent.

11 Section 6. Section 409.970, Florida Statutes, is

12 | created to read:

13 409.970 Programeligibility.--

14 (1) Anindividual is eligible to participate in the
15| programif he or she:

16 (a) |Is aresident of the state;

17 (b) |Is 65 years of age or older and is a Medicare

18 | partici pant;

19 (c) Has a net fanmily incone at or bel ow 200 percent of
20| the federal poverty level in year 1 and at or bel ow 300

21 | percent of the federal poverty level in year 2 and thereafter
22 (d) Has exhausted all third-party prescription

23 | coverage; and

24 (e) Requests to be enrolled in the program

25 (2) Anindividual is ineligible to participate in the
26 | programif he or she is eligible for assistance under the

27 | state's Medicaid program

28 (3) The agency shall establish sinple procedures for
29 | enrolling program participants. Such procedures shall include
30| the assessnent of an annual enrollnent fee of up to $50 per
31| enroll ee. The agency shall undertake outreach efforts to build

.
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publ i ¢ awareness of the program and naxi m ze enrol | nent by

eligible residents. Revenues generated from program enrol | nent

fees and rebates fromdrug manufacturers shall be used for

but not be linited to, offsetting state costs to adm nister

the program the purchase of prescription drugs, and any

publ i ¢ awar eness canpai gns.
Section 7. Section 409.972, Florida Statutes, is
created to read

409. 972 Program operation. --
(1) The Board of Pharmacy, as created by s. 465. 004,
in consultation with the agency, is authorized to adopt rul es

pursuant to ss. 120.536(1) and 120.54 requiring disclosure by

participating retail pharnacies to program participants of the

anount of savings provided as a result of the program Such

rules nust protect information that is proprietary in nature.

(2) Participating retail pharmacies shall be paid in

advance for programdi scounts or shall be reinbursed by the

agency on a weekly or biweekly basis, in accordance with

contracts between the agency and such busi nesses.

(3) The agency shall collect fromthe participating

retail pharmacies utilization data necessary to cal culate the

amount of the rebate fromthe manufacturer or |abeler. The

agency shall protect the confidentiality of all information

subject to confidentiality protection under the laws of this

state or federal laws, rules, or regul ations.
Section 8. Section 409.974, Florida Statutes, is
created to read

409.974 Discrepancies in rebate

anounts. --Di screpancies in rebate anpunts nust be resol ved

usi ng the process established in this section
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(1) |If there is a discrepancy in the manufacturer's or

| abel er's favor between the anpunt clained by a participating

retail pharmacy and the anpbunt rebated by the manufacturer or

| abel er, the agency, at the agency's expense, nmay hire a

nmut ual | y agreed-upon i ndependent auditor. |If a di screpancy

still exists following the audit, the manufacturer or |abeler

shall justify the reason for the di screpancy or nmake paynent

to the agency for any additional anobunt due.

(2) If there is a discrepancy against the interest of

the manufacturer or labeler in the informati on provided by the

agency to the nmanufacturer or |abeler regarding the

manuf acturer's or | abeler's rebate, the manufacturer or

| abel er, at the manufacturer's or |labeler's expense, may hire

a nmutual ly agreed-upon i ndependent auditor to verify the

accuracy of the data supplied to the agency. If a discrepancy

still exists following the audit, the agency shall justify the

reason for the discrepancy or refund the manufacturer or

| abel er.
(3) Following the conpletion of procedures established

in subsection (1) or subsection (2), the agency, the

manuf acturer, or the | abeler may request a hearing. Hearings
shal | be conducted pursuant to ss. 120.569 and 120. 57.
Supporting docunmentation nust acconpany the request for a

heari ng.

Section 9. Section 409.976, Florida Statutes, is
created to read

409.976 Report.--The agency shall provide a report on

the enroll nent and financial status of the programto the

Governor, the President of the Senate, and the Speaker of the

House of Representatives by the second week in January each

year.
9
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1 Section 10. Section 409.978, Florida Statutes, is

2| created to read

3 409.978 Coordination with other prograns.--The

4 | secretary shall conbine drug pricing negotiations to nmaxinize
5] drug rebates when the secretary determnes that the

6 | conbi nati on of such negotiations is beneficial to both the

7 | LifeSaver Rx Program and another state program including the
8 | state Medicaid program

9 Section 11. Section 409.980, Florida Statutes, is

10 | created to read:

11 409. 980 Rul enmaki ng.--The agency is authorized to adopt
12 | rules pursuant to ss. 120.536(1) and 120.54 to i nplenent the
13 | provisions of this act. Such rules shall include eligibility
14 | requirenents, limts on participation, benefit limtations, a
15| requirenent for generic drug substitution, and ot her program
16 | paraneters conparable to those of the Medi caid program

17 Section 12. Section 409.982, Florida Statutes, is

18 | created to read:

19 409.982 Wi vers.--The agency shall seek any wai vers of
20| federal law, rule, or regulation necessary to inplenent the
21 | provisions of this act in year 1. In year 2 and thereafter
22 | the agency shall seek any additional waivers of federal |aw,
23| rule, or regulation necessary to inplenent the provisions of
24 | this act.
25 Section 13. The agency shall contribute toward the
26 | cost of each prescription purchased by the program
27 | parti ci pant.
28 Section 14. Section 409.9066, Florida Statutes, is
29 | anended to read:
30 409. 9066 Medicare prescription discount program --
31
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(1) As a condition of participation in the Florida
Medi cai d program or the pharnaceuti cal expense assi stance
program a pharnmacy nust agree to charge any individual who is
a Medicare beneficiary and who is a Florida resident show ng a
Medi care card when he or she presents a prescription, a price
no greater than the cost of ingredients equal to the average
whol esal e price minus 9 percent, and a dispensing fee of
$4. 50.

(2) In lieu of the provisions of subsection (1), and
as a condition of participation in the Florida Mdicaid
program or the pharmaceutical expense assistance program a
phar macy nust agree to:

(a) Provide a private voluntary prescription discount
programto state residents who are Medicare beneficiaries; or

(b) Accept a private voluntary discount prescription
program from state residents who are Medicare beneficiaries.

Di scounts under this subsection nust be at |east as great as
di scounts under subsection (1).

(3) The Agency for Health Care Administration shal
publish, on a free website available to the public, the nobst

recent average whol esal e prices for the 200 drugs nost

frequently dispensed to the elderly and, to the extent

possi bl e, shall provide a nechanismthat consuners may use to

calculate the retail price that should be paid after the

di scount required in subsection (1) is applied.
Section 15. By January 1, 2004, the Agency for Health
Care Administration shall subnit to the Legislature a report

regardi ng the cost-effectiveness of, and alternatives to,

usi ng average wholesale price in the pricing of pharnaceutica

products purchased by the Medicaid program
11
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Section 16. The Legislature shall appropriate fromthe

Ceneral Revenue Fund to the Agency for Health Care

Adm ni stration an anount that is sufficient to i nplenent the

provisions of this act.

Section 17. |If any provision of this act or the

application thereof to any person or circunstance is held

invalid, the invalidity shall not affect other provisions or

applications of the act which can be given effect w thout the

invalid provision or application, and to this end the

provisions of this act are decl ared severabl e.

Section 18. This act shall take effect upon beconming a

| aw.
STATEMENT OF SUBSTANTI AL CHANGES CONTAI NED I N
COW TTEE SUBSTI TUTE FOR
Senate Bill 2098
This Conmittee Substitute for Senate Bill 2098 does the
fol | owi ng:

quiring that an individual
ow 200 Bercent of the FPL in
bel ow 300 percent of the FPL

Changes the incone eligibility, re
have™a net famly incoie at or be

year one of the programand at or

in year two and thereafter

Renoves the requirenent of a two percent state contribution
from general revenue for each Prescrlptlon, but retains
Iagguage that a state contribution for prescriptions wll be
made.

Requires the Agency for Health Care Administration to publish
onits website the nost recent average whol esale prices for
the 200 drugs nost frequently dispenSed to the eIderIY and to
provide a nechanismfor_ consuners to calculate the retai

price that should be paid under the Medicare prescription

di scount progran1 The agency is required to submt a report by
January 1, 2004, regarding alternatives to using the average
whol esal e price in pricing drugs purchased by the Mdicaid

Program
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