Fl ori da Senate - 2005 SB 464
By Senator Canpbell

32-479-05
1 A Dbill to be entitled
2 An act relating to state pharnaceutica
3 prograns; providing definitions; creating a
4 prescription drug assistance cl earinghouse
5 program requiring costs of the programto be
6 pai d by drug manufacturers; providing for the
7 transfer of ownership of the programto the
8 state; establishing a pharmaceutical discount
9 card program providing for eligibility for
10 participation in the pharmaceuti cal discount
11 card program creating a programto obtain
12 favorabl e pharnaceutical prices for state
13 agenci es and other entities; requiring a
14 proposed pricing schedule; creating the
15 Phar maceuti cal Cost Managenent Comm ssion
16 within the Executive Ofice of the Governor
17 establ i shing nmenbershi p; establishing powers
18 and responsibilities of the conm ssion
19 provi ding reporting requirenents; authorizing
20 an investigation into the feasibility of
21 pur chasi ng Canadi an drugs; authorizing the
22 establishnent of a pricing schedule
23 aut horizing expl oration of nunmerous strategies,
24 policies, and prograns, including, but not
25 limted to, referenced prices for prescription
26 drug purchases and pricing in the state;
27 authorizing inplementation of certain
28 desi gnat ed prograns; prohibiting restraint of
29 trade; providing civil and criminal penalties;
30 provi ding for advertising costs to be reported
31 to the Governor and the Legislature; providing
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rul emaki ng authority; providing an effective

dat e.

WHEREAS, the rising cost of prescription drugs has
caused a significant hardship on individuals who have limted
budgets, are uninsured, or have prescription coverage that is
insufficient to cover costs successfully due to cost shifting
and di sparate pricing policies, and

WHEREAS, the average cost per prescription for seniors
rose significantly between 1992 and 2000, and is expected to
continue increasing significantly through 2010, and

WHEREAS, there is an increasing need for the residents
of this state to have affordabl e access to prescription drugs,
and

WHEREAS, the Legislature does not intend the inposition
of the progranms under this act to penalize or otherw se
j eopardi ze the benefits of veterans and other beneficiaries of
federal drug prices, and

WHEREAS, in an effort to pronote healthy communities
and to protect the health and welfare of residents of this
state, the Legislature finds that it is its responsibility to
make every effort to provide affordable prescription drugs for

all residents of this state, NOWN THEREFORE

Be It Enacted by the Legislature of the State of Florida:

Section 1. (1) SHORT TITLE.--This section nay be

cited as the "Pharnmaceutical Availability and Affordability
Act . "
(2) DEFINITIONS.--As used in this section, the term

2
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1 (a) "Advertising or marketing" neans any manner of

2| communication of information, directly or indirectly, which is
3| paid for and usually persuasive in nature concerning products,
4| services, or ideas related to pharmaceuticals by identified

5| sponsors through various nedia, persons, or other forms as

6| further defined by rule.

7 (b) "Average wholesale price" or "AW" neans the

8| ampunt deternmined fromthe |atest publication of the Bl uebook
9| a universally subscribed pharnmacists' reference guide annually
10| published by the Hearst Corporation. Average wholesale price
11| or AWP may al so be derived electronically fromthe drug

12| pricing database synonynous with the |atest publication of the
13| Bluebook and furnished in the National Drug Data File (NDDF)
14| by First DataBank, Inc., a provider of conprehensive drug

15| information to health care professionals and a subsidiary of
16| the Hearst Corporation.

17 (c) "Dispensing fee" nmeans the fee charged by a

18| pharmacy to di spense pharmaceuticals.

19 (d) "Drug manufacturer" or "pharnmaceutica
20| manufacturer"” means any entity that is engaged in:
21 1. The production, preparation, propagation
22| conpoundi ng, conversion, or processing of prescription drug
23| products, directly or indirectly, by extraction from
24| substances of natural origin, independently by neans of
25| chemical synthesis, or by a conbination of extraction or
26| chem cal synthesis; or
27 2. The packaging. repackaging, |abeling, relabeling
28| or distribution of prescription drug products. Drug
29| manuf acturer or pharnaceutical manufacturer does not include a
30| wholesale distributor of drugs or a retail pharmacy licensed
31| under state |aw
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1 (e) "Federal supply schedule" or "FSS' neans the price
2| available to all federal agencies for the purchase of

3| pharmaceuticals authorized in the Veterans Health Care Act of
41 1992, Public Law 102-585. FSS prices are intended to equal or
5| better the prices manufacturers charge their nost-favored

6| nonfederal custoners under conparable ternms and conditions.

7 (f) "Multiple-source drug" neans a drug for which

8| there are two or nore drug products that are rated as

9| therapeutically equivalent according to the federal Food and
10| Drug Administration's nost recent publication of "Approved

11| Drug Products with Therapeutic Equival ence Eval uations,"

12| except as otherwi se provided in this subsection, and that are
13| pharmaceutically equivalent and bi oequivalent, as determ ned
14| by the federal Food and Drug Administration.

15 (g) "lnnovator drug" means a drug that is produced or
16| distributed under an original new drug application approved by
17| the federal Food and Drug Administration, including a drug

18| product marketed by any cross-licensed producer or distributor
19| operating under the new drug application and any
20| nultiple-source drug that was originally marketed under an
21| original new drug application approved by the federal Food and
22| Drug Adnministration. An innovator drug may be referred to as a
23 |"brand" drug.
24 (h) "Noninnovator drug" nmeans a nultiple-source drug
25| that is not an innovator drug. A noninnovator drug may be
26| referred to as a "generic" drug.
27
28| Paragraphs (f), (g)., and (h) do not apply if the federal Food
29| and Drug Administration changes by regulation the requirenment
30| that, for purposes of the publication described in paragraph
31((f), in order for drug products to be rated as therapeutically
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1| equivalent, they must be pharmaceutically equivalent and

2| bioequival ent.

3 (i) "lLabeler" neans an entity or person that receives

4| prescription drugs froma manufacturer or whol esal er and

5| repackages those drugs for later retail sale and that has a

6| labeler code fromthe federal Food and Drug Adninistration

7| pursuant to 21 CF. R s. 207.20 (1999).

8 (j) "Person" nmeans any natural person or corporation

9| partnership, conpany, trust, or association of persons.
10 (k) "Pharmaceutical drug detailing” or "detailing”
11| neans the function perforned by a sales representative who is
12| enployed by a pharmaceutical manufacturer for the purpose of
13| promoting pharmaceutical drugs or related products, providing
14| education about pharmaceutical drugs or related products, or
15| providing sanples of pharnmaceutical drugs, related products,
16| or related materials, gifts, food, or neals.
17 (1) "Savings" nmeans the difference between the
18| previous price of a prescription drug, including any
19| discounts, rebates, or price containnments, and the current
20| price after July 1, 2005, for the Departnent of Managenent
21| Services, the state children's health insurance program the
22| Medicaid and workers' conpensation prograns, or other prograns
23| that are payors for prescription drugs.
24 (M "Sole source" neans a pharmaceutical that provides
25| a_uni gue and powerful advantage available in the market to a
26| broad group of patients established under federal |aw.
27 (n) "Pharmaceutical Cost Managenent Conmi ssion" or
28 |"conmmi ssion" means the conmi ssion created pursuant to
29| subsection (7).
30 (3) CREATION OF CLEARI NGHOUSE PROGRAM - -
31

5
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(a) There is created the state prescription drug

assi stance cl earinghouse program FEach brand pharmaceutica

manuf acturer shall create and inplenment a programto assi st

state residents who have | ow i nconmes or are uninsured to gain

access to prescription nedications through existing private

and public progranms and prescription drug assi stance prograns

of fered by manufacturers, including discount and coverage

prograns. Fach brand pharnaceutical nmanufacturer shall use

avai |l abl e conputer software prograns that provide an eligible

individual with access to the appropriate private or public

prograns relating to the individual's nedically necessary

drugs. Each brand pharmaceutical manufacturer shall provide

education to individuals and providers to pronpte the program

and to _expand enrol |l ment and access to necessary nedications

for lowincone or uninsured individuals gqualifying for the

prograns. A participating brand pharnmaceutical manufacturer is

responsible for the cost of establishing the program and

runni ng the programuntil June 20, 2006, when the ownership of

the technol ogy, the website, and other program features shal

be transferred to the state. The Secretary of Health and the

Director of the Ofice of |Insurance Regul ation shall provide

joint oversight over the establishnment and construction of the

program and program features prior to the transfer of

ownership to the state. The conmi ssion shall recomend the

state agency that will own, control, and operate the program

technol ogy, and program features, and shall include such

recommendation in its report on or before Septenber 1, 2005,

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

of the House of Representatives. In addition, each

pharmaceuti cal manufacturer shall report to the Office of

Program Policy Analysis and Governnent Accountability on a
6
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nmonthly basis all activities related to the inplenmentation of

this program including the nunber of residents served and the

services provided.

(b) Each participating brand pharnmaceutica

manuf act urer _shall contribute funding for pronpting the

public-relations program attendant to the establishnent of the

program Each participating brand pharmaceutical manufacturer

is responsible for the cost of establishing the program and

the cost of the ongoing program regardl ess of the date of

transfer of ownership of the programto the state, unti
Decenber 31, 2005.

(4) PHARMACEUTI CAL DI SCOUNT CARD PROGRAM
ESTABLI SHMENT; ELI G BLE | NDI VI DUALS; DI SCOUNT PASS THROUGH
TERMS. - -

(a) There is established a discount card programto

provide | owincone, uninsured individuals with access to

prescription drugs from participating brand pharnaceutica

conpani es and pharnmaci sts through a state-sponsored di scount

card programor a program that extends current prescription

drug assi stance prograns by brand pharnmaceutica

manuf act urers.

1. Eliqgible individuals include uninsured residents

having incones of up to 200 percent of the federal poverty

| evel who have not been covered by a prescription drug

program whether public or private, for at |east 6 nonths

bef ore applying for the discount card program

2. The state nmay negotiate voluntary discounts with

brand pharmaceuti cal manufacturers and pharmacists if the

total discount received fromthe manufacturer passes through

to the eliqgible resident.
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3. Failure of a brand pharmaceutical manufacturer to

participate in the voluntary discount card program shall not

result in prior authorization on drugs in the Medicaid program

which would not otherw se be subject to prior authorization

but for the failure of the manufacturer to participate in this

program
4. The state may not establish a formulary or

preferred drug |list as part of the discount card program

(b) FEach brand pharmaceutical nmanufacturer may extend

existing prescription drug assistance prograns to eligible

residents of this state. Eliqgible individuals include

uni nsured residents of this state having incones of up to 200

percent of the federal poverty |evel who have not been covered

by a prescription drug program whether public or private, for

at least 6 nonths before applying for the program

(c) The program established under this section shal

be structured so that a nenber presenting a discount card at a

participating pharmacy will receive the full benefit of the

pharmacy discount, as well as the manufacturer's discount, at

the point of sale. The program or the pharnmacy benefit manager

contracted by the program shall coordi nate the drug di scount

information provided by participating pharnmacies and

manuf acturers so that the avail able drug di scounts are

provided to the nenber at the point of sale.

(d) A manufacturer participating in the voluntary

proagram est abli shed under this section shall cooperate with

the program or the pharmacy benefit nmanager contracted by the

programto provide the current |list of drugs and the

percent age of discount fromthe AW for such drugs, or the

rebates that the manufacturer provides under the program It

is the intent of the lLegislature that adequate drug price and
8
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di scount or rebate information be provided by the manufacturer

such that the program and participating pharmacies will have

avail abl e drug prices and di scounts or rebates at the point of

sale. Aretail pharnmacy is responsible for no nore than 50

percent of the discount offered by the manufacturer to the

partici pant.

1. A pharmacy participating in a voluntary program

establ i shed under this section is responsible for no nore than

50 percent of the discount offered by the manufacturer to the

participant, and shall be paid a dispensing fee of no nore

that $3.50 per prescription with regard to prescriptions

filled under the program

2. Upon the presentation of a valid discount card,

paynent for the prescription, and satisfaction of other

appropriate criteria for having his or her prescription

filled, the cardholder's prescription shall be filled by a

participating pharmacy. To acconplish the transaction, the

participating pharmacy shall electronically transmt the

transaction to the program or pharnacy benefit nanager

contracted by the program for processing. The program or the

program s pharmacy benefit manager, shall determnine the

di scounted cost of the drug, including the discount provided,

the discount provided by the pharmacy, the discount or rebate

provi ded by the manufacturer, the pharmacy di spensing fee, and

any pharnacy benefit manager transaction fee. The program or

t he pharnmacy benefit nmanager shall then transmt to the

manuf acturer _an el ectroni c _statenent of the anpunt the

manuf acturer _owes on the transaction to cover the

manuf acturer's di scount or rebate and the program s or

pharmacy benefit manager's processing fee. The nmanufacturer

shall, at | east every 14 days, transm t such nonetary anpunts
9
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for the transaction to the programor the programi s pharnacy

benefit manager, and the programor the programi s pharnacy

benefit manager shall imrediately pass the discount or rebate

ampunts back to the participating pharmacy that originated the

transaction.

(e) FEach pharmaceutical nmanufacturer shall report

nonthly to the Office of Program Policy Analysis and

Governnent Accountability all activities related to the

inmplenmentation of this program including the nunber of

residents served and the services provided, as well as the

benefits, costs, and discounts obtained.
(5) CREATION OF PROGRAM ADM NI STRATI VE SUPPORT:;
MEDI CAl D AND CHI P PROGRANMS. - -

(a) There is created a programto obtain favorable

pharmaceutical prices for state agencies and other qualified

entities.

(b) The Medicaid program and this state's children's

health insurance program are exenpt from participating in this

program until approval by the Centers for Mdicare and

Medi cai d Services has been granted if it is determ ned to be

required by the conm ssion.

(c) Adnministrative staff support for the program shal

be provided by the departnents represented on the conmi SsSion

(d) The conmmi ssion shall establish a pricing schedule

using or referencing the FSS prices, or using or referencing

the price, as adjusted for currency valuations, set by the

Pat ent ed Medicine Prices Review Board in Canada or any other

appropriate referenced price that will mnmaxim ze savings to the

br oadest percentage of the population of this state.

(e) By Septenber 15, 2005, the commi ssion shall report

to the Legislature the pricing schedul e devel oped and a
10
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1| strategic plan for inplenmentation. The conmi ssion shal

2| inplenment the proposed pricing schedule and strategic plan

3| upon approval by the Legislature that the proposed pricing

4| schedule and strateqy are the nost effective nethod of

5| reduci ng pharnmaceutical prices for the residents of this

6| state.

7 (f) Aqualified entity, including, but not limted to,
8| Licensed private insurers, self-insured enployers, free

9| clinics, and other entities that provide pharmaceuticals

10| directly or through sone form of coverage to the residents of
11| this state shall have an option to apply for participation in
12| the programin the form and manner established by the

13| commi ssion. The conmi ssion may approve or deny participation
14| through review of docunentation determ ned to be necessary for
15| full consideration and as established by rule. The conmi ssion
16| shall consider, but not be limted to, the fiscal stability
17| and size of each applicant.

18 (g) A pharmaceutical manufacturer may request that a
19| waiver fromthe pricing schedule be granted by the conmi ssion
20| for a particular drug in which the devel opnent, production
21| distribution costs, and other reasonable costs and reasonable
22| profits, exclusive of all marketing and advertising costs as
23| determ ned by the conmission, are nore than the pricing
24| schedule rate of the pharnmaceutical or in those cases in which
25| the pharmaceutical in qguestion has a sole source. The
26| determ nation of reasonable costs and reasonable profits may
27| fluctuate between different pharmaceuticals under
28| consideration by the comm ssion. The commi ssion shal
29| determine by rule the fees to be paid by the applicant at the
30| time a waiver request is made and the required docunentation
31| is subnitted.

11
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1 (6) MILTI STATE DI SCUSSI ON GROUP. - - For _t he purposes of

2| review ng or anmending the program establishing the process for
3| making pharmaceuticals nore available and affordable to the

4| residents of this state, the state may continue to enter into
5| nultistate discussions and agreenents. For purposes of

6| participating in these discussions, the state shall be

7| represented by menbers of the conmi ssion.

8 (7) PHARMACEUTI CAL COST MANAGEMENT COWMM SSI ON. - -

9 (a) There is created the Pharnmaceutical Cost

10| Managenent Conmmission within the Executive Office of the

11| Governor consisting of 10 menbers.

12 1. The following five state officials shall be nenbers
13| of the conmi ssion:

14 a. The Secretary of Managenent Services, or his or her
15| desi gnee;

16 b. The Secretary of Elderly Affairs, or his or her

17| desi gnee;

18 C. The Secretary of Health Care Administration, or his
19| or her designee;
20 d. The executive director of the Office of |nsurance
21| Regul ation, or his or her designee; and
22 e. The deputy secretary of the Division of Health
23| Quality Assurance within the Agency for Health Care
24| Administration, or his or her designee.
25 2. The Governor shall appoint the follow ng public
26| nenbers to the comm ssion:
27 a. A licensed pharmaci st enployed by a community
28| retail pharnmacy;
29 b. A representative of a pharmaceutical manufacturer
30| having substantial operations |ocated in this state and which
31| has at least 750 enployees;

12
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C. A primary care physician

d. Acitizen of this state who will directly benefit

fromthe establishnment of discount drug prograns; and

e. Acitizen of this state who has experience in the

finance, devel opnent, or nmanagenent of a health insurance

conpany that provides pharnmaceutical coverage

3. Conmmi ssion nenbers shall be appointed to terns of 4

vears each. Any vacancy on the commission shall be filled in

the sane manner as the original appointnent. A nenber may be

removed by the Governor for cause. Any nenber appointed to

fill a vacancy occurring because of death, resignation, or

ineligibility for nmenbership shall serve only for the

unexpired termof the nenber's predecessor. A nenber is

eligible for reappointnent.

4. Menbers of the conmission shall serve wi thout

conpensation, but are entitled to reinbursement for per diem

and travel expenses as provided in section 112.061, Florida

St at ut es.

5. The Secretary of ©Managenent Services shall serve as

chai rperson of the comm ssion, which shall neet at tinmes and

pl aces specified by the chairperson or upon regquest of two

nenbers of the commi ssion.

(b) The conmm ssion has the power and authority to:

1. Contract for the purpose of inplenenting the

cost-contai nnent _provisions of this section;

2. File suit;

3. Execute, as pernitted by applicable federal |aw

prescription drug purchasi ng agreenents with:

a. Any departnment, agency, authority, institution

program any agency or program of the federal governnent, a

guasi-public corporation and political subdivision of this
13
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state, including, but not limted to, the children's health

insurance program the Departnent of Corrections, the

Departnment _of Juvenile Justice, the Workers' Conpensation

Adnmi ni stration Trust Fund, a state college or university, a

public hospital, a state or local institution such as a

nursing hone, a veterans' hone, the Agency for Persons w th

Disabilities, a public health departnent, a state program

including, but not linmted to, a program established by this

section or the Division of Health Quality Assurance, if the

contract or agreenent executed with or on behalf of the

Division of Health Quality Assurance contains all necessary

provisions to conply with Title XIX of the Social Security

Act, 42 U S.C. s. 1396 et seq., dealing with pharnmacy services

offered to recipients under the federal nedical assistance

program
b. A governnent of another state or jurisdiction and

its individual departnents, agencies, authorities,

institutions, prograns, quasi-public corporations and

political subdivisions; and

c. A reqgional or nmultistate purchasing alliance or

consortiumthat is forned for the purpose of pooling the

conbi ned purchasing power of the individual nenbers in order

to increase bargaining power.

4. Consider strategies by which this state may nmnage

the increasing costs of prescription drugs and increase access

to prescription drugs for all of the state's residents,

including the authority to explore:

a. The enactnent of fair prescription-drug-pricing
policies;
b. Discount prices or rebate prograns for seniors and

persons wi thout prescription drug coverage;
14
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1 c. Programs offered by pharmaceutical manufacturers

2| which provide prescription drugs free of charge or at reduced
3| prices;

4 d. Requirements and criteria, including the |evel of
5| detail, for prescription drug manufacturers to disclose to the
6| comm ssion expenditures for advertising, marketing, and

7| pronotion, based on aggregate national data;

8 e. The establishnment of counter-detailing prograns

9| ainmed at educating health care practitioners authorized to

10| prescribe prescription drugs about the relative costs and

11| benefits of various prescription drugs, with an enphasis on
12| generic substitution for brand name drugs when avail able and
13| appropriate; prescribing older, less costly drugs instead of
14| newer, nore expensive drugs when appropriate; and prescribing
15| lower dosages of prescription drugs when avail able and

16| appropriate;

17 f. State managenment prograns for diseases ainmed at

18| enhancing the effectiveness of treating certain di seases

19| identified as prevalent anpng this state's population
20 9. Prescription drug purchasing agreements with |arge
21| private-sector purchasers of prescription drugs and including
22| those private entities in pharmacy benefit nmanagenent
23| contracts if a private entity is not conpelled to participate
24| in _a purchasing agreenent;
25 h. The feasibility of using or referencing the federa
26| supply schedule or referencing the price, as adjusted for
27| currency valuations, set by the Patented Medicine Prices
28| Review Board in Canada or any other appropriate referenced
29| price in order to establish prescription drug pricing for
30| brand nane drugs in the state, and to review and deternine the
31| dispensing fees for pharmacies;

15
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i. Joint negotiations for drug purchasing and a shared

prescription drug pricing schedule and shared preferred drug

list for use by the state insurance program the Medicaid

program other state payors, and private insurers, if

possi bl e;
j. Coordination between the Medicaid program the

state insurance programand, to the extent possible, hospitals

and private insurers, for the purpose of developing a uniform

preferred prescription drug list that is clinically

appropriate and that | everages retail prices;

k. Policies that pronpte the use of generic drugs

where appropriate;

|. A policy that precludes a drug manufacturer from

reduci ng the ampunts of drug rebates or otherw se penalizing

an_insurer, health plan, or other entity that pays for

prescription drugs based upon the fact that the entity uses

step therapy or other clinical prograns before a drug is

covered or otherwi se authorized for paynent:

m___Arrangenents with entities in the private sector,

i ncludi ng self-funded benefit plans and nonprofit

corporations, toward conbi ned purchasing of health care

services, health care managenent services, pharnmacy benefits

managenent _services, or pharnaceutical products on the

condition that no private entity be conpelled to participate

in the prescription drug purchasing pool

n. Oher strategies, as permtted under state and

federal law, ained at managi ng escalating prescription drug

prices and increasing affordable access to prescription drugs

for all residents of this state; and

0. The licensing and requlation of pharmaceutica

detailers, including the requirenment of continuing
16
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prof essi onal education, the inposition of fees for licensing

and continuing education, the establishnent of a specia

revenue account for deposit of the fees, and the inposition of

penalties for nonconpliance with |licensing and conti nui ng

education requirenents.

5. Contract with appropriate |l egal, actuarial, and

other service providers required to acconplish any function

within the powers of the commi ssion and to devel op ot her

strategies, as permtted under state and federal |aw,  ained at

managi ng_escal ati ng prescription drug prices and increasing

affordabl e access to prescription drugs for all residents of

this state.

(c) The commi ssion shall report to the Ofice of

Program Policy Analysis and Governnent Accountability on or

before Septenber 1, 2005, and annually thereafter to the

Legi sl ature on Decenber 31, and shall provide recommendati ons

on needed | egislative action and other functions established

by this section or requested by the Office of Program Policy

Anal ysis and Governnent Accountability.

(d) The commi ssion shall imediately conmence a study

of the fiscal inpact to this state of the federal Medicare

Prescription Drug | nprovement and Moderni zati on Act of 2003

and shall report to the Ofice of Program Policy Analysis and

Governnent Accountability on or before October 15, 2005, as to

the findings of the conm ssion.

(e) The commi ssion shall devel op an eval uation

net hodol ogy to certify and audit savings in the discount card

program by deternmining its inpact on the growth and profit of

the pharmaceutical manufacturers in order to ensure that

prices have not been inflated to offset the value or the

di scount card.

17
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(f) The conmi ssion shall evaluate the clearinghouse

program and the discount card program and report to the Ofice

of Program Policy Analysis and Governnent Accountability its

findings and recommendations for further action by the

Leqgi sl ature.

() In addition, the commission shall

1. Determ ne whether the inplenentation of the

prograns_under this section will jeopardize, reduce, or

penalize the benefits of veterans or other recipients of FSS

drug prices, considering their respective copay structures and

the pricing nechanisns of their respective prograns;

2. Commence negotiations to obtain independent

agreenents or nultistate agreenents in as nany as 10 states to

use or reference a pricing schedule; and

3. Determine the ability to establish a savings of 42

percent of the retail cost to be reported to the Office of

Program Policy Analysis and Governnent Accountability.
(8) I NVESTI GATI ON OF CANADI AN DRUGS; WHOLESALI NG,
FEDERAL WAI VERS. - -

(a) The commi ssion and the director of the O fice of

| nsurance Requl ation nmay investigate the feasibility of

purchasi ng prescription drugs from sources in Canada, which

may include the feasibility of the state or an instrunentality

thereof serving as a whol esale distributor of prescription

drugs in the state.

(b) Upon a determnation by the comm ssion or the

Director of the Ofice of Insurance Regul ation that such

purchases are feasible and in the best interests of the

residents of the state, the comm ssion or the director nmay

pursue waivers fromthe Federal Government, including without

limtation the United States Food and Drug Adninistration, as

18
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necessary for the state to acconplish prescription drug

purchasing from sources in Canada. However, if such waiver is

not granted, the comm ssion may take necessary legal action

(c) Upon a favorable finding by the appropriate

federal agency or court, notw thstanding any provision of |aw

to the contrary, the comm ssion or the Director of the Office

of Insurance Requlation may establish and inplenent a

net hodol ogy to provi de whol esale drugs to |icensed pharnmaci es

located within this state.
(9) D RECTOR' S PONERS; ABILITY TO ENTER DRUG
PURCHASI NG _CONTRACTS. - - Not wi t hst andi ng_any provision of law to

the contrary, this section does not |linit the powers and

authority granted to the Director of the Ofice of lnsurance

Requl ation. Notwi thstanding any provision of lawto the

contrary, the Director of the Ofice of Insurance Regul ation

nRy execute prescription drug purchasi ng agreenents.
(10) AGENCY' S MANAGEMENT ABI LI TY CONTI NUED. - -Thi s

section does not limt the ability of a state agency to enter

into contracts or _arrangenents or to otherw se manage its

pharmacy programs until such tinme as the prograns created or

aut hori zed pursuant to this section are inplenented.
(11) RESTRAINT OF TRADE; CIVIL AND CRI M NAL VI O ATI ONS
DEFI NED. - -

(a) Two or nore persons may not contract or conspire:

1. For the purpose or with the intent, to fix,

control, or maintain the market price, rate, or fee of

phar maceutical s; or

2. To allocate or divide custoners or markets, whether

functional or geographic, for any pharnmaceuti cal

(b) A person nmay not establish, maintain, or use a

monopoly or attenpt to establish a nonopoly of trade or
19
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commerce, any part of which is within this state, for the

purpose of or with the intent to exclude conpetition or to

control, fix, or mmintain pharnaceutical prices.

(c) Any person who violates this subsection conmits a

felony of the third degree, punishable as provided in section

775.082, section 775.083, or section 775.084, Florida

Statutes, and nmay be fined in an anpunt consistent with the

Clayton Act, 15 U.S.C. s. 15 et seq., which may include treble

dannges.

(d) Any person who violates this subsection is |liable

for a civil penalty and fine in an _anpunt consistent with the

Clayton Act, 15 U.S.C. s. 15 et seq., which may include treble

danmanges for each viol ation.

(e) Any state attorney may investigate suspected

violations of, and institute criminal proceedi ngs pursuant to,

the provisions of this subsection.

(f) The Attorney Ceneral shall represent the state in

all civil proceedings brought on behalf of the state to

enforce the provisions of this section. After paynent of al

attorney's fees and costs, no |l ess than 50 percent of each

judgnent or settlenent shall be placed in the General Revenue

Fund.
(12) ADVERTI SI NG _COSTS. - -

(a) A manufacturer and | abel er of prescription drugs

di spensed in this state which enploys, directs, or uses

marketing representatives shall report advertising costs for

prescription drugs, based on aggregate national data, to the

commi ssion. This reporting assists the state in its role as a

purchaser of prescription drugs and as an admi ni strator of

prescription drug prodrans, enabling the state to deternine

the scope of prescription drug advertising costs and their
20
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effect on the cost, utilization, and delivery of health care

services, and furthering the role of the state as guardi an of

the public interest.

(b) The commi ssion shall establish the reporting

requi renents concerning information by |abelers and

manuf acturers, which shall include all national aqgdregate

expenses associated with advertising and direct pronotion of

prescription drugs through radi o, television, nrgazines,

newspapers, direct mail, and tel ephone conmmuni cations as they

pertain to residents of this state.

(c) The follow ng are exenpt from di sclosure

requirenents:

1. Free sanples of prescription drugs intended to be

distributed to patients;

2. Paynents of reasonabl e conpensation and

rei nbursenent of expenses in connection with a bona fide

clinical trial. As used in this subsection, "clinical trial"

neans _an _approved clinical trial conducted in connection wth

a _research study designed to answer specific questions about

vaccines, new therapies, or new ways of using known

treatments; and

3. Medical scholarships or other support for nedica

students, residents, and fellows to attend significant

educational, scientific, or policy-making conferences of

national, regional, or specialty nedical or other professiona

associations if the recipient of the scholarship or other

support is selected by the association.

(d) The conmm ssion may establish deadlines for

reporting and the form manner, and docunentation of reporting

required as the conmi ssion determ nes are necessary to

effectuate the purpose of this subsection. The comm Ssion
21
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1| shall report to the Office of Program Policy Analysis and

2| Governnment Accountability, in an aggregate form the

3| information provided in the required reporting.

4 (13) STATE ROLE. --For purposes of inplenenting this

5| section, the conm ssion may negotiate pharnmaceutical prices to
6| be paid by program participants. These negotiated prices shal
7| be available to all prograns.

8 (14) RULEMAKI NG --The conmi ssion mry adopt rules to

9| adnminister this section.

10 (15) POTENTIAL USE OF SAVINGS. --Savings identified by
11| all program participants shall be quantified and certified to
12| the conmission and included in the annual report of the

13| conmmission to the Governor, the President of the Senate, and
14| the Speaker of the House of Representatives. Savings., or any
15| part thereof, created by the inplenentation of this section
16| may, in the sole discretion of the Legislature, be directed
17| towards the maintenance of existing state health progranms and
18| the expansion of insurance prograns for the uninsured and

19| underi nsured.

20 Section 2. This act shall take effect July 1, 2005
21
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1 R S I R I S I S

2 SENATE SUMVARY

3 Creates a prescription drug assistance cl eari nghouse
program Requires that costs of program be paid by drug

4 manuf acturers. Provides for the transfer of ownership of
the programto the state. Establishes a pharmaceutica

5 di scount card program Provides for eligibility for
participation in the pharmaceutical discount card

6 program Creates the Pharmaceutical Cost Managenent
Commi ssi on. Establishes nmenbershi p. Establishes powers

7 and responsibilities. Provides reporting requirenents.
Aut hori zes an investigation into the feasibility of

8 pur chasi ng Canadi an drugs. Authorizes the establishnment
of a pricing schedule. Authorizes exploration of numerous

9 strategies, policies, and prograns. Authorizes
i npl enentation of certain designated prograns. Prohibits

10 restraint of trade. Provides civil and crinina
penalties. Provides for reporting advertising costs and

11 other reporting to the Governor and Legi sl ature. Provides

12 rul emaki ng authority. (See bill for details.)
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