10

11

12

13

14

15

16
17

18

BILL AS INTRODUCED S5.115
2007 Page 1

S.H15

Introduced by Commiittee on Finance
Date; 2 / 23/9 7
Subject: Health; insurance; prescription drugs; pharmaceuticals; pharmacy
benefit managers; drug education; preferred drug list; pricing;

- confidentiality; pharmacy benefits; prompt pay
Statement of purpose: This bill proposes to increase transparency in
prescription drug information and pricing by limiting fraudulent advertising of
prescription drugs to consumers and health care professionals, requiring notice
to clients by pharmacy benefit managers that certain types of contracts are
available, strengthening the Medicaid preferred drug list, establishing an
evidence-based education program, providing additional pricing information to
the Medicaid éro gram from drog manufacturers, requiring disclosure of
education programs funded by drug manufacturers, and providing enforcement

for prescription drug provisions under the Consumer Fraud Act.

AN ACT RELATING TO INCREASING TRANSPARENCY OF
PRESCRIPTION BRUG PRICING AND INFORMATION

It is hereby enacted by the General Assembly of the State of Vermont:
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Sec. 1. 33 V.5.A. § 1998 is amended to read:
§ 1998. PHARMACY BEST PRACTICES AND COST CONTROL
PROGRAM ESTABLISHED

{a) The director of the office of Vermont health access shall establish and
maintain a pharmacy best practices and cost control program designed to
reduce the cost of providing prescription drugs, while maintaining high quality
in prescription drug therapies. The program shall include:

(1) A Use of 2n evidence-based preferred list of covered prescription

drugs that identifies preferred choices within therapeutic classes for particular

diseases and conditions, including generic alternatives and over-the-counter
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(2) Utilization review procedures, including a prior anthorization review

process.
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(3) Any strategy designed to negotiate with pharmaceutical
manufacturers to lower the cost of prescription drugs for program participants,

including a supplemental rebate program.

(3)(4) Alternative pricing mechanisms, including consideration of using

maximum allowable cost pricing for generic and other prescription drugs.
{6)(5) Alternative coverage terms, including consideration of providing
coverage of over-the-counter drugs where cost-effective in comparison to

prescription drugs, and authorizing coverage of dosages capable of permitting
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the consumer to split each pill if cost-effective and medically appropriate for
the consumer.

€H(6) A simple, uniform prescription form, designed to implement the
preferred drug list, and to enable prescribers and consumers to request an
exception to the preferred drug list choice with a minimum of cost and time to

prescribers, pharmacists and consumers.

centers { C) and FQHC look-alikes when the prescription drug pricing is

more affordaming on partticipants in the Medicaid and Medicaid waiver'

rograms, state emplovees, individuoals under the supervision of corrections

individuals receiving workers’ compensation benefits if applicable, and any

other state or publicly funded purchaser of presc iption drugs, including

contracting with one or more FQHCs or FQHC look-alike (Qfovide case

-management-or-reeord-management-serviees-

(7) A plan to_inform Vermonters of the availability of health services
provided by federally gualified health centers (FOHC) and FOHC look-alikes,
including that prescription drug pricing is more affordable, focusing on
participants in the Medicaid and Medicaid waiver programs, state emplovees,
individuals _under the supervision of corrections, individuals receiving
workers’ compensation benefits if applicable, and any other state or publicly
funded purchaser of prescription drugs.

(8) A joint pharmaceuticals purchasing consortium as provided for in

subdivision (¢)(1) of this section.
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€8)(9) Any other cost containment activity adopted, by rule, by the

director that is designed to reduce the cost of providing prescription drugs
while maintaining high quality in prescription drug therapies.

* K ok
contrdd, program for any other health benefit plan within or outside this state
that agrees ¥Q participate in the program. For entities in Vermont, the director
shall directly or By contract implement the program through a joint
pharmaceuticals purchasing consortium. The joint pharmaceuticals purchasing

consortium shall be offered bn a voluntary basis no later than January 1, 2008

with mandatory participation by state or publicly funded, administered, or

subsidized purchasers to the extent pracsicable and consistent with the

purposes of this chapter, by January 1, 2010.XState or publicly funded

compensation. and any other state or publicly funded purchaser of

-Grass:

{c¥1) The director may implement the pharmacy best practices and cost
control program for any other health benefit plan within or outside this state
that agrees to participate in the program. For entities in Vermont, the director
shall directly _or by contract implement the program through a_joint
pharmaceuticals  purchasing consortium. The joint pharmgceuticals
purchasing consortium_shall be offered on a_yvoluntary basis no later than
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January 1, 2008, with mandatory participation by state or publicly funded,
administered, or subsidized purchasers to the extent practicable and consistent
with the purposes of this chapter, by January 1 _2010. I necessary, the office
of Vermont health access shall seek authorization from the Centers for
Medicare and Medicaid to include purchases funded by Medicaid. “State or
publicly funded purchasers” shall include the department of comrections, the

division of mental health, Medicaid, the Vermont Health Access Program
(VHAP), Dr. Dynasaur, Vermont Rx, VPharm, Healthy Vermonters, Healthy

Vermonters Plus, workers’ compensation, and_any other state or publicly

funded purchaser of prescription drugs.

* ko

(H)(1) The drug utilization review board shall make recommendations to the
director for the adoption of the preferred drug list. The board’s
recommendations shall be based upon evidence-baged considerations of

clinical efficacy, adverse side effects, safety, appropriate clinical trials, and

cost-effectiveness. “Evidence-based” shall have the same meaning as in

section 4261 of Title 18,

sk k¥
{6) The director shall encourage participation in the joint purchasing

consortium by inviting representatives of the programs and entities specified in

a8 (c) (1) of this section to participate as observers or nenvoling members

in the drug utilization review board, and by inviting the representatives to use

the preferred drug list in connection with the plans’ prescription drug coverage.

Sec. 2. 33 V.5.A. § 1998(g) is added to read:
(2) The office shall seck assistance from entities conducting independent

research into the effectiveness of prescription drugs gsuch-asthe-Oresonealthem

VT LEG 218367.v1
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technical and clinical support in the development and the administration of the
preferred drug list and the evidence-based education program established in

subchapter 2 of Title 18.

* * * Pharmaceutical Marketer Disclosures * * *
Sec. 3. 33 V.S.A. § 2005(a)}(3) is amended to read:
(3) The office of the attorney general shall keep confidential all trade

secret information, as defined by subdivision 317(bX%) of Title 1, except that

the office may disclose the information to the department of health and the
office of Vermont heaith access for the purpose of informing and prioritizing

the activities of the evidence-based education program in subchapter 2 of

chapter 91 of Title 18. The department of health shall keep the information

confidential. The disclosure form shall permit the company to identify any
information that it claims is a trade secret as defined in subdivision 317(c)(9)
of Title 1. In the event that the attorney general receives a request for any
information designated as a trade secret, the attorney general shall prompti-y
notify the company of such request. Within 30 days after such notification, the
company shall respond to the requester and the attorney general by either
consenting to the release of the requested information or by certifying in
writing the reasons for its claim that the information is a trade secret. Any

requester aggrieved by the company’s response may apply to the superior court
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of Washington County for a declaration that the company’s claim of trade
secret is invalid. The attomey general shall not be made a party to the superior
court proceeding. Prior to and during the pendency of the superior court
proceeding, the attorney general shall keep confidential the information that
has been claimed as trade secret information, except that the attorney general
may provide the requested information to the court under seal.

Sec. 4. 33 V.8.A. § 2005(a)}{4) is amended and (d) is added to read:

(4) The following shall be exempt from disclosure:

* & k

(D)} scholarship or other support for medical students, residents, and
fellows to attend a significant educational, scientific, or policy-making
conference of a national, regional, or specialty medical or other professional
association if the recipient of the scholarship or other support is selected by the

association; and

(& prescription drug rebates and discounts,

¥ K R

(d) Bisclosures of unrestricted grants for continuing medical education

programs shall be limited to the value, nature. and purpose of the grant and the
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name of the grantee. It shall not include disclosure of the individual

participants in such a program.

* # * Price Disclosure and Certification * * *
Sec. 5. 33 V.5.A. § 2010 is added to read:

§ 2010. ACTUAL PRICE DISCLOSURE AND CERTIFICATION

(a}_A manufacturer of prescription drugs dispensed in this state under a

health program directed or administered by the state shall, on a quarterly basis,

report by National Drug Code the following pharmaceutical pricing criteria to

the director of the office of Vermont health access for each of its drugs:
(1) _the average manufacturer price as defined in 42 U.S.C.

§ 1396r-8(k);
(2) the best price as defined in 42 U.S.C. § 13%6r-8(c}(1¥C); and

(3) the price that each wholesaler in this state pays the manufacturer

to purchase the drug,

(b) When reporting the prices as provided for in subsection (a) of this

section, the manufacturer shall include a summary of its methodology in

determining the price. The office may accept the standards of the National

Drug Rebate agreement entered into by the 1.5, Department of Health and
Human Services and Section 1927 of the Social Security Act for reporting
pricing methodology ar.may adopt its.own-standards-by-raler—-

VT LEG 218367.v1

LRO00191



10
11
12
13

14
15
16
17
18
19
20
21
22

23
24
25

26

A-1593

BILL AS INTRODUCED S.115
2007 Page 11

¢) The pricing information reguired under this section is for drugs defined

under the Medicaid drug rebate program and must be submitted to the director

following its submisston to the federal government in accordance with

42 U.5.C. § 1396r-8(b)(3).

reports &Vﬁfﬂge manufacturer price or best price, the president, chief

executive officer, oradesignated emplovee of the manufacturer shall certify to

the office, on_a form provided by the director of the office of Vermont heaith

access, that the reported prices are same as those reported to the federal

government as required by 42 U1.S.C, § 1395%:8(b)(3) for thé applicable rebate

period. A designated employee shall be an employ@e,who reports directly to

the chief executive officer or president and who has been d ated to make

{d) When a manufacturer of prescription drugs dispensed in this state
reports_the information required under subsection {al of this section, the
president, chief executive officer, or a _designated employee of the
manufacturer shall certify to the office, on a form provided by the director of
the office of Vermont health access, that the reported prices are the same as
those reported to the federal government as reguived by 42 US.C. §

1396r-8(b)(3) for the applicable rebate period. A _designated employee shall

be an emplovee who reports directly to the chief executive officer or president

and who has been delegated to make the certification under this section.

{e) Notwithstanding any provision of law to the contrary, information

submitted to the office under this section is confidential and is not a public

record as defined in subsection 317(b) of Title 1. Disclosure may be made by

the office to an entity providing services to the office under this section;

VT LEG 218367.vt
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however, that disclosure does not change the confidential status of the

information. The information may be used by the entity only for the purpose

specified by the office in its contract with the entity. Data compiled in

aggregate form by the office for the purposes of reporting required by this

section are public records as defined in subsection 317(b) of Title 1, provided
they do not reveal trade information protected by state or federal law,

(f)_The attorney general shall enforce the provisions of this section under

the Vermont consumer fraud act in chapter 63 of Title 9. The attorney general

has the same authority to make rules, conduct civil investigations, and bring

civil actions with respect to acts and practices governed by this section as is

provided under the Verment consumer fraud act.

* & E Heaithy Vermeonters Plug * * *
Sec. 6. 33 V.5.A. § 2003 is amended to read:
§ 2003. PHARMACY DISCOUNT PLANS
(a) The director of the office of Vermont health access shall implement
pharmacy discount plans, to be known as the “Healthy Vermonters” program
and the “Healthy Vermonters Plus” program, for Vermonters without adequate
coverage for prescription drugs. The provisions of seetion1502-ef-this-title

subchapter 8 of this chapter shall apply to the director’s authority to administer

the pharmacy discount plans established by this section.
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(b) The Healthy Vermonters program shall offer beneficiaries an initial

discounted cost for covered drugs. Upen-appreval-by-the-Centers-for Medicare

subsequentlegislative-approvalthe The Healthy Vermonters program and the

Healthy Vermonters Plus program shall offer beneficiaries a secondary

discounted cost, which shall reflect a state payment toward the cost of each
dispensed drug as well as any rebate amount negotiated by the commissioner.

(¢} As used in this section:

(1} “Beneficiary” means any individual enrolled in either the Healthy

Vermonters program or the Healthy Vermonters Plus program.

(2) "Healthy Vermonters beneficiary" means any individual Vermont
resident without adequate coverage:

(A} who is at least 65 years of age, or is disabled and is eligible for
Medicare or Social Security disability benefits, with household income equal to
or less than 400 percent of the federal poverty level, as calculated under the
rules of the Vermont health access plan, as amended; or

(B) whose household income is equal to or less than 300 percent of
the federal poverty level, as calculated under the rules of the Vermont Health
access plan, as amended.

(3} "Healthy Vermonters Plus beneficiary" means any individual
Vermont resident without adequate coverages
tA3 whose household income is greater than 300 percent and equal to

or less than 350 percent of the federal poverty level, as calculated under the
rules of the Vermont health access plan, as amended=er

VT LEG 218367.v1
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* % * PBM Regulation * * *

Sec. 7. 18 V.8.A. chapter 221, subchapter 9 is added to read:

Subchapter 9. Pharmacy Benefit Managers

§ 9471. DEFINITIONS

As used in this subchapter;

S.115
Page 14

(1) “Beneficiary” means an individual enrolled in a health plan in which

coverage of prescription drugs is admipistered by a pharmacy benefit manager

and includes his or her dependent or other person provided health coverage

through that health plan.

(2) “Health insurer” is defined by subdivision 9402(9) of this title and

shall include:

VT LEG 218367 v1
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{A) a health insurance company, a nonprofit hospital and medical

service corporation, and health maintenance organizations;

(B) an emplover, labor union, or other group of persons organized in

Vermont that provides a health plan to beneficiaries who are emploved or

reside in Vermont;

(C) the state of Vermont and any agent or instrumentality of the state

that offers, administers, or provides financial support to state government; and

(D) Medicaid, the Vermont health access plan, Vermont Rx, and any

other public health care assistance program,

(3) “Health plan” means a health benefit plan offered, administered, or
issued by a health insurer doing business in Vermont.

(4)_“Pharmacy benefit management” means an arrangement for the

procurement of prescription drugs at a negotiated rate for dispensation within

this state to beneficiaries, the administration or management of prescription
drug benefits provided by a health plan for the benefit of beneficiaries, or any
of the following services provided with regard to the administration of
pharmacy benefits;

(A)_mail service pharmacy;

(B) _claims processing, retail network management, and payment of

claims to pharmacies for prescription drugs dispensed 1o beneficiaries;

{C) clinical formulary development and management services;

VT LEG 218367.+1
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(D) rebate contracting and administration;

(E) cerfain patient compliance, therapeutic intervention, and generic

substitution programs; and

(F) disease or chronic care management programs.

(5) _“‘Pharmacy benefit manager” means an entity that performs

pharmacy benefit management. The term includes a person orentity in a
contractual or employment relationship with an entity performing pharmacy

benefit management for a health plan,

§ 9472. PHARMACY BENEFIT MANAGERS: REQUIRED PRACTICES

vides pharmacy benefit management for a health plan shall:

1) Distharge its duties with the care, skill, prudence, and diligence

under the circumstantes then prevailing that a prudent pharmacy benefit

health benefit plan offered by a health insurac as defined by subdivision

047 1{2)} A) of this title, the health insurer shal%a’m responsible for

administering the health benefit plan in accordance with thhhealth insurance

policy or subscriber contract or plan and in compliance with all apblicable

-tk
o

titla
ALANT LIS

a) Unless the contract provides otherwise, a pharmacy benefit manager
that provides pharmacy benefit management for a health plan shall:

VT LEG 218367.v1
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(1) Discharge its duties with reasonable care and diligence and be fair
and truthful under the circumstances then prevailing that g pharmacy benefit
manager acting in like capacity and familiar with such _matters would use in
the conduct of an enterprise of a like character and with like aims. In the case
of a health benefit plan offered by g health insurer as defined by subdivision
9471(2}A) of this title, the health _insurer shall remain responsible for
administering the health benefit plan in_accordance with the health insurance
policy or subscriber contract or plan and in compliance with all applicable
provisions of Title 8 and this title.

(2) Provide all financial and vtilization information requested by a

health insurer relating to the provision of benefits to beneficiaries through that

health insurer’s health plan and all financial and utilization information
relating to services to that health insurer. A pharmacy benefit manager

providing information under this subsection may designate that material as

confidential. Information designated as confidential by a pharmacy benefit

manager and provided to a health insurer under this subsection may not be

disclosed by the health insurer to any person without the consent of the

pharmacy benefit manager, except that disclosure may be made by the health

insurer:

(A) in a court filing under the consumer fraud provisions of chapter

63 of Title 9, provided that the information shall be filed under seal and that

prior to the information being unsealed, the court shall give notice and an

opportunity to be heard to the pharmacy benefit manager on why the

information should remain confidential;

(B)_when authorized by chapter 63 of Title 9;

(C) when ordered by a court for good cause shown; or

VT LEG 218367.v1
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(I}) when ordered by the commissioner as to a health insurer as
defined in subdivision 9471(2)(A) of this title pursuant to the provisions of

Title 8 and this title.

(3) Notify a health insurer in writing of any proposed or ongoing

activity, policy, or practice of the pharmacy benefit manager that presents,

directly or indirectly, any conflict of interest with the requirements of this

section.

(4)_With regard to the dispensation of a substitute prescription drug fora

prescribed drug to a beneficiary in which the substitute drug costs more than

the prescribed drug and the pharmacy benefit manager receives a benefit or

payment directly or indirectly, disclose to the health insurer the cost of both

drags and the benefit or payment directly or indirectly accruing to the

phammacy benefit manager as a result of the substitution,

(5)_If the pharmacy benefit manager derives any payment or benefit for
the dispensation of prescription drugs within the state based on volume of sales
for certain prescription drugs or classes or brands of drugs within the state,
pass that payment or benefit on in full to the health insurer.

{6) Disclose to the health insurer all financial terms and arrangements

for remuneration of any kind that apply between the pharmacy benefit manager

and anyv prescription drug manufacturer that relate to benefits provided to

beneficiaries under or services to the health insurer’s health plan, including

YT LEG 218367.v1
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formulary management and drug-switch programs, educational support, claims

processing, and pharmacy network fees charged from retail pharmacies and

data sales fees. A pharmacy benefit manager providing information under this

subsection may designate that material as confidential, Information designated

as confidential by a pharmacy benefit manager and provided to a health insarer

under this subsection may not be disclosed by the health insurer to any person

without the consent of the pharmacy benefit manager. except that disclosure

may be made by the health insurer;

(A) in a court filing under the consumer fraud provisions of chapter

63 of Title 9, provided that the information shall be filed ander seal and that

prior to the information being unsealed, the court shall give notice and an

opportunity to be heard to the pharmacy benefit manager on why the

information should remain confidential;

(B) when authorized by chapter 63 of Title 9;

(C) when ordered by a court for good cause shown; or

(D) when ordered by the commissioner as to a health insurer as

defined in subdivision 0471(2XA) of this title pursuant to the provisions of

Title 8 and this title,

(b) A pharmacy benefit manager shall provide notice to the health insurer
that the terms contained in this section may be included in the contract between

the pharmacy benefit manager and the health insurer,

VT LEG 218367.v1
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{c} Compliance with the requirements of this section is required for
pharmacy benefit managers entering into contracts with a health insurer in
this state for pharmacy benefit management in this state.

\3) In addition to any remedy available to the commissioner under this title

shall be available to enforcathe provisions of this subchapter.

(b) In connection with any en for violation of the Vermont consumer

‘fraud act. the commissioner’s deternfinations concerning the interpretation and

administration of the provisions of this sukchapter and any rules adopted

hereunder shall carry a presumption of validith, The attornev general and the

commissioner shall consult with each other prior to\the commencement of an

investigation or enforcement action with respect to any sharmacy benefit
manager. The commissioner may enforce a violation of this'subchapter by a
pharmacy benefit manager under section 9412 of this title. Notwithstanding

the foregoing. the commussioner and the attorney general may bring a‘oint

ation-of this e

enfereoment-action-against-any.
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-subehaples—

§ 9473 ENFORCEMENT

(a) Except as provided in subsection (d) of this section, in additicn to any

remedy available to the commissioner under this title and any other remedy
provided by law, a viplation of this subchapter shall be considered a viglation
of the Vermont consumer fraud act in subchapter 1 of chapter 63 of Title 1.

Except as provided in subsection {d) of this section, all rights, authority, and

remedies available to the attorney genergl and private parties to enforce the

Vermont consumer fraud act shall be available to enforce the provisions of this
subchapter.

(b) In connection with_any action for violation of the Vermont consumer
fraud act, the commissioner’s determinations concerning the interpretation
and administration of the provisions of this subchapter and any rules adopted
hereunder shall carry a presumption of validity. The attorney general and the

commissioner shall consult with each other prior to the commencement of any

investication or enforcement action with respect to_any pharmacy benefit
manager,
(c)_The commissioner may investigite, examine, or gtherwise enforce a

violation of this subchapter by a pharmacy benefit manager under section
9412 of this title as if the pharmacy benefit manager were a health insurer,

(dl  The commissioner shall have the exclusive authority to investigate,
examine, and otherwise enforce the provisions of this subchapter relating to a
pharmacy benefit manager in_connection with the pharmacy benefit manager's
contractual relationship with, and any other activity with respect to, a health
insurer defined by subdivision 9471(2)(A} of this title.

(e) Norwithstanding the foregoing, the commissioner and the attorney
peneral may bring a joint enforcement action against any person or entity for
a viplation of this subchapter,

Sec. 8. 18 V.5.A. § 9421 is added to read:

§ 9421. PHARMACY BENEFIT MANAGEMENT; REGISTRATION;

AUDIT

(a) A pharmacy benefit manager shall not do business in this state without

first registering with the commissioner on a form and in a manner prescribed

by the commissioner,

VT LEG 218367.v1
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for the proXision of pharmacy benefit management shall notify health insurers

that a guotation for an administrative-services-only contract with full pass

through of negotided prices, rebates, and other such financial benefits which

would identify to thebealth insurer external sources of revenue and profit, is

available when the ph acy benefit manager provides a guotation for any

other alternative pricing a;zement. Quotations for an administrative-

services-only contract shall ix&d& a reasonable fee pavable by the health

(c)}(1) In order to enable periodic viification of pricine arrangements.

pharmacy benefit managers shall allow achess, in accordance with rules

urer to financial and contractual

information necessary to conduct a complete and\independent audit designed

to verify the following:

licable under an administrative-servises-only contract

ifa

under subsection (b) of this section, full pass through of nedotiated drug prices

and fees associated with all drugs dispensed to beneficiaries }ﬂle health plan

in both retail and mail order settings or resulting from anv of the ac

VYT LEG 218367.v]
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subsection ¥b) of this section, full pass through of all financial remuneration

associated with gs dispensed to beneficiaries of the health plan in both

retail and mail order seth

management functions definedin this section; and

(C) any other verifications

activities of the pharmacy benefit manager required by the comimissioner.

{2) The pharmacv benefit manager and the th insurer may waive the

audit provided for in subdivision (1} of this subsectima contract if the

health insurer has been notified prior to entering into the contrast that the

b ladosat, i e G O |
SUIAICY WOF UL 1y AV R IAi/IG.,

(b} In accordance with rules adopted by the commissioner, pharmacy
benefit managers eperating in the state of Vermont and proposing to contract
for the provision of pharmacy benefit management shall notify health insurers

when the pharmacy benefit manager provides a_quotation that a gugtation for
an_administrative-services-only contract with full pass through_of negotiated
prices, rebates, and other such financigl benefits which would identify to the
health insurer external sources of revenue and profit is generally available and
whether the pharmacy benegfits manager offers that type of arrangement.
Quotations _for an _administrative-services-only contract shall include «a
reasonable fee pavable by the health insurer which represents a competitive
pharmacy benefit profit. This subsection shall not be interpreted to reguire a
pharmacy benefits manager to offer an adminisirative-services-only contract,

(c)(1) In order to enable periodic verification of pricing arrangements in

administrative-services-only contracts, pharmacy benefit managers shall aliow
access, in accordance with rules adopted by the commissioner, by the health

insurer who is a party to the administrative-services-only contract to financial

and contractual information necessary to conduct a complete and independent
audit designed to verify the following:

(A) full pass through of negotiated drug prices and fees associated
with ail drugs dispensed to beneficiaries of the health plan in both retail and
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mail order settings or resulting from any of the pharmacy benefit management
functions defined in the contract;

(B) full pass through of ail financial remuneration associated with all
drugs dispensed to beneficiaries_of the health plan in both retail and mail
order settings or resulting from any of the pharmacy benefit management
functions defined in the contract: and

(C) _any other verifications relating to the pricing arrangements and

activities of the pharmacy benefit manager required by the contract if required
by the conunissioner,
(d) The department’s reasonable expenses in administering the provisions

of this section mav be charged to pharmacy benefit managers in the manner

provided for in section 18 of Title 8. Such expenses shall be atlocated in

proportion to the lives of Vermonters covered by each pharmacy benefit

manager as reported annually to the commissioner in a manner and form

prescribed by the commissioner.

{e)_The commissioner may adopt such rules as are necessary or desirable in

carrying out the purposes of this section. The rules also shall ensure that

proprietary information is kept confidential and not disclosed by a health

insurer.

() _As used in this section:
(1)} “Health insurer” is defined in subdivision 9471(2) of this title.

{2)_“Health plan” is defined in subdivision 9471(3) of this title,

{3)_“Pharmacy benefit management” is defined in subdivision 9471(4)

of this title,
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(4) “Pharmacy benefit manager” is defined in subdivision 9471(3) of this

title.
Sec. 9. APPLICATION

Secs. 7 and 8 of this act applv to contracts executed or renewed on or after

September 1, 2007. For purposes of this section, a contract executed pursuant

to a memorandum of agreement executed prior to September 1, 2007 is

deemed to have been executed prior to September 1, 2007 even if the contract

was executed after that date.

Sec. 10. 18 V.5 A, chapter 91 is amended to read:

CHAPTER 91. GENERIC-PRUGS PRESCRIPTION DRUG

COST CONTAINMENT

Sec. 11. 18 V.5.A. chapter 91, sections 46014608 are designated as
subchapter 1 which is added to read:

Subchapter 1. Generic Drugs

Sec. 12. 18 V.5.A. chapter 91, subchapter 2 is added to read:

Subchapter 2. Evidence-Based Education Program
§ 4621. DEFINITIONS

For the purposes of this subchapter:

(1) “Department” means the department of health,

(2) “Evidence-based” means based on criteria and guidelines that reflect

high-quality, cost-effective care. The methodology used to determine such
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guidelines shall meet recognized standards for systematic evaluation of all

available research and shall be free from conflicts of interest. Consideration of

the hest available scientific evidence does not preclude consideration of

experimental or investigational treatment or services under a clinical

investigation approved by an institutional review board.

§ 4622, EVIDENCE-BASED EDUCATION PROGRAM
{a) The department. in collaboration with the attorney general, the

University of Vermont areq health center program, and the office of Vermont

health access shall establish an evidence-based prescription drug education

program for health care professionals designed to provide information and

education on the therapeutic and cost-effective utilization of prescription drugs

to physicians, pharmacists, and other health care professionals authorized to

prescribe and dispense pregcription drugs. The department may collaborate

with other states in establishing this program.

{b)_The departinent shall request information and collaboration from

physicians, pharinacists, private insurers, hospitals. pharmacy benefit

managers, the drug utilization review board, medical schools, the attorney

general, and any other programs providing an evidence-based education to

prescribers on prescription drugs in developing and maintaining the program.

{c) The department may contract for technical and clinical support in the

development and the administration of the program from entities conducting
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independent research into the effectiveness of prescription drugsestieheestive

(d) The department and the attornev general shall collaborate in reviewing
the marketing activities of pharmaceutical manufacturing companies in

Vermont and determining appropriate funding sources for the program,

including awards from suits brought by the attorney general against

pharmaceutical mapufacturers.

ractice for information idsgtifying physicians and other prescribers in
prescription records to be used tOMarget pharmaceutical marketing and gifts
toward physicians who prescribe the mdst expensive drugs for their patients.
This practice raises drug costs for all Vermonsgsidents and compromises the

professional autonomy of physicians. It is the intent N the general assembly to

ensure the privacy of Vermonters and health care professiomals by prohibiting

the commercial use of prescription information.

S EAN x
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sales or dye market share of a pharmaceutical product, influence or evaluate the

prescription s to patients. or evaluate the effectiveness of a professional

" means an entity that provides

the infrastructure that congects the computer systems or other electronic

devices used by health care professionals, prescribers, pharmacies, health care

facilities and pharmacy benefit (qanagers. health insurers, thind-

administrators, and agents and conthactors of those persons in order to facilitate

the secure transmission of an individuas prescription drug order, refill,

er prescription drug information.

(3) “Health care facility” shall have thd\same meaning as in section

9402 of this title.

{4) “Health care professional”

9402 of this title.
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{8} *Rexulated records” means information or documentation from a

prescription writikn by a prescriber doing business in Vermontor a

prescription dispensdd in Vermont.

(c;) A health insurer\a self-insured emplover, an electronic transmission

intermediary, a pharmacy, %r other similar entity shall not license, transfer, use,

or sell regulated records whé\inctudc prescription information containing

{1} the license, transfer, use, or s¥e of reculated records for the limited

purposes of pharmacy reimbursement: presyription drug formulary

compliance: patient care management: utiIiz&on review by a health care

professional, the patient’s health insurer, or the afdent of either; or health care

research;

2) the dispensing of prescription medications to A patient or {o the

patient’s authorized representative:

3} the transmission of prescription information betweenhan authorized

prescriber and a licensed pharmacy. between licensed pharmacies\or that ma

VT LEG 218367.v1
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Bout the patient’s health condition, adherence to a prescribed course of

therapy and other information relating to the drug being dispensed, treatment

options, racall or atignt safety notices, or clinical trials;

5) the d Electién use, or disclosure of prescription information or other
regulatory activitzas authorized by chapter 84, chapter 84 A, or section 9410 of
this title, or as othe %e provided by law;

{6) the collection arN transmission of prescription information to a

Vermont or federal law enfchment officer engaged in his or her official

duties as otherwise provided by lax;

(1) _the collection, use, transfer.

data for commercial purposes if the data dowyiot identify a person, and there is

no reasonable basis to believe that the data n:o\éded could be used to identify a

PETSON.

e) In addition to any other remed

shall have the same authority to investigate and to obtain remedies a2\ if the

action were brought under the Vermont consumer fraud act, chapter 63 & Title
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the attofney, general constitutes a separate civil violation for which the attorney

general may obtain relief.

* % % Prescription Drug Data Confidentiality * * *
Sec. 13. I8 V.S.A. chapter 91, subchapter 3 is added to read:
Subchapter 3. Information Requirements
§4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION

{a) The general assembly finds that it has become an increasingly common
practice for information identifying physicians and other prescribers _in
prescription records to be used to target pharmaceutical marketing and gcifts
toward physicians who prescribe the most expensive drugs for their patients,
This practice raises drug costs for all Vermont residents and compromises the
professional autonomy of physicians. It is the intent of the general assembly to
ensure_the privacy of Vermonters and health care professionals by prohibiting
the commercial use of prescription information. '

(b} As used in this section:

(1} “Commercial purpose” shall include advertising, marketing,
promgtion, or any activity that is intended to be used or is used to influence
sales or the market share of a pharmaceutical product, influence or evaluate
the prescribing behavior of an_individual health care professional, _market
prescription drugs to patients, or evaluate the effectiveness of a professional
pharmaceuntical detailing sales force.

(2)  “Electronic transmission intermediary” means an entity that
provides the infrastructure that comnects the computer systems or other
electronic devices used by health care professionals, prescribers, pharmacies,
health care facilities and pharmacy benefit managers, health insurers, third-
party administrators, and agents and contractors of those persons in order to
facilitate the secure transmission of an _individual’s prescription drus arder,

refill, authorization reguest. claim, pavment, or other prescription drug
information.

(3) _“Health care facility” shall have the same meaning as in section
9402 of this title.

(4] “Health care professional” shall have the same meanine as in
section 9402 of this title.

(3)_“Health insurer” shall have the same meaning as in section 9410 of
this title,
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(6) “Pharmacy” means any individual or entity licensed or registered
under chapter 36 of Title 26.

(7} “Prescriber” means an individual allowed by law to prescribe and
administer prescription drugs in the course of professional practice,

(8)  “Regulated records” means information or documentation from a

prescription written by _a_prescriber doing business in Vermont or a

prescription dispensed in Vermont.

fc} A health insurer, a self-insured emplover, an electronic transmission
intermediary, a pharmacy, or other similar entity shall not license, transfer.
use, or sell regulated records which include prescription information
containing  patient-identifiable _or _prescriber-identifiable _data for any
conunercial purpose.

(d) This section shall not apply to:

(1) the license, transfer. use, or sale of resulated records for the imited
purposes of pharmacy _reimbursement; prescription _drug formulary

compliance; patient care management; utilization review by a health care

professional, the patient’s health insurer, or the agent of either; or health care
research;

{2) the dispensing of prescription medications to a patient or to the
patient's authorized representative;

(3} _the transmission of prescription information between an authorized
prescriber and a licensed pharmacy, between licensed pharmacies, or that may
occur in the event a pharmacy’s ownership is changed or transferred;

{4) care management educational communications provided to a patient
about_the patient’s health condition, adherence to _a prescribed course of

therapy and other information relating io the drug being dispensed, treatment

eptions, recall or patient safety notices, or clinical trigls;

(5) the collection, use, or disclosure of prescription information or other
regulatory activity as authorized by chapter 84, chapter 844, or section 9410
of this title, or as otherwise provided by law:

(6} the collection and transmission of prescription infermation to a
Vermont or federal law enforcement officer engaged in his or her official
duties as otherwise provided by law;

(7} the collection, use, transfer, or sale of patient and prescriber dota
for commercial purposes if the data do not identify a person, and there is no

reasonable basis to believe that the data provided could be used to identify a
person.
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(e) In addition to any other remedy provided by law, the attorney general

may file an action in superior court for a vielation of this section or of any
rides adopted under this section by the attorney general. The attorney general
shall have the same authority to investigate and to obtain remedies as if the
action_were brought under the Vermont consumer fraud act, chapter 63 of
Title 9. _Each violation of this section or of any rules adopted under this
section by the attorney general constitutes a_separate_civil violation for which
the attorney general may obtain relief.

Sec, 14. 18 V.5.A. § 9410(e} is amended 10 read:

{e)  Records or information protected by the provisions of the
physician-patient privilege under subsection 1612(a) of Title 12, protected by
section 4631 of this title, or otherwise required by law to be held confidential,

shall be filed in a manner that does not disclose the identity of the protected
person. :

this title, or otherwise required by law to be held confidential,

section 46318
shall be filed in aXganner that does not disclose the identity of the protected
person.
Sec. 15, 18 V.S5.A. chapteN31, subchapter 4 is added to read:

Subchaptdr 4. Consumer Provisions

§ 4641, CO-PAYMENT PRICING

person licensed or registered undeNchapter 36 of Title 26 shall charge a

A

consumer the lesser of the co-payment requided by the insurer or the usual

retail cost of the prescription drug.

Heertarm-G-=S-r B0 reaidedtoremt
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A health insurance or other health benefit plan offered by a health insurer

licenged under this chapter shall require the insured to pay only the lesser of

the co-payment required by the insurer or the usual retail cost of the

prescriptiok drug,

* * * {Inconscionable Pricing * * *

Sec. 17. 18 V.S.A. chapter 91, subchapter 5 is added to read:

ubchapter 5. Unconscionable Pricing

§4651. PURPOSE

apter is to ensure Vermonters affordable access to

prescription drugs necessary ‘ the treatment of certain health conditions

determined to be a seripus publicvhealth problem in the state,

§4652. DEFINITIONS

For purposes of this subchapter:

(1) “Affected party” means any person directly or indirectly affected by

unconscionable prices of prescription drugs, cluding any organization

representing such persons or any person or orgatization representing the public

interest,

(2)_“Most favored purchase price” means the prize offered with all

VT LEG 218367.v]
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drugs directly to consumers.

{4) “Seller” means any person who trades in drugs for resale to

purchasers in this state.

§ 4653. CONSCIONABLE PRICING PROHIBITED

sale, or impose minimum resale requirements for a prescription drug necessary

{o treat a serious puhlic health problem that results in that prescription drug

being sold in Vermont for an unconscionable price.

4654. SERIQUS PUBLI& HEALTH PROBLEM

a¥(1) The commissioner ofshealth may issue a declaration that a health

condition is prevalent in Vermont to such an extent as to constitute a serious

public health problem.

{2) The attorney general may requedt a determination by the

comanissioner of health on whether a health condition meets the criteria in this
section. H the attorney general makes a request u“;c\ler this subdivision, the

A\
commissioner of health shall consider the request.

b) At minimum, the commissioner shall consider theMollowing factors

when declaring that a health condition is a serious public hea th problem:

e} hOW-rRANY-V-ermonters-suffer-from-the-health-condittony———
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the cost of a prescription drug or a class of prescription drugs used to

treat the l;]th condition to the extent that information is available:

for maintaining héalth or life;

5)_whether consumers affected with the health condition are unable to

afford the prescription

{6) other relevant factors as determined by the commissioner.

§ 4655. UNCONSCIONABLE PRICING: PRIMA FACIE CASE

(a} A prima facie case of anc}\\scionable pricing shall be established where

the prices available through the Healthy Ve

favored purchase price.

If a prima facie case of unconscionable pricing is shown, the burdens of

providing evidence and of proving by a preponderancd, of the evidence shall

shift to the defendant to show that a prescription dmg is\nqt unconscionably
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§ 4656, CONSUMER FRAUD ACTION

The abm'nev general or state's attorney shall enforce the provisions of this

section under the Vermont consumer frand act in chapter 63 of Title 9, All

rights, authority, a _g remedies available to enforce the consumer frand act

shall be available to éﬁf\prce the provisions of this subchapter,

X,
§ 4657. CIVIL ACTION

"51_1
(a) _Any affected party shaﬂ\‘_have standing to file a civil suit in a court of

competent jurisdiction for a vioI;ﬁo\n of this chapter and to seek a remedy,

including declaratory and injunctive r: ief.

an the attorney general, brings an

) Whenever an affected party, other

action pursuant to this chapter, a co

AN
attorney general pursuant to Rule 5 of the Vermorit Rules of Civil Procedure.
Failure to comply with this provision shall not affect the validity of the

proceedings commenced under this section.

leadines shall be served on the

§ 4658. REMEDIES FOR CIVIL ACTIONS

If in an action brought by an affected party under section 46537%f this title. a

court determines that any person has violated this chapter, the court i

VT LEG 218367.v1
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of preschiption drugs in Vermont at unconscionable prices;

{2} an order of"damages, including treble damages;

{3) an order requiring reim ement to the state of Vermont for the

prosecuting the action;

4) costs and reasonable attorney’s fees: and

15
Sec. M. 18 V.S.A. chapter 91, subchapter 5 is added to read:
Subchapter 3. Unconscionable Pricing

§ 4651, PURPOSE

The purpose of this subchapter is to ensure Vermonters affordable access to

prescription _drugs necessary for the treatment of certgin health conditions

determined to be a serious public health problem in the state.
§ 4652. DEFINITIONS

For purposes of this subchapter:

(1) “Affected party” means any person in Yermont directly or indirectly

affected by unconscionable prices of prescription drugs, including any

organization representing such _persons or any person_or organization
representing the public interest.

(2)  “Most favored purchase price’’ means the price offered with all

rights and privileges accorded by the seller to the most favored purchaser in

Vermont.

{3} “Purchaser” means any person who engages primarily in_selling
drugs directly to consumers.

{4)  “Seller” means any person who trades in drugs for resale to
purchasers in this state.

§ 4653, UNCONSCIONABLE PRICING PROHIBITED

VT LEG 218367.v1
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A manufacturer of prescription drugs or its licensee shall not sell in

Vermont for an unconscionable price a prescription drug necessary to freat a

serious public health threat provided for in section 4654 of this title.

§ 4654, SERIQUS PUBLIC HEALTH THREAT
{a){l} The commissioner of health may issue a df_zclaration that a health

condition or disease is prevalent in Vermont to such an extent as to constitute
a serious public health threat,

(2)  The attorney general may request a determination by the
commissioner_of health on whether a health condition or disease meets the

criterig_in_this_section. If the attorney general makes a request under this

subdivision, the commissioner of health shall consider the request.

(b} At minimum, the commissioner shall consider the following factors
when declaring that a health condition or disease is a serious public health
threat:

(1) the number of Vermonters that suffer from the health condition;

(2) the costs to the state, employer-sponsored Insurance, and private
insurers of treating the health condition with prescription drugs;

{3) the cost of a prescription drug or a class of prescription drugs used
to treat the health to the extent that information is available;

(4)  whether a prescription drug or class of prescription drugs is
essential for maintaining health or life;

(3)_whether consumers affected with the health condition are unable to

afford the prescription drug at the current price; and

(6) other relevant factors as determined by the commissioner,

§ 4655, UNCONSCIONABLE PRICING: PRIMA FACIE CASE
(a} A prima facie case of unconscionable pricing as prohibited in section

4653 of this title shall be established where the manufacturer’s price of a
prescription_drug in Vermont is over 30 percent higher than the prices
available to federal agencies in Vermont under the federal supply schedule, the
prices available through the Healthy Yermonters program, or the most favored
purchase price available in Vermont.

(b} If a prima facie case of unconscionable pricing is shown, the burdens of
providing evidence and of proving by a preponderance of the evidence shall
shift to the defendant to show that g prescription drug is not unconscionably
priced by showing the demonstrated costs of invention, development, and
production_of the prescription drug, global sales and profits to date,
consideration _of any governmeni-funded research that supported the
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development of the drug, and the impact of price on access to a prescription

drug by residents and the sovernment of Vermont.
§ 4656. CONSUMER FRAUD ACTION

The attorney general or state's attorney shall enforce the provisions of this
section under the Vermont consumer fraud act_in chapter 63 of Title 9. All
rights, authority, and remedies available to enforce the consumer frand act
shall be available to enforce the provisions of this subchapter.

§4657. CIVIL ACTION

(a) Any affected party shall have standing to file a civil suit in a court of

competent jurisdiction for a violation of this chapter and to seek ¢ remedy,
including declaratory and injunctive relief.

(b) Whenever an affected party, other than the attorney general, brings an

action pursuant to this chapier, a copy of any pleadings shall be served on the
attorney general pursuant to Rule 5 of the Vermont Rules of Civil Procedure.

Failure to comply with this provision shall not affect the validity of the

proceedings commenced under this section.
$ 4658 REMEDIES FOR CIVIL ACTIONS

If in_an action brought by an affected party under section 4657 of this title,

a _court determines that any person has violated this chapter, the court is

authorized to render:

(1) temporary, preliminary. or permanent injunctions to enjoin the sales
of prescription drugs in Vermont at uncenscionable prices:

(2) an order of damages, including treble damages:

(3] an order requiring reimbursement to the state of Vermont for the
reasonable value of its services and jts expenses in investipating and
prosecuting the action;

{4) costs and reasonable atiorney’s fees: and

(5} any other relief deemed appropriate by the court.

Sec %8 33 V.S.A. § 1998a is added to read:

§ 1598a. MANUFACTURER FEE

{a) For purposes of this section, “pharmaceutical manufacturer” shall have

the same meaning as in section 4051 of Title 18.
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(b)_Annually, each pharmaceutical manufacturer of prescription drugs that

are paid for by Medicaid, the Vermont Health Access Program, Dr. Dynasaur,

VPharm or Vermmont Rx shall pay a fee of $1,000.00 per calendar vear to the

agency of hurnan services.
{¢) Pees collected und_er this section shall fund the implementation and
operation of subdivision 2466a{¢)(1) of Title 9 and the evidence-based

education program established in subchapter 2 of Title 18.

{(d) The secretary of human services or designee shall make rules for the

implementation of this section.

* * * Consumer Protection; False Advertising * * *

§ 246::5 CONSUMER PROTECTIONS; PRESCRIPTION DRUGS

(b} As provided in section 3 of Title 18, a violation of section 9472

shall be congidered a violation und%hanter.

(c)(1) It shall be a violation under this fmﬁ:}r a manufacturer of

prescription drugs to present or cause to be presented inthe state a repulated

VT LEG 218367.v1
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1
2
3 2)_For purposes of this section;
4 ) “Manufacturer of prescription drugs™ means a person authorized
5 by law to ma}\ufacture, bottle, or pack drugs or biological products, a licensee
6 or affiliate of thabperson, or a labeler that receives drugs or biological products
7 from a manufacturer tr wholesaler and repackages them for later retail sale and
8 has a labelér code from federal Food and Drug Administration under 21
9 Code of Federal Re
10 (B) “Regulated adverti {nent” means the presentation to the general
11 public of a commercial message reg}ginf a prescription drug or biological
12 product by a manufacturer of prescriptié drugs that is broadcast on television,
13 cable, or radio from a station or cable com;}w that is physically jocated in the
14 state, broadcast over the internet from a location in the state, or printed in
15 magazines or newspapers that are printed, distributedy or sold in the state.
16 (d) No person shall sell, offer for sale, or distribute eldctronic prescribing
17 software that advertises, uses instant messaging and pop-up advertisements, or
18 uses other means to influence or attempt to influence the prescribing decision
19 of a health care professional through economic incentives or otherwise and
20 ———whielris-triggeredrorin-speeifie-response-to-the-inputr-selection, 0r-a6t- 0w
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1"
Sec. B 9 V.S.A. § 24606a is added to read:
$ 24660, CONSUMER PROTECTIONS: PRESCRIPTION DRUGS

(a) A violation of section 4655 of Tiiie 18 shdll be considered a violation
wunder this chapter.

(b} As provided in section 9473 of Title 18, a violation of section 9472 shail

be considered a violation under this chapter.

{cil) It shall be a violation under this chapter for a manufacturer of

prescription drugs fo present or cause to be presented in the state a regulated

advertisement if that advertisement does not comply with_the requirements

concerning misbranded drugs and devices and prescription drug advertising of

federal law and regulations under 21 United States Code. Sections 331 and

352(n) and 21 Code of Federal Regulations, Part 202 and state rules. A

warning or untitled letter issued by the U.S. Food and Drug Administration

shall be prima facie evidence of a violation of federal law and regulations.

(2} For purposes of this section.

{A) “Manufacturer of prescription drugs’ means a person authorized
by law to manufacture, bottle, or pack drugs or biological products, a licensee
or_affiliate_of that person. or ¢ labeler that receives drugs or biological
products from _a manufacturer or wholesaler and repackages them for later

retail sale and has_a _labeler code from the federal Food and Drug

Administration under 21 Code of Federal Regulations, 2027.20 {1999),

(B} “Regulated adveriisement” means the presentation to the general

public of a commercial message regarding a prescription drug or biclogical

product by a manufacturer of prescription drugs that is broadcast on
television, cable, or radig from a station or cable company that is physicaily
located in the state, broadcast over the internet from a location in the state, or
printed in magagines or newspapers that are printed_distributed, or sold in the

State.

{d) No person shall sell, offer for sale, or distribute electronic prescribing
software that advertises, uses instant messaging and pop-up advertisements, or
uses other means to influence or attempt to influence the prescribing decision
of a health care professional through economic incentives or otherwise and
which is friggered or in specific response to the input, selection, or act of. a
health care professional or agent in prescribing a specific prescription drug or
directing a patient to a certain pharmacy. This subsection shall not apply to
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information_provided to the health care professional about pharmacy
reimbursement, prescription drug formulary compliance, and patient care

mgnagement.

* * * Insurance Marketing * * *
18
Sec. 267 8 V.S.A. § 4804(a) is amended to read:

(a) The commissioner may suspend, revoke, or refuse to continue or renew
any license issued under this chapter if, after notice to the licensee and to the
insurer represented, and opportunity for hearing, he or she finds as to the
licensee any one or more of the following conditions:

* ok ok

(8) The licensee has committed any unfair trade practice or fraud as defined

in this title. It shall be an unfair practice under this section for a licensee to

sell, solicit, or negotiate the purchase of health insurance in this state by

(A) Advertising by making use directly or indirectly of any method of

marketing which fails to disclose in a conspicuous manner that a purpose of the

method of marketing is solicitation of insurance, and that contact will be made

by an insurance agent or insurance company.

(B) Using an appointment that was made to discuss Medicare products

or to solicit the sale of Medicare products to solicit sales of any other insurance

products unless the consumer specifically agreed in advance of the

appointment to discuss other types of insurance products during the same

appointment. As used in this subdivision, the term “Medicare products”
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includes Medicare Part A, Medicare Part B, Medicare Part C, Medicare Part D,

and Medicare supplement plans:

* ok R

Iq
Sec. 247 RECODIFICATION

The following sections of Title 33 as amended by this act are recodified as

follows:

(1) Section 2005 shall be section 4632 of Title 18.

{2) Section 2005a shall be section 4633 of Title 18.

(3)_Section 2008 shall be section 4634 of Title 18.

(4) Section 2006 shall be section 852 of Title 2.

2o
Sec. 327 REPEAL

Section 2009 of Title 33 is repealed.
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TO THE HOUSE OF REPRESENTATIVES

The Committee on Health Care, to which was referred Senate Bill 8,115,
entitled “AN ACT RELATING TO INCREASING TRANSPARENCY OF

PRESCRIPTION DRUG PRICING AND INFORMATION”

respectfully report that they have met and considered the same and recommend
that the House propose to the Senate that the bill be amended by striking all
after the enacting clause and inserting in lieu thereof the following:
Sec. 1. 33 V.5.A, § 1998 is amended to read:
§ 1998. PHARMACY BEST PRACTICES AND COST CONTROL
PROGRAM ESTABLISHED

(a) The director of the office of Vermont health access shall establish and
maintain a pharmacy best practices and cost control program designed to
reduce the cost of providing prescription drugs, while maintaining high quality
in prescription drug therapies. The program shall include:

(1) A Use of an evidence-based preferred list of covered prescription

drugs that identifies preferred choices within therapeutic classes for particular

diseases and conditions, including generic alternatives and over-the-counter

drugs.
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(2) Utilization review procedures, including a prior authorization review
process.

(3) Any strategy designed to negotiate with pharmaceutical
manufacturers to lower the cost of prescription drugs for program participants,

including a supplemental rebate program.

VT LEG 219948.v1

LC 002771



A-1632

(Draft No. 1 - 8.115) Page 4
4/24/2007 - RIL - 5:40 pm (1.4)

(5)(4) Alternative pricing mechanisms, including consideration of using
maximurn allowable cost pricing for generic and other prescription drugs.

{6)(5) Alternative coverage terms, including consideration of providing
coverage of over-the-counter drugs where cost-effective in comparison to
prescription drugs, and authorizing coverage of dosages capable of permitting
the consumer to split each pill if cost-effective and medically appropriate for
the consumer.

€h(6) A simple, uniform prescription form, designed to implement the
preferred drug list, and to enable prescribers and consumers to request an
exception to the preferred drug list choice with a minimum of cost and time to
prescribers, pharmacists and consumers.

(7)_A joint pharmaceuticals purchagsing consortium as provided for in

subdivision (c}(1) of this section.

(8) Any other cost containment activity adopted, by rule, by the director
that is designed to reduce the cost of providing prescription drugs while
maintaining high quality in prescription drug therapies.

* % *
(c)(1) The director may implement the pharmacy best practices and cost

control program for any other health benefit plan within or outside this state

that agrees to participate in the program. For entities in Vermont, the director

shal] directly or by contract implement the program through a joint
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pharmaceuticals purchasing consortium. The joint pharmaceuticals purchasing

consortium shall be offered on a voluntary basis no later than January 1, 2008,

with mandatory participation by state or publicly funded. administered, or

subsidized purchasers to the extent practicable and consistent with the

purposes of this chapter, by January 1, 2010. If necessary, the office of

Vermont health access shall seek authorization from the Centers for Medicare

and Medicaid to include purchases funded by Medicaid. “State or publicly

funded purchasers” shall include the department of corrections, the division of

mental health, Medicaid, the Vermont Health Access Program (VHAP). Dr.

Dynasaur, Vermont Rx. VPharm, Healthy Vermonters, workers’

compensation, and any other state or publicly funded purchaser of prescription

drugs.

* A ok

{f{1) The drug utilization review board shall make recommendations to the
director for the adoption of the preferred drug list. The board’s
recommendations shall be based upon evidence-based considerations of
clinical efficacy, adverse side effects, safety, appropriate clinical trials, and

cost-effectiveness. “Evidence-based” shall haye the same meaning as in

section 4622 of Title 18.
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(6) The director shall encoutrage participation in the joint purchasing

consortium by inviting representatives of the programs and entities specified in

subdivision (c)(1) of this section to participate as observers or nonvoting

members in the drug utilization review board, and by inviting the

representatives to use the preferred drug list in connection with the plans’

prescription drug coverage.
Qec. 2. 33 V.S.A. § 1998(g) is added to read:

(g} The office shall seek assistance from entities conducting independent

research into the effectiveness of prescription drugs to provide technical and

clinical supoort in the development and the administration of the preferred

drug list and the evidence-based education program established in subchapter 2

of Title 18.

* * * Pharmaceutical Marketer Disclosures * * *
Sec. 3. 33 V.S.A. § 2005(a)(3) is amended to read:
(3) The office of the attorney general shall keep confidential all trade
secret information, as defined by subdivision 317(b)(9) of Title 1, except that

the office may disclose the information to the department of health and the

office of Vermont health access for the purpose of informing and prioritizing

the activities of the evidence-based education program in subchapter 2 of

chapter 91 of Title 18. The department of health and the office of Vermont

health access shall keep the information confidential. The disclosure form
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shall permit the company to identify any information that it claims is a trade
secret as defined in subdivision 317(c)(9) of Title 1. In the event that the
attorney general receives a request for any information designated as a trade
secret, the attorney general shall promptly notify the company of such request,
Within 30 days after such notification, the company shall respond to the
requester and the attorney general by either consenting to the release of the
requested information or by certifying in writing the reasons for its claim that
the information is a trade secret. Any requester aggrieved by the company’s
response may apply to the superior court of Washington County for a
declaration that the company’s ¢laim of trade secret is invalid. The attorney
general shall not be made a party to the superior court proceeding. Prior to and
during the pendency of the superior court proceeding, the attorney general
shall keep confidential the information that has been claimed as trade secret
information, except that the attorney general may provide the requested
information to the court under seal.
Sec. 4. 33 V.5.A. § 2005(a}(4) is amended and (d) is added to read:
{4) The following shall be exempt from disclosure:
%k o*
(D) scholarship or other support for medical students, residents, and
fellows to attend a significant educational, scientific, or policy-making

conference of a national, regional, or specialty medical or other professional
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association if the recipient of the scholarship or other support is selected by the

association; and

() prescription drug rebates and discounts.

* ¥ *

(d) Disclosures of unrestricted grants for continuing medical education

programs shall be limited to the value, nature, and purpose of the grant and the

name of the grantee. It shall not include disclosure of the individual

participants in such a program.
Sec. 5.33 V.S.A. § 2005a(d) is amended to read:

(d) As used in this section:

% k ok
(2) “Pharmaceutical manufacturing company” is defined by subdivision

2005¢eX5) 4632(c)(5) of this title.
(3) “Pharmaceutical marketer” is defined by subdivision 2005{e}4)

4632(c)(4) of this title.
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* * ¥ Price Disclosure and Certification * * *
Sec. 6. 33 V.5.A. § 2010 is added to read:

§ 2010. ACTUAL PRICE DISCLLOSURE AND CERTIFICATION

{a) A mamafacturer of prescription drues dispensed in this state under a

health program directed or administered by the state shall, on a quarterly basis,

report by National Drug Code the following pharmaceutical pricing criteria to

the director of the office of Vermont health access for each of its drues:

{1)_the prices required to be provided to the Medicaid program under

federal law, including prices defined in 42 U.S.C. § 13967-8:; and

{2} the price that each wholesaler in this state pavs the manufacturer

to purchase the drug,
{b) When reporting the prices as provided for in subsection (a) of this

section, the manufacturer shall include a summary of its methodology in
determining the price. The office may accept the standards of the National

Drug Rebate agreement entered into by the U.S. Department of Health and

Human Services and Section 1927 of the Social Security Act for reporting

pricing methodology.

(¢)_The pricing information required under this section is for drugs defined

under the Medicaid drug rebate program and must be submitted to the director

following its submission to the federal government in accordance with

42 U.S.C. § 1396r-8(b)(3).
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(d) When a manufacturer of prescription drugs dispensed in this state

reports the information required under subsection (a) of this section, the

president, chief executive officer, ora designated employee of the

manufacturer shall certify to the office. on a form provided by the director of

the office of Vermont health access, that the reported prices are the same as

those reported to the federal government as required by 42 U.S.C.

& 13967-8(b)(3) for the applicable rebate period. A designated employee shall

be an employee who reports directly to the chief executive officer or president

and who has been delegated to make the certification under this section.

(e) Notwithstanding any provision of law to the contrary, information

submitted to the office under this section is confidential and is not a public

record as defined in subsection 317(b) of Title 1. Disclosure may be made by

the office to an entity providing services to the office under this section;

however, that disclosure does not change the confidential status of the

information. The information may be used by the entity only for the purpose

specified by the office in its contract with the entity. Data compiled in

aggregate form by the office for the purposes of reporting required by this

section are public records as defined in subsection 317(b) of Title 1. provided

they do not reveal trade information protected by state or federal law,

(f) The attorney general shall enforce the provisions of this section under

+the Vermont consumer fraud act in chapter 63 of Title 9. The attorney general

VT LEG 219948.v1

LC 002778



A-1639

(Draft No. 1 - 8.11%) ' Page 11
472472007 - RJL - 5:40 pm (1.4

has the same authority to make rules, conduct civil investigations, and bring
civil actions with respect to acts and practices governed by this section as is

provided under the Vermont consumer fraud act.

* * ¥ Healthy Vermonters * * *
Sec. 7. 33 V.S8.A. § 2003 is amended to read:
§ 2003. PHARMACY DISCOUNT PLANS
(a) The director of the office of Vermont health access shall implement

pharmacy discount plans, to be known as the “Healthy Vermonters” program

and-the “Healthy-Vermonters-Plus”program, for Vermonters without adequate
coverage for prescription drugs. The provisions of section 1992 of this title

subchapter 8 of this chapter shall apply to the director’s authority to administer

the pharmacy discount plans established by this section.

(b) The Healthy Vermonters program shall offer beneficiaries an initial
discounted cost for covered drugs. Upon approval by the Centers for Medicare
and Medicaid Services of a Section 1115 Medicaid waiver program, and upon
subsequent legislative approval, the Healthy Vermonters program and-the
Healthy-Vermonters-Plus-program shall offer beneficiaries a secondary
discounted cost, which shall reflect a state payment toward the cost of each

dispensed drug as well as any rebate amount negotiated by the commissioner.

% %k o

(c) As used in this section:
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(1) “Beneficiary” means any individual enrolled in either the Healthy
Vermonters program or-the-Healthy-Vermenters Plus program.

(2) “Healthy Vermonters beneficiary” means any individual Vermont
resident without adequate coverage:

(A) who is at least 65 years of age, or1s disabled and is eligible for
Medicare or Social Security disability benefits, with household income equal
to or less than 400 percent of the federal poverty level, as calculated under the
rules of the Vermont health access plan, as amended; or

(B) whose household income is equal to or less than 306 350 percent
of the federal poverty level, as calculated under the rules of the Vermont

Heatlth access plan, as amended.

* &k ¥
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* * * PBM Regulation * * *
Sec. 8. 18 V.S.A. chapter 221, subchapter 9 is added to read:

Subchapter 9, Pharmacy Benefit Managers
§ 9471. DEFINITIONS

As used in this subchapter:

(1) “Beneficiary” means an individual enrolled in a health plan in which

coverage of prescription drugs is administered by a pharmacy benefit manager

and includes his or her dependent or other person provided health coverage
through that health plan.

(2) “Health insurer” is defined by subdivision 9402(9) of this title and

shall include:

(A} a health insurance company, a nonprofit hospital and medical

service corporation, and health maintenance organizations;
(B) an employer, labor union, or other group of persons organized in

Vermont that provides a health plan to beneficiaries who are emploved or

reside in Vermont;

{C) the state of Vermont and any agent or instrumentality of the state

that offers. administers, or provides financial support to state government; and

{D) Medicaid. the Vermont health access plan, Vermont Rx. and any

other public health care assistance program.
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(3)_“Health plan” means a health benefit plan offered, administered, or

issued by a health insurer doing business in Vermont.

(4) “Pharmacy benefit management” means an arrangement for the

procurement of prescription drugs ata ne potiated rate for dispensation within

this state to beneficiaries, the administration or management of prescription

drug benefits provided by a health plan for the benefit of beneficiaries, or any

of the following services provided with regard to the administration of
pharmacy benefits:
(A) mail service pharmacy;

(B) claims processing, retail network management, and payment of

claims to pharmacies for prescription drugs dispensed to beneficiaries;

(C) clinical formulary development and management services;

(D) rebate contracting, and administration;

(E)_certain patient compliance, therapeutic intervention, and generic

substitution programs; and

(F) disease or chronic care management programs.

(5) “Pharmacy benefit manager” means an entity that performs

pharmacy benefit management. The term includes a person or entity in a

contractual or emplovment relationship with an entity performing pharmacy

benefit management for a health plan.

§ 9472. PHARMACY BENEFIT MANAGERS; REQUIRED PRACTICES
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(a) A pharmacy benefit manager that provides pharmacy benefit
management for a health plan shall discharge its duties with reasonable care
and diligence and be fair and truthful under the circumstances then prevailing
that a pharmacy benefit manager acting in like capacity and familiar with such

matters would use in the conduct of an enterprise of a like character and with

like aims. In the case of a health benefit plan offered by a health insurer as
defined by subdivision 9471(2)(A) of this title, the health insurer shall remain

responsible for administering the health benefit plan in accordance with the

health insurance policy or subscriber contract or plan and in compliance with

all applicable provisions of Title 8 and this title.

(b} A pharmacy benefit managcer shall provide notice to the health insurer

that the terms contained in subsection (¢) of this section may be included in the

contract between the pharmacy benefit manager and the health insurer,

(¢) Unless the contract provides otherwise, a pharmacy benefit manager

that provides pharmacy benefit management for a health plan shall:

{1} Provide all financial and utilization information requested by a

bealth insurer relating to the provision of benefits to beneficiaries through that

health insurer’s health plan and all financial and utilization information

relating to services to that health insurer. A pharmacy benefit manager

providing information under this subsection may designate that material as

confidential. Information designated as confidential by a pharmacy benefit
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manager and provided to a health insurer under this subsection may not be

disclosed by the health insurer to any person without the consent of the

pharmacy benefit manager, except that disclosure may be made by the health

insurer:

{A) in a court filing under the ¢consumer fraud provisions of

chapter 63 of Title 9, provided that the information shall be filed under seal

and that prior to the information being unsealed, the court shall give notice and

an opportunity to be heard to the pharmacy benefit manager on why the

information should remain confidential;

(B) when authorized by chapter 63 of Title 9;

(C) when ordered by a court for good cause shown; or

(D) when ordered by the commissioner as to a health insurer as

defined in subdivision 9471(2)}(A) of this title pursuant to the provisions of

Title 8 and this title.

(2) Notify a health insurer in writing of any proposed or ongoing

activity. policy, or practice of the pharmacy benefit manager that presents,

directly or indirectly, any conflict of interest with the requirements of this

section.

(3)_With regard to the dispensation of a sybstitute prescription drug for a

prescribed drog to a beneficiary in which the substitute drug costs more than

the prescribed drug and the pharmacy benefit manager receives a benefit or

VT LEG 219948 v}

LC 002784



A-1645

(Draft No. 1 - 5.115) Page 17
4/24/2007 - RIL - 5:40 pm (1.4)

pavment directly or indirectly, disclose to the health insurer the cost of both

drugs and the benefit or payment directly or indirectly accruing to the

pharmacy benefit manager as a result of the substitution.

{4} If the pharmacy benefit manager derives any payment or benefit for

the dispensation of prescription drugs within the state based on volume of sales

for certain prescription drugs or classes or brands of drugs within the state,

pass that pavment or benefit on in full to the health insurer.

{5) Disclose to the health insurer all financial terms and arrangements

for remuneration of any kind that apply between the pharmacy benefit manager .

and any preseription drug manufacturer that relate to benefits provided to
beneficiaries under or services to the health insurer’s health plan, including
formulary management and drug-switch programs, educational support, claims

processing, and pharmacy network fees charged from retail pharmacies and

data sales fees. A pharmacy benefit manager providing information under this

subsection may designate that material as confidential. Information designated

as confidential by a pharmacy benefit manager and provided to a health insurer

under this subsection may not be disclosed by the health insurer to any person
without the consent of the pharmacy benefit manager, except that disclosure

may be made by the health insurer;
(A)_in a court filing under the consumer fraud provisions of chapter

63 of Title 9, provided that the mformation shall be filed under seal and that
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prior to the information being unsealed. the court shall give notice and an

opportunity to be heard to the pharmacy benefit manager on why the

information should remain confidential:

(B)_when authorized by chapter 63 of Title 9;

(C) when ordered by a court for good cause shown; or

(D)_when ordered by the commissioner as to a health insurer as

defined in subdivision 9471(2)(A) of this title pursuant to the provisions of

Title 8 and this title.

(d) Compliance with the requirements of this section is required for

pharmacy benefit managers entering into contracts with a health insurer in this

state for pharmacy benefit management in this state.

§ 9473. ENFORCEMENT

{a) Except as provided in subsection {d) of this section, in addition to any

remedy available to the commissioner under this title and any other remedy

provided by law. a violation of this subchapter shall be considered a violation

of the Vermont consumer fraud act in subchapter 1 of chapter 63 of Title 1.

Except as provided in subsection (d) of this section, all rights, authority, and

remedies available to the attorney general and private parties to enforce the

Vermont consumer fraud act shall be available to enforce the provisions of this

subchapter.

(b) In connection with any action for violation of the Vermonpt consumer
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fraud act, the commissioner’s determinations concerning the interpretation and

administration of the provisions of this subchapter and any rules adopted

hereunder shall carry a presumption of validity. The attorney general and the

commissioner shall consult with each other prior to the commencement of any

investigaticn or enforcement action with respect to any pharmacy bepefit

manager.

(c) The commissioner may investigate. examine. or otherwise enforce a

violation of this subchapier by a pharmacy benefit manager under section 9412

of this title as if the pharmacy benefit manager were a health insurer,

(d) The commissioner shall have the exclusive authority to investigate,

examine, and otherwise enforce the provisions of this subchapter relating to a

pharmacy benefit manager in connection with the pharmacy benefit manager’s

contractual relationship with, and anv other activity with respect to, a health

insurer defined by subdivision 9471(Z}¥A) of this title.

{e} Notwithstanding the foregoing, the commissioner and the attorney

general may bring a joint enforcement action against any person or entity for a

violation of this subchapter,

Sec. 9. 18 V.S.A. § 9421 is added to read;

§9421. PHARMACY BENEFIT MANAGEMENT:; REGISTRATION;

AUDIT
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(a) A pharmacy benefit manager shall not do business in this state without

first registering with the commissioner on a form and in a manner prescribed

by the corumissioner.

(b) In accordance with rules adopted by the commissioner, pharmacy

benefit managers operating in the state of Vermont and proposing to contract

for the provision of pharmacy benefit management shaill notify health insurers

when the pharmacy benefit manager provides & quotation that a quotation for

an administrative-services-only contract with full pass through of negotiated
prices, rebates, and other such financial benefits which would identify to the

health insurer external sources of revenue and profit is generally available and

whether the pharmacy benefits manager offers that type of arrangement.

Quotations for an administrative-services-only contract shall include a

reasonable fee payable by the health insurer which represents a compeiitive

pharmacy benefit profit. This subsection shall not be interpreted to reguire a

pharmacy benefits manager to offer an administrative-services-only contract.

(c)(1)_In order to enable periodic verification of pricing arrangements in

administrative-services-only contracts, pharmacy benefit managers shall allow

access, in accordance with rules adopted by the commissioner, by the health

insurer who is a party to the administrative-services-only contract to financial

and contractual information necessary to conduct a complete and independent

audit designed to verify the following:
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(A) full pass through of negotiated drug prices and fees associated

with all drugs dispensed to beneficiaries of the health plan in both retail and

mail order settings or resulting from any of the pharmacv benefit management

functions defined in the contract;

(B)_full pass through of all financial remuneration associated with all

drugs dispensed to beneficiaries of the health plan in both retail and mail order

settings or resulting from any of the pharmacy benefit management functions

defined in the contract; and

{C)_any other verifications relating to the pricing arrangements and
activities of the pharmacy benefit manager required by the contract if required
by the commissioner.

(d) The department’s reasonable expenses in administering the provisions

of this section may be charged to pharmacy benefit managers in the manner

provided .for in section 18 of Title 8. These expenses shall be allocated in

proportion to the lives of Vermonters covered by each pharmacy benefit
manager as reported annually to the commissioner in a manner and form
prescribed by the commissioner. The department shall not charge its expenses

to the pharmacy benefit manager contracting with the office of Vermont health

access if the office notifies the department of the conditions contained in its

contract with a pharmacy benefit manager.
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(e)_The commissioner may adopt such rules as are necessary or desirable in

carrving out the purposes of this section. The rules also shali ensure that

proprietary information is kept confidential and not disclosed bv a health

insurer.

(H) As used in this section;

(1) “Health insurer” is defined in subdivision 9471(2} of this title,

(2) “Health plan” is defined in subdivision 9471(3) of this fitle.

(3) “Pharmacy benefit management” is defined in subdivision 9471{4)

of this title.

(4) “Pharmacy benefit manager” is defined in subdivision 9471(3) of this
title,
Sec. 10. APPLICATION

Secs. 8 and 9 of this act apply to contracts executed or renewed on or after

September 1, 2007. For purposes of this section, a contract executed pursuant

to a memorandum of agreement executed prior to September 1, 2007 is

deemed to have been executed prior to September 1, 2007 even if the contract

was executed after that date.

Sec. 11. 8 V.S.A. § 4088d is added to read:

§ 4088d. NOTICE OF PREFERRED DRUG LIST CHANGES

A health insurer. as defined in subdivisions 9471(2}(A), (C). and (D) of

Title 18, shall provide beneficiaries sufficient notice of any changes to the
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prescription drugs covered on its preferred drug list. For purposes of this

section, “sufficient notice” means:

(1) written notice to affected beneficiaries specifying the drugs that have

been added or removed from the preferred drug list, which shall be provided to

beneficiaries at least 30 davs prior to the effective date of such changes; or

(2) written potice to a beneficiary that a specific drug is no longer

covered on the preferred drug list at the time the beneficiary seeks a refill of

that drug. In such circumstances. the beneficiary shall not be denied coverage

for the first requested refill after the change to the preferred drug list has taken -

place. Subsequent refills, however, shall be subject to the requirements of the

revised preferred drug list.

Sec. 12. 18 V.S.A_ chapter 91 is amended to read:
CHAPTER 91. GENERICDRUGS PRESCRIPTION DRUG

COST CONTAINMENT

Sec, 13. 18 V.S.A. chapter 91, sections 46014608 are designated as

subchapter | which is added to read:

Subchapter 1. Generic Drugs

Sec. 14. 18 V.S.A. chapter 91, subchapter 2 is added to read:

Subchapter 2. Evidence-Based Education Program

§4621. DEFINITIONS

For the purposes of this subchapter;
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(1) “Department” means the department of health.

(2) “Evidence-based” means based on criteria and guidelines that reflect

high-quality, cost-effective care. The methodology used to determine such

guidelines shall meet recognized standards for systematic evaluation of all

available research and shall be free from conflicts of interest, Consideration of

the best available scientific evidence does not preclude consideration of
experimental ot investigational treatment or services under a clinical

investigation approved by an institutional review board.
§ 4622. EVIDENCE-BASED EDUCATION PROGRAM

(a)(1) The department, in collaboration with the attorney general, the

University of Vermont area health education centers program, and the office of

Vermont health access, shall establish an evidence-based prescription drug

education program for health care professionals designed to provide

information and education on the therapeutic and cost-effective utilization of

prescription drugs to physicians, pharmacists, and other health care

professionals authorized to prescribe and dispense prescription drugs. The

department may collaborate with other states in establishing this program.

(2) The program shall notify prescribers about commonly used brand-

name drugs for which the patent has expired within the last 12 months or will

expire within the next 12 months, The department and the office of Vermont

health access shall collaborate in issuing the notices.
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(3} To the extent permitted by funding, the program may inciude the
distribution to prescribers of samples of generic medicines used to treat chronic

conditions common in Vermont.

{b) The department shall request information and collaboration from

physicians, pharmacists, private insurers, hospitals, pharmacy benefit

managers, the drug utilization review board, medical schools, the attorney

general, and any other programs providing an evidence-based education to
prescribers on prescription drugs in developing and maintaining the program.
{¢) The department may contract for technical and clinical support in the

development and the administration of the program from entities conducting

independent research into the effectiveness of prescription drugs.

(d) The department and the attorney general shall collaborate in reviewing

the marketing activities of pharmaceutical manufacturing companies in

Vermont and determining appropriate funding sources for the program,

inchiding awards from suits brought by the attorney general against

pharmaceutical manufacturers,

Sec. 15. GENERIC DRUG SAMPLE PILOT PROJECT

(2) As part of the evidence-based education program established in

subchapter 2 of chapter 9] of Title 18, the department of health, in

collaboration with the office of Vermont health access and the University of

Vermont area health education centers program, shall establish a pilot project
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to distribute vouchers for a sample of generic drugs used to treat high

cholesterol, including statins, and informational and educational materials to

prescribers. The department and office may expand the pilot program to

include other classes of prescription drugs used to treat common chronic

conditions for which there is a generic medicine available.

(b)_The office of Vermont health access shall fund the vouchers from the

fee established in section 1998 of Title 33 and shall orovide pavment to the

pharmacy dispensing the prescription drugs in exchange for the voucher. The

office shall establish a payment rate, including a dispensing fee. using the rules

and procedures for the Medicaid program.
Sec. 16. PRESCRIPTION DRUG PRICING; FEDERALLY QUALIFIED

HEALTH CENTERS

No later than January 1, 2008, the department of health shall create a plan to

inform Vermonters of the availability of health services provided by federally

qualified health centers (FOHC) and FOHC look-alikes, including information

about prescription drug pricing, focusing on state emplovees, individuals under

the supervision of corrections, individuals receiving workers’ compensation

benefits if applicable, and any other state or publicly funded purchaser of

prescription drugs for whom the cost of prescription drugs is likely to be

higher than prices under Section 340B of the Public Health Service Act.

* * * Pregeription Drug Data Confidentiality * * *
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Sec. 17. 18 V.S.A. chapter 91, subchapter 3 is added to read:

Subchapter 3. Information Reguirements

§ 4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION

{a) The general assembly finds that it has become an increasingly common

practice for infermation identifying physicians and other prescribers in

prescription records to be used to target pharmaceutical marketing and gifts

toward physicians who prescribe the most expensive drugs for their patients.

This practice raises drug costs for all Vermont residents and compromises the

professional autonomy of physicians. It is the intent of the general assembly to -

ensure the privacy of Vermonters and health care professionals by prohibiting

the commercial use of prescription information.

{b) As used in this section:

{1} “Commercial purpose” shall include advertising, marketing,

promotion, or any activity that is intended to be used or is used to influence

sales or the market share of a pharmaceutical product, influence or evaluate the

prescribing behavior of an individual health care professional, market
prescription drugs to patients, or evaluate the effectiveness of a professional

pharmaceutical detailing sales force.
(2) “Electronic transmission intermediary” means an entity that provides

the infrastructure that connects the computer sysiems or other electronic

devices used by health care professionals, prescribers, pharmacies, health care
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facilities and pharmacy benefit managers. health insurers, third-party

administrators, and agents and contractors of those persons in order to facilitate

the secure transmission of an individual’s prescription drug order, refill,

authorization request, claim, payment. or other prescription drug information.,

{3) “Health care facility” shall have the same meaning as in section

9402 of this title.

(4) “Health care professional” shall have the same meaning as in section

9402 of this title.

(5)_“Health insurer” shall have the same meaning as in section 9410 of
this title,

(6) “Pharmacy” means any individual or entity licensed or registered

under chapter 36 of Title 26.

(7) “Prescriber” means an individual allowed by law to prescribe and

administer prescription drugs in the course of professional practice.

(8) “Regulated records” means information or documentation from a

prescription written by a prescriber doing business in Vermont or &

prescription dispensed in Vermont.

(c) A health insurer, a self-insured employer, an elecironic transmission

intermediary, a pharmacy, or other similar entity shall not license, transfer, use,

or sell regulated records which include prescription information containing

patient-identifiable or prescriber-identifiable data for any commercial purpose.
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{d) This section shall not apply to:

(1) _the license, transfer, use, or sale of regulated records for the limited

purposes of pharmacy reimbursement; prescription drug formulary

compliance; patient care management; utilization review by a health care
professional, the patiént’s health insurer, or the agent of either; or health care

regearch:

{2) the dispensing of prescription medications to a patient or to the

patient’s authorized representative;

(3) the transmission of prescription information between an authorized

nrescriber and a licensed pharmacy, between licensed pharmacies, or that may

occur in the event a pharmacy’s ownership is changed or transferred;

(4)_care management educational communications provided to a patient

about the patient’s health condition, adherence to a prescribed course of

therapy and other information relating to the drug being dispensed, treatment

options, recall or patient safety notices, or clinical trials;

(5) the collection, use, or disclosure of prescription information or other

regulatory activity as authorized by chapter 84, chapter 84 A, or section 9410 of

this title, or as otherwise provided by law;

(6)_the collection and transmission of prescription information to a

Vermont or federal law enforcement officer engaged in his or her official

duties as otherwise provided by law;
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(7) the collection, use, transfer, or sale of patient and prescriber data for

commercial purposes if the data do not identify a person, and there is 1o

reasonable basis to believe that the data provided could be used to identifvy a

person.

(¢) In addition to any other remedy provided by law, the attorney general

may file an action in superior court for a violation of this section or of any

rules adopted under this section by the attorney general. The attorney general

shall have the same authority to investigate and to obtain remedies as if the

action were brought under the Vermont consumer fraud act, chapter 63 of

Title 9. Each violation of this section or of any rules adopted under this

section by the attorney general constitutes a separate civil violation for which

the attorney general may obtain relief.
Sec. 18. 1 V.S.A. § 317(c)(38) is added to read:

(38) records held by the agency of human services, which include
prescription information containing patient-identifiable or

prescriber-identifiable data, that could be used to identify a patient or

prescriber, except that the records shall be made available upon request for

medical research purposes consistent with those expressed in sections 4621,

4631, 4632, 4633, and 9410 of Title 18 and chapters 84 and 84A of Title 18, or

law enforcement activities.

Sec. 19. 18 V.S.A, § 9410(g) is amended to read:
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(g) Any person who knowingly fails to comply with the requirements of
this section or rules adopted pursuant to this section shall be fined subject to an

administrative penalty of not more than $1,000.00 per violation. The

commissioner may impose an administrative penalty of not more than

£10,000.00 each for those violations the comymissioner finds were willful. In

addition, any person who knowingly fails to comply with the confidentiality

requirements of this section or rules adopted pursuant to this section and uses,

sells or transfers the data or information for commercial advantage, pecuniary

2ain, personal gain or malicious harm shall be subject to an administrative

penalty of not more than $50,000.00 per violation. The powers vested in the

commissioner by this subsection shall be in addition to any other powers to

enforce any penalties, fines or forfeitures authorized by law,
Sec. 20. 33 V.S.A. § 1998b is added to read:

§.1998b. MANUFACTURER FEE

(2) Annually, each pharmaceutical manufacturer of prescription drugs that

are paid for by Medicaid, the Vermont Health Access Program, Dr. Dynasaur,

VPharm or Vermont Rx shall pay a fee to the agency of human services. The

fee shall be 0.5 percent of the previous calendar vear’s drue spendine and shall

be assessed based on manufacturer labeler codes as ysed in the Medicaid

rebate program.
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(b) Fees collected under this section shall fund the implementation and

operation of subdivision 2466a(c)( 1) of Title 9 and the evidence-based

education program established in subchapter 2 of Title 18.

(c)_The secretary of human services or designee shall make rules for the

implementation of this section.

* * * Consumer Protection; False Advertising * * *
Sec. 21. 9 V.S.A. § 2466a is added to read:

§ 2466a. CONSUMER PROTECTIONS: PRESCRIPTION DRUGS

(a) A violation of section 4631 of Title 18 shall be considered a violation

under this chapter.

(b) As provided in section 9473 of Title 18. a violation of section 9472

shall be considered a violation under this chapter,

(c)(1)_It shall be a violation under this chapter for a manufacturer of

prescription drugs to present or cause {0 be presented in the state a regulated

advertisement if that advertisement does not comply with the requirements

concerning drugs and devices and prescription drug advertising in federal law

and regulations under 21 United States Code, Sections 331 and 352(nYand 21

Code of Federal Regulations, Part 202 and state rules. A warning or untitled

tetter issued by the U.S. Food and Drug Administration shall be prima facie

evidence of a violation of federal law and regulations.

(2) For purposes of this section:
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(A) “Manufacturer of prescription drugs™ means a person authorized

by law to manufacture, bottle. or pack drugs or biclogical products, a licensee
or affiliate of that person, or a labeler that feceives drugs or biological products
from a manufacturer or wholesaler and repackages them for later retail sale and
has a labeler code from the federal Food and Drug Administration under

21 Code of Federal Regulations, 2027.20 {1999).

(B) “Regulated advertisement” means;

(i} the presentation to the general public of a commercial message

regarding a prescription drug or biological product by a manufacturer of

prescription drugs that is broadcast on television, cable, or radio from a station

or cable company that is physically located in the state, broadcast over the

internet from a Jocation in the state, or printed in magazines or newspapers that

are printed, distributed, or sold in the state; or
(it} a commercial message regarding a prescription drug or

biological product by a manufacturer of prescription drugs or its representative

that is conveyed:

() to the office of a health care professional doing business in-
Vermont, including statements by representatives or employees of the

manufacturer and materials mailed or delivered to the office: or

(II) at a conference or other professional meeting occurring in

Vermont.
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(d) No person shall sell, offer for sale, or distribute electronic prescribing

software that advertises, uses instant messaging and pop-up advertisements, or

uses other means to influence or attempt to influence the prescribing decision

of a health care professional through economic incentives or otherwise and

which is tripgered or in specific response to the input, selection. or act of a

health care professional or agent in prescribing a specific prescription drug or

directing a patient to a certain pharmacy. This subsection shall not apply to

information provided to the health care professional about pharmacy

reimbursement, prescription drug formulary compliance, and patient care

management,

* * % Insurance Marketing * * *
Sec. 22. 8 V.S.A. § 4804(a) is amended to read:

(a) The commissioner may suspend, revoke, or refuse to continue or renew
any license issued under this chapter if, after notice to the licensee and to the
insurer represented, and opportunity for hearing, he or she finds as to the
licensee any one or more of the following conditions:

& H %
(8) The licensee has committed any unfair trade practice or fraud as

defined in this title. It shall be an unfair practice under this section for a

licensee to:
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{A)}) sell. solicit, or nepotiate the purchase of health insurance in

this state through an advertisement which makes use directly or indirectly of

any method of marketing which fails to disclose in a conspicuous manner that

a purpose of the method of marketing is solicitation of insurance, and that

contact will be made by an insurance agent or INSUrance company.

(ii) Use an appointment that was made to discuss Medicare

products or to solicit the sale of Medicare products to solicit sales of any other

insurance products unless the consumer requests the solicitation, and the

products to be discussed are clearly identified to the consumer in writing at

least 48 hours in advance of the appointment.
(iii) Solicit the sale of Medicare products door-to-door prior to

receiving an invitation from a consumer.

(B) As used in this subdivision, the term “Medicare products” includes

Medicare Part A, Medicare Part B, Medicare Part C, Medicare Part D, and

Medicare supplement plans;

* ok ¥

Sec. 23. RECODIFICATION

The folowing sections of Title 33 as amended by this act are recodified as

follows:

{1} _Section 2005 shall be section 4632 of Title 18.

{2) Section 2005a shall be section 4633 of Title 18,
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(3)_Section 2008 shall be section 4634 of Title 18.

(4) Section 2006 shall be section 852 of Title 2.

Sec. 24. REPEAL

Section 2009 of Title 33 is repealed,
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S.115 - Prescription Drug Data Confidentiality
»
[
First; by insertjng@qw Sec. 16517; read:
Sec. 16a\LEGISLATIVE FINDINGS

The general assembly makes the following findings:

1} _In 2005, Vermonters spent an estimated $524 million on prescription

and over the?ounter drugs and medical supplies. In 2000, spending was about

280 million. The annual increase in spending during this period was 13.3

percent.

(2) According to the June 13, 2006 Marketing Disclosures:\{lenon of

Vermont Attorney General William H, Sorrell, as part of their marketing
efforts, pharmaceutical companies made direct payments of almost $2.2

million to prescribers, including fees and travel expenses in 2005. Estimates of

total costs of marketing to prescribers in Vermont are $10 million or more,

exchiding free samples and direct-to-consumer advertising,

(SQ‘ChoiceS among therapeutic options can have significant health and

econontic consequences o patients. Choices also have major financial effects

on third-party pavers, including the state of Vermont.

§4Q’Marketing efforts have been shown to have a significant effect on

provider prescribing patterns. One of the most effective components of

pharmaceutical marketing is “detailing’’ — direct one-on-one presentations to

prescribers,
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NiStudies have shown that information presented is not always accurate

En iased,

{6)\EAnalvsis of individual prescriptions, called “*data mining ” can increase

the effectiveness of detailing by identifyving individual prescribers who could

be most receptive to marketing messages and by tailoring messages to specific

prescribers.

(7)_To the extent that marketing efforts either increase pharmaceutical

spending without an equivalent increase in patient health status or directly

endanger patient health, such marketing efforts are contrary to the best

interests of the state,

Second: by striking Sec. 17 and inserting a new Sec. 17 to read:

Sec. 17. 18 V.5.A. chapter 91, subchapter 3 is added to read:

Subchapter 3. Information Requirements

§ 4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION
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gaS\It is the intenf of the general assembly to advance the state’s interest

The
in groteeting‘Eubiic health of Vermonters and to ensure costs are

contained in the private health care sector, as well as for state purchasers

of prescription drugs, through the promotion of generic drugs as an

alternative to more costly drugs and ensuring prescribers receive

unbiased information.

(b) _As used in this section:

23(1) “Electronic transmission intermediary” means an entity that

provides the infrastructure that connects the computer systems oOr other
electronic devices used by health care professionals, prescribers, pharmacies,

health care facilities and pharmacy benefit managers, health insurers,

third-party administrators, and agents and contractors of those persons in order

to facilitate the secure transmission of an individual’s prescription drug order,
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refill, authorization request, claim, payment. or other prescription drug

information.
2) “Health care facility” shall have the same meaning as in section
94072 of this title.

£3(3)_“Health care professional” shall have the same meaning as in

section 9402 of this title.

£53(4) “Health insurer” shall have the same meaning as in section 9410

(5) “Marketing” shall include advertising, promotion,. or any activity

that is intended to be used or is used to influence sales or the market share of a
prescription drug, influence or evaluate the prescribing behavior of an
individnal health care professional to promote a prescription drug, market
prescription drugs to patients, or evaluate the effectiveness of a professional

pharmaceutical detailing sales force,

(6) “Pharmacy’” means any individual or entity licensed or registered

under chapter 36 of Title 26,

T} “Prescriber” means an individual allowed by law to prescribe and

administer prescription drags in the course of professional practice,

(8)\“Prom0tion” or “promote’” means any activity or product the
i

intention of which is to advertise or publicize a prescription druog,
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including a brochure, media advertisement or announcement, poster,

brochure, free sample, detailing visié or Eersonall appearance,

19 “Regulated records” means information or documentation from a

prescription written by a prescriber doing business in Vermont or a

prescription dispensed in Vermont,

¢). A health insurer, a self-insured emplover, an electronic transmission

intermediary, a pharmacy, or other similar entity shall not license, transfer. use

or sell regulated records which include prescription information containin

atient-identifiable or presciiber-identifiable data

if that data is nsed or intended to be used to market or promote @

\Y/ name drug for which there is a lower-cost generic drug in the same class

or when there is another therapeutic treatment recommended by

evidence-based treatment protocols prior to the use of the brand-name

drug.

{d) This section shall not apply to:

(1) the license, transfer, use, or sale of regulated records for the limited

purposes of pharmacy reimbursement; prescription drug formulary

compliance: patient care management; utilization review by a health care

professional, the patient’s health insurer. or the agent of either: ar health care

research;
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that the branci-’:%z_:me has a specific health benefit or risk not available

from the generic drug available in the same class or other therapeutic

treatment and the marketing information includes evidence-based

materials as defined in section 4622 of this title describing the specific

health benefits or risks, and which patients would gain from the health

benefits or be susceptible to the risks described.

(e)_In addition to any other remedy provided by law, the attorney general

may file an action in superior court for a viclation of this section or of any

rules adopted under this section by the attorney general. The attorney general
shall have the same authority to investigate and to obtain remedies as if the
action were brought under the Vermont consumer fraud act, chapter 63 of
Title 9. Each violation of this section or of any rules adopted under this

section by the attorney general constitutes a separate civil violation for which

the attorney peneral mav obtain relief,
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S.115 - Prescription Drug Data Confidentiality

Represemaiive Chen of Mendon, on behalf of the committee on health care,

—r —
= = =

moves to amend S.115 as follows:
First: In Sec. 14, IS\V.S A, § 4622(3)(1) by striking subdivision (1) and
inserting a new subdivision (1) to read:

(a1} The department. in collaboration with the atforney general, the

University of Vermont area health education centers program, and the office of

Vermont health access, shall establish an evidence-based prescription drug

education program for health care professionals designed to provide

information and education on the therapeutic and cost-effective utilization of

prescription drugs to physicians, pharmacists, and other health care
professionals authorized to prescribe and dispense prescription drugs. To the

extent practicable, the program shall use the evidence-based standards /
developed by the blueprint for health\’{'he department mav collaborate with

other states in establishing this program.
Second: In Sec. 14, 18 V.S.A. § 4622(a)(3),by striking subdivision (3) and

3

inserting a new subdivision (3) to read:

3) To the extent permitted by funding, the program may include the

v
distribution to prescribers of samples of generic medicines usedﬁ health

conditions common in Vermont.
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Third: By striking Sec. 15(a) and inserting a new subsection (a) to read:

{(a)_As part of the evidence-based education program established in

subchapter 2 of chapter 91 of Title 18, the department of health, in

collaboration with the office of Vermont health access and the University of

Vermont area health education centers propram, shall establish a pilot project

. ‘ -5
to distribute vouchers for a sample of § generie drug equivalent to

frequently prescribed prescription drugs that are used to {reat common

health conditions.

Fourth: By inserting a new Sec. 154 to read:
Sec. 15a. GENERIC DRUG SAMPLE PILOT; REPORT

By January 15, 2009, the office of Vermont health access, the department of

banking, insurance. securities, and health care administration, and the joint

fiscal office shall provide a report to the house committee on health care and

the senate committee on health and welfare comparing the distribution of

rescribing among generic drugs and brand name drugs before and after the

first year of the generic drug sample pilot project. The comparison will review

a vear of prescribing data prior to the implementation of the pilot project to a

ear of prescribing data during the first vear of the pilot project’s

Fifth: By inserting a new Sec. }63;"621(1:

Sec. 16a. LEGISLATIVE FINDINGS
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The general assembly makes the foﬁowin‘g findings:

(1) Vermont has been a leader in prescription drug cost-containment and

in providing transparency, to the extent allowable, in drug prices. The state

has enacted the pharmacy best practices and cost control program, mandato

generic substitution, and mail order purchasing in Medicaid, VPharIE.)and

Vermont Rx and encouraged the department of human resources to have a

preferred drug list in the state emplovees health benefit plans in efforts to

control costs, while maintaining best practices in drug prescribing, in our

publiclv-financed prescription drug programs. The Vermont Medicaid
program has been a member of multi-state purchasing pools for several years

and aggressively seeks supplemental rebates to lower drug costs in the
Medicaid program.

(2) In addition, Vermont has sought to control drug prices in private and
employer-sponsored insurance by encouraging voluntary participation in the

Medicaid’s preferred drug list, requiring mandatory s;eneric substitution for all

prescriptions in Vermont, providing consumers with pricing information about

the drugs they are prescribed, and assisting consumers by providing

information about purchasing drugs intermationally through a safe. regulated

program run through the state of Illinois.

(3) Vermont has alse sought transparency by requiring marketers of

prescription drugs to disclose information about the amount of money spent on
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marketing activities in Vermont and also to require the disclosure of pricing
information to doctors during marketing visits.
(4)_This act is necessary to protect prescriber privacy, to save money for

the State, consumers, and businesses, and to protect public health.
(3) Most doctors in Vermont that write prescriptions for their patients

have a reasonable expectation that the information in that prescription,

including their own identity and that of the patient, will not be used for
purposes other than the filling and processing the payment for that
prescription. Doctors and patients do not consent to the trade of that
information to third parties. and no such trade should take place without their
consent.

{6)_According to the June 15, 2006 Marketing Disclosures: Report of
Vermont Attorney General William H. Sorrell, as part of their marketing
efforts, pharmaceutical companies made direct payments of almost $2.2
million to prescribers in Vermont, including fees and travel expenses in 2005.
Estimates of total costs of marketing to prescribers in Vermont are $10 million
or more, excluding free samples and direct-to-consumer advertising.

(7) Some doctors in Vermont are experiencing an undesired increase in
the aggressiveness of pharmaceutical sales representatives and have reported

this to be coercive and harassing,
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(8) Prescriber-identifiable prescription data shows details of physicians’

drug use patterns, both in terms of their gross number of prescriptions and their

inclinations to prescribe particular dmgs.

(9) Presciber identified databases of prescribing habits encourage

pharmaceutical companies increase the guid pro quo nature of relations

between pharmaceutical sales representatives and prescribers. Pharmaceutical

companies use prescriber identity data-mining to target increased attention and

harassing and coercive practices toward those doctors that it finds are most

profitable, including high prescribers, brand loval prescribers. doctors that
show themselves willing to prescribe new medicines, and doctors that are
proven to be especially susceptible to sales messages.

{10) Monitoring of prescribing practices also allows the sales

representative to assess the impact of various gifts and messageson a

particular physician to help them select the most effective set of rewards.

(11) Added coercion and harassment occurs when doctors are informed

that they are being monitored — through messages of appreciation for writing

prescriptions, or messages of disappointment that thev are not prescribing what

was implicitly promised,

(12) Like the trading of consumer phone numbers linked to spending
pattern data, the trading of prescriber identities linked to prescription data

YT LEG 220564 vl
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encourages harassing and unethical sales behaviors by pharmaceuitical sales

representatives toward doctors.

'(13) Prescriber identity data mining allows pharmaceutical companies to
track to track the prescribing habits of nearly every physician in Vermont and

link those habits to specific physicians and their identities.

(14) Coincident with the rise of physician identity data mining, the
pharmaceutical industry increased its spending on direct marketing to dogtors
by over 275 percent and doubled its sales force to over 90.000 drug reps. It is
estimated that there is a pharmacentical sales representative in Vermont for
every five office-based physicians in Vermont.

(15) In 2004, the pharmaceutical industry spent $27 billion marketing
pharmaceuticals in the U.S., and spent more than any other sector in the U.S.
on its sales force and media advertising. Over 85 percent of these marketing
expenditures are directed at the small percentage of the population that practice
medicine.

(16) The physician data restriction program offered by the American
medical association {AMA) is not an adeguate remedy for Vermont doctors,
because the program does not prohibit the sharing of data, but merely requires

manufacturers to asset that they are not using the data. In addition. other health

care professionals who prescribe medications are not physicians and may not

avail themselves of the AMA program.
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{17} In 2005, Vermonters spent an estimated $524 million on

prescription and over the counter drugs and medical supplies. In 2000,

spending was about $280 million. The annual jncrease in spending during this

period was 13.3 percent,

{18) Nearly a third of the five-fold increase in U.S. spending on drugs

over the last decade can be attributed to marketing induced shifts in doctors’

prescribing from existing, effective, and Jower cost (often generic) therapies to

new and more expensive treatments, which often have little or no increased

therapeutic value.

(19} Public health is ill served by the massive imbalance in information
presented to doctors and other prescribers.

(20) The marketplace for ideas on medicine safety and effectiveness is
frequently one-sided in that only brand name companies invest in expensive
pharmaceutical marketing campaigns to doctors. The one sides nature of the
marketing leads to doctors prescribing drugs with imperfect, misleading and

biased information, particularly for prescribers that lack the time or initiative to

perform substantive research assessing whether the messages they are

receiving from pharmaceutical representatives is full and accurate.

(21) Newer druges on the market do not necessarily provide additional

benefits over older drugs, but do add costs and as yet unknown side effects.

One example of this is the drug Vioxx, which was removed from the market
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due to potentially lethal side effects that were not adequately disclosed
initially.

22 Fiﬁy percent of all drug withdrawals from the market and “black
box warnings” are within the first two years of the release.of the drug,

(23) Prescriber-identified data incréases the effect of detailing programs.

It supports the tailoring of presentations to individual prescriber styles,

preferences, and attitudes.
(24)_The goals of marketing programs are in conflict with the goals of

the state. Marketing programs are designed to increase sales, income, and

profit. Frequently, progress toward these goals come at the expense of cost

containment activities and possibly the health of individual patients.

Sixth: By striking Sec. 17 and inserting a new Sec. 17 to read:
Sec. 17. 18 V.S.A. chapter 91, subchapter 3 is added to read:

Subchapter 3. Information Requirements

§ 4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION /

(a) It is the intent of the general assembly to advance the state’s

interest in protecting the public health of Vermonters, prote the (

privacy of prescribers and prescribing information, and to ensure costs

are contained in the private health care sector,_w well as for state
l purchasers of prescription dru%si }ghrough the promotion of less costly

drugs and ensuring prescribers receive unbiased information.
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(b) As used in this section:

(1)_“Electronic transmission intermediary” means an entity that provides

the infrastructure that connects the computer systems or gther electronic

devices used by health care professionals, prescribers, pharmacies, health care

facilities and pharmacy benefit managers, heaith insurers, third-party

administrators, and agents and contractors of those persons in order to facilitate

the secure transmission of an individual’s prescription drug order, refill,

authorization request, claim, payment, or other prescription drug information.
(2) “Health care facility” shall have the same meaning as in section

9402 of this title,

(3} “Health care professional” shall have the same meaning as in section

9402 of this title.

(4) .*“Health insurer” shall have the same meaning as in section 9410 of

this title.

(5)_“Marketing” shall include advertising, promotion, or any

activity that is intended to be used or is used to influence sales or the

market share of a prescription drug, influence or evaluate the prescribing
behavior of an individual health care professional to promote a
prescription drug, market p_fescrigtion drugs to patients, or evaluate the

effectiveness of a professional pharmaceutical detailing sales force.
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(6) “Pharmacy” means any individual or entity licensed or registered

under chapter 36 of Title 26,

(7) “Prescriber” means an individual allowed by law to prescribe and

administer prescription drugs in the course of professional practice.

(8) “Promotion’ or “promote’” means any activity or groduct,the
intention of which is te advertise or publicize a prescription drug,

inclnding a brochure, media advertisement or announcernent. poster,

brochure, free sample, detailing visit, or personal appearance.
(9)_“Regulated records” means information or documentation from a

prescription written by a prescriber doing business in Vermontor a

prescription dispensed in Vermont.

{¢) The department of health and the office of professional regulation,

in consultation with the appropriate licensing boards, shall establish a

ol

prescriber data Eharing program to allow a prescriber to give permission

for his or her identifying information to be licensed, transferred, used, or
s Seclhiert
¢ department and

sold for the purposes described under subsection (d

office shall solicit the prescriber’s permission on licensing applications or

renewal forms and shall provide a prescriber a method for revoking his or

her permission\The department and office may establish rules for this

programs.
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d) A health insurer, a self-insured employer, an electronic transmission

intermediary, a pharmacy. or other similar entity may use regulated records

which include prescription information containing patient-identifiable-or

prescriber-identifiable data for marketing or promoting a prescription drug

only if:
(1)(A)_a prescriber has provided permission for the use of that data

as provided\& in subsection (ﬁ(?;'gi’jﬁlﬁ_ﬁh"

the entity using the regulated records complies with the

v this s
in subsection I//

disclosure requirements in subsection (eE'; or
1) the license, transfer. use. or sale of regulated records for the limited

2)ithe entity meets one of the exceptions provided

s Sel 1lvim

{e) This section shall not apply to;

purposes of pharmacy reimbursement: prescription drug formulary
compliance; patient care management; utilization review by a health care
professional, the patient’s health insuret, or the agent of either; or health care

research;

(2) the dispensing of prescription medications to a patient or to the

patient’s authorized representative;
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{3)_the transmission of prescription information between an authorized

prescriber and a licensed pharmacy, between licensed pharmacies. or that may

occur in the event a pharmacy’s ownership is changed or transferred;
(4)_care management educational communications provided to a patient

about the patient’s health condition, adherence to a prescribed course of

therapy and other information relating to the drug being dispensed, treatment

options, recall or patient safety notices, or clinical trials;

(5} the collection, use, or disclosure of prescription information or other

regulatory activity as authorized by chapter 84, chapter 84A. or section 9410 of

this titie. or as otherwise provided by law;

(6)_the collection and transmission of prescription information to &
Vermont or federal law enforcement officer engaged in his or her official

duties as otherwise provided by law; and

(7) the collection, use, transfer, or sale of patient and prescriber data for

marketing or promoting if the data do not identify a person, and there is no

reasonable basis to believe that the data provided could be used to identify a

eISon,

() When a pharmaceutical marketer engages in any form of

prescription drug marketing directly to a physician or other person

authorized to prescribe prescription drugs, the marketer shall disclose to

the prescriber evidence-based information as provided for by rule

VT LEG 220564.v1
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describing the specific health benefits or risks of using other

pharmaceutical drugs, including drugs available ove:lfthéounter, which

patients would gain from the health benefits or be susceptible to the risks

described, the range of prescription drug treatment options. and the cost

of the treatment options.\As necessary, the office of Vermont health

“4he

access, in consultation with department of health, the area centers on

health education, the office of professional regulation, and the office of the

attorney general, shall develop rules for compliance with this subsection,

including the certification of materials which are evidence-based as

defined in section 4621 of this title and which conditions hav%evidence- ;

\Y/based treatment guidelinesTo the extent practicable, the rules shall use

DRI

the evidence-based standards developed by the blueprint for health.

(g} In addition to any other remedy provided by law, the attorney general

may file an action in superior court for a violation of this section or of an

rules adopted under this section by the attorney general. The attorney general

shall have the same authority to investigate and to obtain remedies as if the

action were brought under the Vermont consumer fraud act, chapter 63 of

Title 9. Each violation of this section or of any rules adopted under this

section by the attorney general constitutes a separate civil violation for which

the attorney general may obtain relief,
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Seventh: By inserting a new Sec. 24b7:ead:

Sec. 24b. EFFECTIVE DATES

Sec. 17 shall become effective no later than J anunary 1, 2008, except that the

department of health and the office of professional regulation may begin an

necessary rulemaking. revision of forms, or other administrative actions

necessary o implement the program, immediately upon passage. The

department may implement Sec. 17 of this act for prescribers with licenses at

the time of passage of this act when the prescriber next requests a renewal of

the license.
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S.115 - Prescription Drug Data Confidentiality
Representative Chen of Mendon, on behalf of the Committee on Health Care,
moves to amend the bill as amended by the Committees on Health Care and on

Appropriations as follows:

First: By renumbering Sec. 1 to be Sec. laand inserting a new Sec. 1 to

read:

Sec. 1. LEGISLATIVE FINDINGS

The general assembly makes the following findings:

(1) Vermont has been a leader in prescription drug cost-containment and:

in providing transparency, to the extent allowable, in drug prices. The state

has e¢nacted the pharmacy best practices and cost control program. mandatory

generic substitution, and mail order purchasing in Medicaid, VPharm, and

Vermont Rx and encouraged the department of human resources to have a

preferred drug list in the state emplovees health benefit plans in efforts to

control costs, while maintaining best practices in drug prescribing, in our-

publicly-financed prescription drug programs. The Vermont Medicaid

program has been a member of multi-state purchasing pools for several vears.

and aggressively seeks supplemental rebates to lower drug costs in Medicaid

PIOgramnm,

{2)_In addition, Vermont has sought to control drug prices in private and

employer-sponsored insurance by encouraging voluntary participation in -
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Medicaid’s preferred drug list, requiring mandatory generic substitution for all

prescriptions in Vermont, providing consumers with pricing information about
the drugs they are prescribed, and assisting consumers by providing

information about purchasing drugs internationally through a safe, regulated

program run through the state of Tlinois,

(3) Vermont has also sought transparency by requiring marketers of

prescription drugs to disclose information about the amount of money spent on

marketing activities in Vermont and also to require the disclosure of pricing

information to doctors during marketin visits,
iformation to doctorsduring markeing Vst fy antd go==

(5) Most doctors in Vermont who write prescriptions for their patients

wﬁ@"’ﬁava a reasonable expectation that the information in that prescription,

?‘\‘“"‘1’5""3 e

W—Jr.‘!f"

23

w@g AT

Dﬁg "+
Ol o

including their own identity and that of the patient, will not be used for
purposes other than the filling and processing of the payment for that

Erescrigtion. Doctors and patients do not consent to the trade of that

information to third parties, and no such trade should take place without their

consent.’

(6) According to the June 15, 2006 Marketing Disclosures: Report of

Vermont Attorney General William H. Sorrell. as part of their marketing

efforts. pharmaceutical companies made direct payments of almost $2.2 ..
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million fo prescribers in Vermont, inc!uding@fees and travel expenses in 20085.

Estimates of total costs of marketing to prescribers in Vermont are $10 million

or more, excluding free samples and direct-to-consumer advertising.

(7) _Some doctors in Vermont are experiencing an undesired increase in

the aggressiveness of pharmacentical sales representatives and have reported
this to be coercive and harassmgﬁ s well. o2 é-‘*»ﬁ - |

(8) Prescriber-identifiable prescription data show detzails of phvsicians’

drug use patterns, both in terms of their gross number of prescriptions and their

inclinations to prescribe particular drugs.
{9) Prescriber identified databases of prescribing habits encourage

pharmaceutical companies to increase the quid pro quo nature of relations

between pharmaceutical sales representatives and prescribers., Pharmaceutical

companies use prescriber identity data-mining to target increased attention and

oo & to o
nd muractices toward those doctors that they find aze-smest /\
R s Sm——— i :

. , . . . S A€ as
including high prescribers, brand loval prescribers, doctors that Pm eh

@mixkg

show themselves willing to prescribe new medicines, and doctors that are

roven to be especially susceptible to sales messages.

(10) Monitoring of prescribing practices also allows the sales

representatives 1o assess the impact of various gifts and messages on a -

articular physician to help them select the most effective set of rewards.
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(11) Added coercion and harassment occurs when doctors are informed

by sales representatives that they are being monitored — through messages of

appreciation for writing prescriptions, or messages of disappointment that they
are not prescribing what was implicitly promised.

> harassing -sadsunethiest sales behaviors b haﬁnaceuitical sales

WM lead e los
co‘fﬁ‘>

A CAr T AR

13} Prescriber identity data mining allows pharmaceutical com anies to

track the prescribing habits of nearly every physician in Vermont and link

those habits to specific physicians and their identities.
(14) Coincident with the rise of physician identity data mining, the

pharmaceutical industry increased its spending on direct marketing to doctors

by over 275 percent and doubled its sales force to over 90.000 drug

representatives. It is estimated that there is a pharmaceutical sales

representative in Vermont for every five office-based physicians in Vermont.

{15) In 2004, the pharmaceutical industry spent $27 billion marketing

pharmaceuticals in the United States, and spent more than any other sector in
the United States on its sales force and media advertising. Over 85 percent of
these marketing expenditures are directed at the small percentage of the
population that practice medicine.
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16) The physician data restriction program offered by the American

Medical Association (AMA) is not an adecuate remedy for Vermont doctors

because the program does not prohibit the sharing of data. but merelv requires

manufacturers to assert assure that they are not using the data. In addition,
cther health care professionals who prescribe medications are not phyvsicians

and may not avail themselvés of the AMA program. A ' >
Coungs
(17)_In 2005, V. ters spent an estimated $524 milli &ﬁ)“" TN e
n ermonters spent an estimate million on CDQ\A_ \\)5&_ \
). , O

rescription and over-the-counter drugs and medical supplies. In 2000, < he  \icegrm=e

. /
spending was about $280 million. The annual increase in spending during this = 4 ‘*wa.c‘?—-

=X
period was 13,3 percent, ?:@Eq\:;;g
(o=

(18) Nearly one-third of the five-fold increase in U.S. spending on drugs

over the last decade can be attributed to marketing induced shifts in doctors’

prescribing from existing, effective, and lower cost (often generic) therapies to

new and more expensive treatments, which often have little or no increased

therapeutic valie.

(19) Public health is ill sérved by the massive imbalance in information
presented to doctors and other prescribers,

(20) The marketplace for ideas on medicine safety and effectiveness is
frequently one-sided in that brand-name companies invest in expensive
pharmaceutical marketing campaigns to doctors. The one-sided nature of the
marketing leads to doctors prescribing drugs based on imperfect, misleading,
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and biased information, particularly for prescribers that lack the time oF

initiative to perform substantive research assessing whether the messages they

are receiving from pharmaceutical representatives is are full and accurate.
(21) Physicians are unable to take the time to research the guickly

changing pharmaceutical market and determine which drugs are the best

treatments for particular conditions. Because of this, physicians frequently

rely on information provided by pharmaceutical representatives,

(27) Newer drugs on the market do not necessarily provide additional

benefits over older drugs, but do add costs and as yet unknown side-effects,

One example of this is the drug Vioxx, which was removed from the market

due to potentially lethal side-effects that were not adeguately disclosed

initially.

(23) Fifty percent of al} drug withdrawals from the market and “black

box warnings” are within the first two vears of the release of the drug.

(24) Prescriber-identified data increase the effect of detailing programs.

They support the tailoring of presentations to individual prescriber styles,

prefererices, and attitudes.

(25) The goals of marketing programs are in conflict with the goals of

the state. Marketing programs are designed to increase sales, ingome, and

profit. Frequently, progress toward these goals comes at the expense of

cost-containment aetivities and possibly the health of individual patients.- . _.
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(26) Several studies suggest that drug samples clearly affect prescribing

behavior in favor of the sample. The presence of drug samples may influence

physicians to dispense or prescribe drugs that differ from their preferred drug

source according to a study by Chew et al. in the Journal of General Internal

Medicine in 2000,

(27 %ccording to testimony by Dr. Avorn, M.D., at Brigham and Q@W‘o A
e
%etajling effects the cost of medications, because it is

Women’s Hospital,

generally “confined to high-margin, high-profit drugs, for which the

manufacturer has a substantial incentive to increase sales....Thus, the work of -

pharmaceutical sales representatives drives drug use toward the most

expensive products. .., and contributes to the strain on health care budgets for

individuals as well as health care programs.”

Second: In Sec. 14, 18 V.5.A. § 4622(a)(1) by striking subdivision (1) and

inserting a new subdivision (1) to read:

University of Vermont area health education centers program, and the office of

Vermont health access, shall establish an evidence-based prescfiption drog
education program for health care professionals designed to provide
information and education on the therapeutic and cost-effective utilization of
prescrption drugs to physicians, pharmacists, and other health care

proféssionals authorized to prescribe and dispense prescription drugs. To the

YT LEG 22063%.v1
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extent practicable, the program shall use the evidence-based standards
developed by the blueprint for health, The department may collaborale with

other states in establishing this program.
Third: In Sec. 14, 18 V.S.A. § 4622(a)(3), by striking subdivision (3) and

inserting a new subdivision (3) to read:

(3) Tothe extent permitted by funding, the program may include the

distribution to prescribers of samples of generic medicines used for health

conditions common in Vermont.

Fourth: By striking Sec. 15(a) and inserting a new subsection (a) to read:

(a) As partof the evidence-based education program established in

subchapter 2 of chapter 91 of Title 18, the department of health, in

collaboration with the office of Yermont health access and the University of

Vermont area health education centers program, shall establish a pilot project
to distribute vouchers for a sample of generic drugs equivalent to i‘reg' uently

prescribed prescription drugs that are used to treat common health

conditions.

Fifth: By inserting a Sec. 152 to read:

Sec. 15a. GENERIC DRUG SAMPLE PILOT; REPORT

By January 15, 2009, the office of Vermont health access, the department of

banking, insurance, securities, and health care administration, and the joint

fiscal office shall provide a report.to the house committee on. health care and
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the senate committee on health and welfare comparing the distribution of

prescribing among generic drugs and brand name drugs before and after the

first year of the generic drug sample pilot project. The comparison will review

a year of prescribing data prior to the implementation of the pilot project to a

year of prescribing data during the first vear of the pilot project’s

implementation.

Sixth: By striking Sec. 17 and inserting a new Sec. 17 to read:
Sec. 17. 18 V.S.A, chapter 91, snbchaptcf 3 is added to read:

Subchapter 3. Information Requirements

§4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION

(a) Ttis the intent of the general assembly to advance the state’s

7 interest in protecting the public health of Vermonters, protecting the

privacy of prescribers and prescribing information, and to ensure costs
are contained in the private health care sector, as well as for state

purchasers of prescription drugs, through the promotion of less costly

drugs and ensuring prescribers receive unbiased information.
(b} Asused in this section:

(1) “Electronic transmission intermediary” means an entity that provides

the infrastructure that connects the computer systems or other electronic

devices used by health care professionals, prescribers. pharmacies, health care

facilities and pharmacy benefit managers, health insurers, third-party
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administrators, and agents and contractors of those persons in order to facilitate

the secure transmission of an individual’s prescription drug order, refill,

authorization request, claim, payment, of other prescription drug information.

(23 “Health care facility” shall have the same meaning as in section

94072 of this title,

(3) “Health care professional” shall have the same meaning as in section

04072 of this title.

(4) “Health insurer” shall have the same meaning as in section 9410 of

this title.

(35) “Marketing” shall include advertising, promotion, Or any
activity that is intended to be used or is used to influence sai;zs or the
market share of a prescription drug, influence or evaluate the preseribing
behavior of an individual heaith care professional to promote a
prescription drug, market prescription drugs to patients, or evainate the
effectiveness of a professional pharmaceutical detailing sales force,

(6} “Pharmacy’” means any individual or entity licensed or registered

under chapter 36 of Title 26.

(7) “Prescriber” means an individual allowed by law fo prescribe and

administer prescription drugs in the course of professional practice.

8) “promotion” or “‘promote’” means any activity or product the

intention of which Is to adyertise or. ublicize a prescription dru

VT LEG 220639.v1
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including a brochure, media advertisement or announcement, poster,
brochure, free sample, detailing visit, or personal appearance.

(3) “Regulated records” means information or documentation from a

prescription written by a prescriber doing business in Vermontora

prescription dispensed in Vermont.
¢) _The department of health and the office of professional regulation '4{
in consultation with the appropriate licensing boards, shall establish a 0€+ -V

0 a
for his or her identifying information to be licensed, tr '
No ?r — = —
Eo!d or the purposes described under subsection (d) of this section. The w
UNCE 15 secion. ZAE s T

department and office shall solicit the prescriber’s permission on licensing

rescriber data-sharing program to allow a prescriber to give permission LBQW
@Q?“‘ -~ O
\)\b‘\:

applications or renewal forms and shall provide a prescriber a method for

revoking his or her permission., The department and offic€ may establish < 2’&

rules for this program. ' >\ e

rules for this program. /r : \—e}z J “)_L
(d) A health insurer, a self-insured emplover, an electronic transmission AAN—E

intermediary, a pharmacy, or other similar entity riay use regulated records Q{\D ‘:’E KA" Lo

which include prescription information containing patient-identifiable-or

prescriber-identifiable data fer marketing or promoting a prescription drug

only if:

1HA) a prescriber has provided permission for the use of that data

as provided in subsection (c) of this section; and

VT LEG 220839.v1
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the entity using the regulated records complies with the

of this section;

disclosure requirements in subsection

{2)_the entity meets one of the exceptions provided in subsection (¢}

of this section.

(e} This section shall not apply to:

(1)_the license, transfer, use, or sale of regulated records for the limited
purposes of pharmacy reimbursement; prescription drug formulary
compliance; p_aticht care management; utilization review by a health care
professional, the p_gtient’s health insurer, or the agent of either: or health care

research;

(2) the dispensing of prescription medications to a patient or to the

patient’s authorized representative;

(3) the transmission of prescription information between an authorized

prescriber and a licensed pharmacy, between licensed pharmacies, or that may

occur in the event a pharmacy’s ownership is changed or transferred;

(4) care management educational communications provided to a patient
about the patient’s health condition, adherence'{o a prescribed course of
therapy and other information relating to the drug being dispensed, treatment

options, recall or patient safefy notices. or clinical trials;

VT LEG 220639.v1
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(5)_the collection, use, or disclosure of prescription information or other

regulatory activity as authorized by chapter 84, chapter 84A, or section 9410 of

this title, or as otherwise provided by law:

(6)_the collection and transmission of prescription information to a

Vermont or federal law enforcement officer engaged in his or her official

duties as otherwise provided by law; and -

(7} the collection, use, transfer, or sale of patient and prescriber data for
TESCA

marketing or promoting. if the data do not identifv a and there is no

reasonable basis to believe that the data provided could be used to identify a

person.
(f)_When a pharmaceutical marketer engages in any form of

rescription drug marketing directly fo a physician or other person

authorized to prescribe prescription drugs, the marketer shall disclose to

v 3T

L

the prescriber evidence-based information as provided for by rule W‘E’Q‘%

describing the specific health benefits or risks of using other

pharmaceutical drugs. including drugs available over the counter, which
patients would gain from the health benefits or be susceptible to the risks

described, the range of prescription drug treatment options. and the cost
of the treatment options. As necessary, the office of Vermont heaith

access, in consultation with the department of health, the area centers on

health_education, the office of professional regulation, and the office of the

VT LEG 226639 .v1
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attorney general, shall develop rules for compliance with this subsection,

including the certification of materials which are evidence-based as

defined in section 4621 of this title and which conditions have
evidence-based treatment guidelines. To the extent p_raeticable, the rules
shall use the evidence-based standards developed by the blueprint for

health,

(g) In addition to any other remedy provided by law, the attorney general

may file an action in superior court for a violation of this section or of any

rules adopted under this section by the attorney general, The attorney general

shall have the same authority to investigate and to obtain remedies as if the

action were brought under the Vermont consumer fraud act, chapter 63 of

Title 9. Each violation of this section or of any rules adopted under this

ERLIATEEATR it e e

section by the attorney general constitutes a separate civil violation for which

the attorney geperal may obtain relief.

Seventh: By inserting a Sec. 24b to read:
Sec. 24b. EFFECTIVE DATES

Sec. 17 of this act shall become'effective no later than January 1, 2008,

except that the department of health and the office of professional regulation

may begin any necessary rulemaking, revision of forms, or other

administrative actions necessary to implement the program, immediately upon

---passage:—The department may implement Sec. 17 for prescribers with licenses

VT LEG 220639.v1
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at the time of passage of this act when the prescriber next reguests a renewal of

the license.

VT LEG 220639.v1
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S.115 - Prescription Drug Data Confidentiality
Representative Chen of Mendon, on behalf of the Committee on Healith Care,
moves to amend the bill as amended by the Committees on Health Care and on

Appropriations as follows:

First: By renumbering Sec. 1 to be Sec. 1a and inserting a new Sec. 1 to

read:

Sec. 1. LEGISLATIVE FINDINGS ¥ { [Ugﬁ

%%q%ﬂr The general assembly makes the following findings: %
bl
ﬂx‘l’ &ﬁ.‘! 1) Vermont has been a leader in prescription drug cost-containment and -

‘“"" 6 in providing transparency, to the extent aHowable, in drug prices. The state

I has enacted the pharmacy best practices and cost control program, mandato

generic substitution, and mail order purchasing in Medicaid, VPharm, and
Vermont Rx and encouraged the department of human resources to have a
preferred drug list in the state employees health benefit plans in efforts to

control costs. while maintaining best practices in drug prescribing, in our”

publicly-financed prescription drug programs. The Vermont Medicaid

program has been a member of multi-state purchasing pools for several vears

- and aggressively seeks supplemental rebates to lower drug costs in Medicaid

program.

(2) In addition, Vermont has sought to control drug prices in private and

employer-sponsored insurance by encouraging voluntary participation in

. . VT LEG 220639 v
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Medicaid’s preferred drug list, requiring mandatory generic substitution for all

prescriptions in Vermont, providing consumers with pricing information about
the drugs they are prescribed, and assisting consumers by providing

information about purchasing drugs internationally through a safe, regulated

program run through the state of Hlinois.

(3) Vermont has also sought transparency by requiring marketers of

prescription drugs to disclose information about the amount of money spent on

marketing activities in Vermont and also to require the disclosure of pricing %

- information to doctors during marketing visits. Jor A P

MS]- 344(,0&{&—- 40 & et M
sd nﬂ' > (4) This act is necessary to protect prescriber nnvacy,“lo save money for V"

n. 66

3
YV .
{5) Most doctors in Vermont who write prescriptions for their patients
i
ﬁ,’ have alreasonable cxpectatit-)-r-nJ hat the information in that prescription,
g M including their own identity and that of the patient. will not be used for
- .
/)"‘0‘6 purposes other than the filling and processing of the payment for that - .FDA_ re
Tbe e
prescription. Doctors and patients do not consent to the trade of that _é" r ¢ m\aaac\

""'E r information to third parties, and no such trade should take place without their

o
- Pt

W \b\ ‘_W{ (6) According to the June 15, 2006 Marketing Disclosures: Report of ﬁ&&%l\fe
\

I\
m WWD\ Vermont Attorney General William H. Sorrell, as part of their marketing

efforts. pharmaceutical companies made direct payments of almost $2.2

%&.,ﬁ - o
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consuthine o 2
)‘7 million to prescribers in Vermont, including fees and travel expenses in 2003,

Estimates of total costs of marketing to prescribers in Vermont are $10 million

or more, excluding free samples and direct-to-consumer advertising.
>< A (7)_Some doctors in Vermont are experiencing an undesired increase in
\(Q%(\ he aggressiveness of pharmaceutical sales representatives and have reported
is to bé Lc:otarn.:ive and harassing. ’ U)Md’\ \_La.do 4 M

e he 511
8) Prescriber-identifiable prescription data show details of physicians’ Mdzﬂk K.

drug use patterns, both in terms of their gross number of prescriptions and their

inclinations to prescribe particular drugs.

9) Prescriber identified databases of prescribing habits encourage %
wﬁ pharmacentical companies to increase the quid pro quo nature of relations
L‘} V\C/ﬂ between pharmaceutical sales representatives and prescribers. Pharmaceutical
N

companies use prescriber identity data-mining {o tareet increased aftention and

harassing and coercive practices toward those doctors that thev find are most

profitable, including high prescribers, brand loval prescribers. doctors that
show themselves willing to prescribe new medicines, and doctors that are
Meen

€3,

@ be especially susceptible to sales messa

1

Q) Monitoring of prescribing practices also allows the sales

Gle—

representatives to assess the impact of variocus gifts and messages on a

"particular physician to help them select the most effective set of rewards.

. VT LEG 220639.v1
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(11) Adddd coercion and harassme curs when doctors are informed

@/ by sales representatives that they are being monitored — through messages of

appreciation for writing prescriptions, Or messages of disappointment that they
are not prescribing what was implicitly promised. M
for 34) -W"

Wt
Mg "‘)‘:% 12) As with the e of consumer phone numbers 14 -b;r..
——r - \ t

representatives toward doctors.

(13) Prescriber identity data mining allows pharmaceutical companies 10

track the prescribing habits of nearly every physician in Vermont and link

those habits to specific physicians and their identities. = ‘ 4
107 = 4ot Sipcars 2[4

harmaceuticals in the United States, and spent more than any other sector in

. VoS
the United States on its sales force and media advertising. Over 85 percent of W v *

these marketing expenditures are directed at the small percentage of the " C 5 6

b
_ ]l:»\S 14) Coincident w1th the rise of physician identity data mining, the
harmaceutical industry increased its spending on direct marketing to doctors
by over 275 percent and doubled its sales force to over 90,000 drug ,
! Wl/ representatives. It is estimated that there is a pharmaceutical sales ]

population that practice medicine.

VT LEG 22063%.vi

LC 002604



b

Veux -

A-1707

(Draft No. 1 - S.115) Page 5
5/2/2007 - RIL - 2:33 pm (1.3)

{16) The physician data restriction program offered by the American

Medical Association {AMA) is not an adequate remedy for Yermont doctors

A= AN Othar SOUNL b preseiTet - |

other health care professionals who prescribe medications are not physicians
and may not avail themselves of the AMA program.

(17) In 2005, Vermonters spent an estimated $524 million on
prescription and over-the-counter drugs and medical supplies, In 2000,

S~

spending was about $280 million. The annual increase in spending during this -

period was 13.3 percent.

{18) Nearlv one-third of the five-fold increase inUS. spﬁnding on drugs

over the last decade can be attributed to marketing induced shifts in doctors’

prescribing from existing, effective, and lower cost {often generic) therapies to

new and more expensive treatments, which often have little or no increased
therapeutic vahie.

{193 Public health is ill served by the massive imbalance in information

presented to doctors and other prescribers,

S

20) The marketplace for ideas on medicine safety and effectiveness is Jﬁ&:\)’iﬁ‘so
MQ\S! .

frequently one-sided in that brand-name companies invest in expensive

harmaceutical marketing campaigns to doctors. The one-sided nature of the

marketing leads to doctors prescribing drugs based on imperfect, misieading,

VT LEG 220639.v1

LC 002605



A-1708

(Draft No. 1 - S.115) Page 6 .
5/2/2007 - RJIL — 2:33 pm 1.3)

and biased information, particularly for prescribers that lack the time g;L/

W&" iftapPe-to perform substantive research assessing whether the messages they
& are full and accurate.

are receiving from pharmaceutical representative

(21) Physicians are unable to take the time to research the guickly

W changing pharmaceutical market and determine which drugs are the best

treatments for particular conditions. Because of this, physicians frequently

rely on information provided by pharmaceutical representatives.
(22) Newer drugs on the market do not necessarily provide additional

benefits over older drugs, but do add costs and as yet unknown side-effects,

5‘74&

One example of this is the drug Vioxx. which was removed from the market

due to potentially lethal side-effects that were not adequately disclosed

Dhuie
(23) Fifty percent of all drug withdrawals from the market and “black W -
MY

71[/ box warnings” are within the first two vears of the release of the drug.

Ho. -"ﬁ'ﬂo’is%it mfortait 7 why ¥ sty ?

-
=
24} Prescriber-identified data increase the effect of detailing programs. \

Thev support the tailoring of presentations to individual prescriber styles,

oY

preferences, and attitudes.

(25) The goals of marketing programs are.in conflict with the goals of
n
the state. Marketing programs are designed to increase sales, income, and

‘é‘/[/’ profit. Frequently. progress toward these goals comes at the expense of

cost-containment activities and possibly the health of individual patients.

LC 002606
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26) Several studies suggest that drug samples clearly affect prescribin

behavior in favor of the sample. The presence of drug samples may influence

hysicians to dispense or prescribe drugs that differ from their preferred dru

source according to.a study by Chew et al. in the Journal of General Internal

Medicine in 2000. @ ,
\ y
d g

27) According to testimony by Dr. Avorn, M.D.. at Brigham an K"

Women’s Hospital, detailing effects the cost of medications, because it is

generally “confined to high-margin, high-profit drugs. for which the

manufacturer has a substantial incentive to increase sales.... Thus, the work of

pharmaceutical sales representatives drives drug use toward the most

expensive products. .., and contributes to the strain on health care budgets for

individuals as wel} as health care programs.”

Second: In Sec. 14, 18 V.S.A. § 4622(a)(1) by striking subdivision (1) and

inserting a new subdivision (1) to read:

(a}(1) The department, in collaboration with the attorney general, the
University of Yermont area health education centers program, and the office of
Vermont health access, shall establish an evidence-based prescription drug
education program for health care professicnals designed to provide
information and education on the therapeutic and cost-effective utilization of
prescription drugs to physicians, pharmacists, and other health care

professionals authorized to prescribe and dispense prescription drugs. To the

YT LEG 220639.v1
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extent practicable, the program shall use the evidence-based standards
developed by the blueprint for health. The department may collaborate with

other states in establishing this program.
Third: In Sec. 14, 18 V.S.A. § 4622(a)(3), by striking subdivision (3) and

inserting a new subdivision (3) to read:

(3) To the extent permitted by funding, the program may include the

distribution to prescribers of samples of generic medicines used for health

conditions common in Vermont,

Fourth: By striking Sec. 15(a) and inserting a new subsection (a) to read:

(a) As part of the evidence-based education program established in

subchapt:r 2 of chapter 91 of Title 18, the department of health, in
collaboration with the office of Vermont health access and the University of

Vermont area health education centers program, shall establish a pilot project

to distribute vouchers for a sample of generic drugs equivalent to frequently

prescribed prescription drugs that are used to treat common health

conditions.
Fifth: By inserting a Sec. 15a to read: P
Sec. 15a. GENERIC DRUG SAMPLE PILOT; REPORT o
By January 15, 2009, the office of Vermont health access, the department of /

banking. insurance, securities, and health care administration, and the joint

fiscal office shall provide a report to the house committee on health care and

Jen [ CRe :

A cﬁmgﬁ% 4
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the senate committee on health and welfare comparing the distribution of

a year of prescribing data prior to the implementation of the pilot project to a

implementation,

Sixth: By striking Sec. 17 and inserting a new Sec. 17 to read:

ear of prescribing data during the first vear of the pilot project’s /% /é ﬂ/

Sec. 17. 18 V.8.A. chapter 91, subchapter 3 is added to read:

Subchapter 3. Information Requirements

§4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION
(a) It is the intent of the general assembly to advance the state’s

interest in protecting the public health of Vermonters, protecting the ? e' M
privacy of prescribers and prescribing information, and toe ensure costs M’
-

are contained in the private health care sector, as well as for state

purchasers of prescription drugs, through the promotion of less costly

drugs and ensuring preseribers receive unbiased information,

(b} As used in this section:

(1) “Electronic transmission intermediary” means an entity that provides

the infrastructure that connects the computer systems or other electronic

devices used by health care professionals, prescribers, pharmacies. health care

facilities and pharmacy benefit managers, health insurers, third-party

VT LEG 220639.v1
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administrators, and agents and contractors of those persons in order to facilitate

the secure transmission of an individual’s prescription drug order, refill,
authorization request, claim, payment, of other prescription drug information.

(2) “Health care facility” shall have the same meaning as in section

94072 of this title.

(3} “Health care professional” shall have the same meaning as in section

9402 of this title.

(4) “Health insurer” shall have the same meaning as in section 9410 of

this title.

{3) “Marketing’’ shall include advertising, promotion, or any

activity that is intended to be used or is used to influence sales or the

market share of a prescription drug, influence or evaluate the prescribing
behavior of an individual health care professional to promote a
prescription drug, market prescription drugs to patients, or evaluate the
effectiveness of a professional pharmaceutical detailing sales force.

(6) “Pharmacy’ means any individual or entity licensed or registered

under chapter 36 of Title 26.

(7)_“Prescriber” means an individual allowed by law to prescribe and

administer prescription drugs in the course of professional practice.

(8) “Prometion’ or “promote” means any activity or product the
intention of which is to advertise or publicize a prescription drug,

VT LEG 220639.vi
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/

including a brochure, media advertisement or announcement, poster,

e, free sample, detailing visit, or personal appearance.

9) “Regulated records” means information or documentation from a

prescription written by a prescriber doing business in Yermont or a

prescription dispensed in Vermont.

in consultation with the appropriate licensing boards, shall establish a

applications or renewal forms and shall provide a prescriber a method for - _,d # at e

. @ PelHis i
revoking his or her{permissiony The department and office may establish M-
~,
rules for this program. N.& SEW\" e V“ﬁ_. M,
==t ANt

(d) A health insurer, a self-insured employer, an electronic transmission

Cos:
fhrw\. :;.

intermediary. a pharmacy, or other similar entity may use regulated records

which include prescription information containing patient-identifiable-or

prescriber-identifiable data for marketing or promoting a prescription dru

. a\\'ﬁ‘ only if:

W&t WWD (1}A) a prescriber has provided permission for the use of that data
) S

Lot .
L& ¢ " s provided in subsection (¢) of this section; an

1 ‘.Mmtnln 2 d
‘ud’rcvlw?“ﬁ grorettiepe lomc>7,3
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(2) the entity meets one of the exceptions provided in subsection (e)

of this section,

(e) This section shall not apply to:

(1) the license, transfer, use, or sale of regulated records for the limited
purposes of pharmacy reimbursement; prescription drug formulary
compliance; patient care management; ntilization review by a health care
professional, the gatient’s health insurer, or the agent of either; or health care

research;

(2) the dispensing of prescription medications to a patient or to the

patient’s authorized representative;

{(3) the transmission of prescription jnformation between an authorized

arescriber and a licensed pharmacy, between licensed pharmacies, or that may

occur in the event a pharmacy’s ownership is changed or transferred;

(4) care management educational communications provided to a patient

about the patient’s health condition, adherence to a prescribed course of
therapy and other information relating to the drug being dispensed, treatment

options, recall or patient safefy notices, or clinical trials;

VT LEG 220639.v1
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(5) _the collection, use, or disclosure of prescription information ot other

reeulatory activity as authorized by chapter 84, chapter 84A, or section 9410 of

this title, or as otherwise provided by law;
(6) the collection and transmission of prescription information to a

Vermont or federal Iaw enforcement officer engaged in his or her official

duties as otherwise provided by law; and -

(7Y the collection, use, transfer, or sale of patient and prescriber data for

marketing or promoting if the data do not identify a person, and there is no

reasonable basis to believe that the data provided could be used to identifv a

. Dperson,
ongclogu L -

When a pharmaceutical marketer engages in any form of :

prescription drug marketing directly to a physician or other person W '
authorized to prescribe prescription drugs, the marketer shall disclose 7% :_
M PR

re: FDA’

the prescriber evidence-based information as provided for by rule
describing the specific health benefits or risks of using other

pharmaceutical drugs. including drugs available over the countel{ which
patients would gain from the health benefits or be susceptible to the risks

describe§ the range of prescription drug fregtment optionf; and the cost v

v

of the treatment options. As necessary, the office of Vermont health

access, in consuliation with the department of health, the area centers on

health education, the office of professional regulation, and the office of the

YT LEG 220639.v]
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attorney general, shall develop rules for compliance with this subsection,

including the certification of materials which are evidence-based as

defined in section 4621 of this title and which conditions have
evidence-based treatment guidelines. To the extent practicable, the rules
shall use the evidence-based standards developed by the blueprint for

health.

() _In addition to any other remedy provided by law, the attorney general

mav file an action in superior court for a violation of this section or of any

rules adopted under this section by the attorney general. The attorney general

shall have the same authority to investigate and to obtain remedies as if the

action were brought under the Vermont consumer fraud act, chapter 63 of

Title 9. Each violation of this section or of any rules adopted under this

section by the attorney general constitutes a separate civil violation for which

the attorney general may obtain relief.

Seventh: By inserting a Sec. 24b to read:
Sec. 24b. EFFECTIVE DATES

Sec. 17 of this act shall become effective no later than January 1, 2008,

except that the department of health and the office of professional regulation

mayv begin any necessary rulemaking, revision of forms, or other

administrative actions necessary to implement the program. immediatelv upon

passage. The department may implement Sec. 17 for prescribers with licenses

VT LEG 220639.v1
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at the time of passage of this act when the prescriber next requests a renewal of

the license.

VT LEG 22063%.v1
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S.115 - Prescription Drug Data Confidentiality

Representative Chen of Mendon, on behalf of the Committee on Health Care,
moves to,emend the bill as amended by the Committees on Health Care and on
Appropriations as follows:

First: By renumbering Sec. I to be Sec. 1a and inserting a new Sec. 1 to
read:
Sec. 1. LEGISLATIVE FINDINGS

The general assembly makes the following findings:

(1) The state of Vermont has an interest in maximizing the well-

being of its residents and in containing health care costs.

(2) There is a strong link between pharmaceutical marketing

activities, health care spending, and the health of Vermonters.

{(3) _The poals of marketing programs are often in conflict with the poals
of the state. Marketing programs are designed to increase sales. income, and

profit. Freguently, progress toward these goals comes at the expense of

cost-containment activities and possibly the health of individual patients.

(4) The marketplace for 1deas on medicine safety and effectiveness is

frequently one-sided in that brand-name companies invest in expensive

pharmaceutical marketing campaigns to doctors. The one-sided nature of the

muarketing Jeads fo doctors prescribing drugs based on i 1 ' 1NC W

and biased information, particularly for preseribers that lack the time to
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perform substantive research assessing whether the messages they are

receiving from pharmaceutical representatives are full and accurate.

(5) The federal Food and Drug Administration (FDA) requires

marketing and advertising to be fair and balanced. however, the FDA has

limited enforcement of this requirement.

(6) Public health is ilt served by the massive imbalance in information

presented to doctors and other prescribers.

(73 Newer drugs on the market do not necessarily provide additional

bhenefits over older drugs, but do add costs and as vet unknown side-effects.

One example of this is the drug Vioxx, which was removed from the market

due to potentiallv lethal side-effects that were not adequately disclosed
initially.

(&) Fifty percent of all drug withdrawals from the market and “black box

warnings” are within the first two vears of the release of the drug. One in five

of all drugs are subject to “black box warnings” or withdrawal from the

market for safety reasons. Marketing which resalts in prescribers using

the newest drugs will also result prescribing drugs that are more likely to

be subject to these warnings and withdrawal.

(9)_In 2005, Vermonters spent an estimated $524 million on prescription

and over-the-counter drugs and medical supplies. In 2000, spending was about
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$280 million. The anpual increase in spending during this period was 13.3

percent.

{10} Vermont has been a leader in prescription drug cost-containment

and in providing transparency. to the extent allowable, in drug prices. The

state has enacted the pharmacy best practices and cost conirol program,

mandatory generic substitution, and mail order purchasing in Medicaid.

VPharm, and Vermont Rx and encouraged the department of human resources

to have a preferred drug list in the state emplovees heailth benefit plans in

efforts to control costs, while maintaining best practices in drug prescribing, in
our publicly-financed prescription drug programs. The Vermont Medicaid
program has been a member of multi-state purchasing pools for several vears
and aggressively seeks supplemental rebates to lower drug costs in Medicaid

program,

(11)_In addition, Venmont has sought to control drug prices in private

and emplover-sponsored insurance by encouraging voluntary participation in

Medicaid’s preferred drug list. requiring mandatory generic substitution for all

prescriptions in Vermont, providing consumers with pricing information about

the drugs they are prescribed, and assisting consumers by providing

information about purchasing drugs intermationally through a safe. regulated

program run through the state of Illinois.
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(12) Vermont has also sought transparency by requiring marketers of

prescription drugs to disclose information about the amount of money spent on

marketing activities in Vermont and also to require the disclosure of pricing

information to doctors during marketing visits.

(13) Physicians are unable to take the time to research the quickly

changing pharmaceutical market and determine which drugs are the best

treatments for particular conditions. Because of this, physicians frequently

rely on information provided by pharmaceutical representatives.

{14} Nearly one-third of the five-fold increase in U.S. spending on drugs

over the last decade can be attributed to marketing induced shifts in doctors’

prescribing from existing, effective, and lower cost (often generic) therapies to

new and more expensive treatments, which often have little or no increased

therapeutic value.

15) According to festimony by Dr. Avorn, M.D., at Brigham and

Women’s Hospital, detailing effects the cost of medications, because 1t is
generally “confined to high-margin, high-profit drugs, for which the

manufacturer has a substantial incentive to increase sales. ... Thus, the work of

pharmaceutical sales representatives drives drug use toward the most
expensive products. . ., and contributes to the strain on health care budgets for

individuals as well as health care programs.”
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(16} According to the June 15, 2006 Marketing Disclosures: Report of
Vermont Attorney General William H. Sorrell, as part of their marketing

efforts, pharmaceutical companies made direct payments of almost $2.2

million to prescribers in Vermont, including consulting fees and travel

expenses in 2005, Estimates of total costs of marketing to prescribers in

Vermont are $10 million or more, excluding free samples and direct-to-

consumer advertising,

17} In 2004, the pharmaceutical industry spent $27 billion marketin

pharmaceuticals in the United States, and spent more than any other sector in

the United States on its sales force and media advertising. Over 85 percent of

these marketing expenditures are directed at the small percentage of the

population that practice medicine. Pharmaceutical manufactarers spend

twice as much on marketing as on research and development.

(18) Coincident with the rise of physician identity data mining, the
pharmaceutical industry increased its spending on direct marketing to doctors

by over 275 percent and doubled its sales force to over 90,000 drug

representatives, It is estimated that there is a pharmaceutical sales

representafive in-Verment for everv five office-based physicians-in-Vermont.

@fz ;w
19) A subs al portion of prescriber time is spent meeting with

pharmaceutical representatives. According to a survey recently published

in the New England Journal of Medicine, family practitioners reported

VT LEG 22071071

LC 002554



A-1724

{(Drafi No. 1 - 8.115) Page 6
5/3/2007 - RIL — 9:40 am (1.4

the highest frequency of meetings with representatives - an average of 16

times per month. To the extent that this meeting time comes at the

expense of time spent with patients, guality of care will be negatively

affected.

(20) Some doctors in Vermont are experiencing an undesired increase in

the aggressiveness of pharmaceutical sales representatives and have repotted

this 1o be coercive and harassing ?&Wsﬁ ik ; M
(21) Several studies suggest that drug samples clearly affect prescribing

behavior in favor of the sample. The presence of drug samples may influence

phyvsicians to dispense or prescribe drugs that differ from their preferred drug

source according to a study by Chew et al. in the Journal of General Internal

Medicine in 2000,

(22) Prescriber-identifiable prescription data show details of physicians’

drug use patterns, both in terms of their gross number of prescriptions and their

inclinations to prescribe particular drugs.

{23} Prescriber identity data mining allows pharmaceutical companies to

track the prescribing habits of nearly every physician in Vermont and link

those habits to specific physicians and their identities,

{24) Moenitoring of prescribing practices also allows the sales

representatives to assess the mmpact of various gifis and messages on a

particular physician to help them select the most effective set of rewards.
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(25) Prescriber-identified data increase the effect of detailing programs.

They support the tailoring of presentations to individual prescriber styles,

preferences, and attitudes.

(26) Prescriber identified databases of prescribing habits encourage

pharmaceutical companies to increase the quid pro guo nature of relations

between pharmaceutical sales representatives and prescribers. Pharmaceutical

companies use prescriber identity data-mining to target increased attention and

harassing and coercive practices toward those doctors that they find are-mest

profitable would lead to increased prescriptions and profitability,
including high prescribers, brand loyal prescribers, doctors that show
themselves willing to prescribe new medicines, and doctors that-are proven

who are shown to be especially susceptible to sales messages.

(27) Added coercion and harassment occurs when doctors are informed

by sales representatives that they are being monitored — through messages of

appreciation for writing prescriptions, or messages of disappointment that they

are not prescribing what was implicitly promised,

(28) As with the &eading use of consumer phone numbers linked-to

spending pattern-data for marketing, the trading of prescriber identities

tinked to prescription data eneenrages results in harassing and-unethieal

sales behaviors by pharmaceutica] sales representatives toward doctors.
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(29) Mest-doctors Health care professionals in Vermont who write

prescriptions for their patients have a reasonable expectation that the

information in that prescription, including their own identity and that of the
patient, will not be used for purposes other than the filling and processing of

the payment for that prescription. Doctors and patients do not consent {o the

trade of that information to third parties, and no such trade should take place

without their consent,

(30) The physician data restriction program offered by the American

Medical Association (AMA) is not an adequate remedy for Vermont doctors,

w@emm sharing of data, but merely.requires
ma G assure that they are not using the data, In addition, other

health care professionals who prescribe medications are not physicians and

may not avail themselves of the AMA program and only 23% of Vermont

physicians belong to the AMA, which is the lowest rate in the nation.

Finally, data mining companies could use other identifiers, including state

licensing numbers, to track prescribing patterns.

(31) This act is necessary to protect prescriber privacy by limiting

marketing to doctors whe would like that e of information

s, t0 save money for

the state, consumers, and businesses, and to protect public health by requiring

evidence-based disclosures. IWM ,(/)(]0 W [W W
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S.115 - Prescription Drug Data Confidentiality

Representative Chen of Mendon, on behalf of the Committee on Health Care,
moves to amend the bill as amended by the Committees on Health Care and on
Appropriations as follows:

First: By renumbering Sec. 1 to be Sec. 1a and inserting a new Sec. | to

read:

Sec. 1. LEGISLATIVE FINDINGS

The general assembly makes the following findings:

(1) The state of Vermont has an interest in maximizing the well-

being of its residents and in containing health care costs.

(2} There is a strong link between pharmaceutical marketing

activities, health care spending. and the health of Vermonters.

(3} The goals of marketing programs are often in conflict with the goals

of the state. Marketing programs are designed to increase sales, income. and

profit. Frequently. progress toward these goals comes at the expense of

cost-containment activities and possibly the health of individual patients.

(4} The marketplace for ideas on medicine safety and effectiveness is

frequently one-sided in that brand-name companies invest in expensive

pharmaceutical marketing campaigns to doctors. The one-sided nature of the

marketing leads to doctors prescribing drugs based on incomplete and biased

information. particularly for prescribers that lack the time to perform
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substantive research assessing whether the messages they are receiving from

pharmaceutical representatives are full and accurate.

(5) The federal Food and Drug Administration (FDA) requires marketing

and advertising to be fair and balanced, however, the FDA has limited legal

ability to enforce of this requirement.

(6) Public health is ill served by the massive imbalance in information

presented to doctors and other prescribers.
(7)_Newer drugs on the market do not necessarily provide additional
benefits over older drugs, but do add costs and as yet unknown side-effects.

One example of this is the drug Vioxx. which was removed from the market

due to potentially lethal side-effects that were not adequately disclosed

mitially.

(%) Between 1975 and 2000, fifty percent of all drug withdrawals from

the market and “black box warnings” ge¢ within the first two vears of the

release of the drug. One-fifth of all drugs are subject to *black box

warnings” or withdrawal from the market because of the serious public

health concerns. Marketing which results in prescribers using the newest

drugs will also result prescribing drugs that are more likely to be subject

to these warnings and withdrawal,

(9} In 2005, Vermonters spent an estimated $524 million on prescription

and over-the-counter drugs and nondurable medical supplies. In 2000,

VT LEG 220743.v1
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spending was about $280 million. The annual increase in spending during this

period was 13.3 percent, which was the highest increase in any health care

category.
{10} Vermont has been a leader in prescription drug cost-containment

and in providing transparency, to the extent allowable, in drug prices. The

state has enacted the pharmacy best practices and cost control program,

mandatory generic substitution, and mail order purchasing in Medicaid,
VPharm, and Vermont Rx and encouraged the department of human resources

to have a preferred drug list in the state employees health benefit plans in

efforts to control costs, while maintaining best practices in drug prescribing, in

our publicly-financed prescription drug programs. The Vermont Medicaid

program has been a member of multi-state purchasing pools for several years

and aperessively seeks supplemental rebates to lower drug costs in Medicaid

program.

(11)_In addition, Vermont has sought to control drug prices in private

and employer-sponsored insurance by encouraging voluntary participation in
Medicaid’s preferred drug list, requiring mandatory generic substitution for all
prescriptions in Vermont, providing consumers with pricing information about
the drugs thev are prescribed. and assisting consumerts by providing

information about purchasing drugs internationally through a safe, regulated

propram run through the state of lllineis.
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(12) Vermont has also sought transparency by requiring marketers of

prescription drugs to disclose information about the amount of money spent on

marketing activities in Vermont and also to require the disclosure of pricing
information to doctors during marketing visits.

{13 Physicians are unable to take the time to research the quickly

changing pharmaceutical market and determine which drugs are the best

treatments for particular conditions. Because of this, physicians frequently

relv on information provided by pharmaceutical representatives.

(14) Nearly one-third of the five-fold increase in U.S. spending on drugs

over the last decade can be attributed to marketing induced shifts in doctors’

prescribing from existing, effective, and lower cost (often generic) therapies to

new and more expensive treatments. which often have little or no increased

therapeutic value. According to the same study, the use of more expensive '

drugs contributed to 36 percent of the rise in retail prescription spending

in 2000 and 24 percent in 2001.

(15} According to testimony by Dr. Avorn, M.D., at Brigham and

Women’s Hospital, detailing effects the cost of medications, because it is

generally “confined to high-margin, high-profit drugs. for which the

manufacturer has a substantial incentive to increase sales. ... Thus, the work of

pharmaceutical sales representatives drives drug use toward the most
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expensive products. ... and contributes to the sirain on health care budgets for

individuals as well as health care programs.”

(16) According to the June 15. 2006 Marketing Disclosures; Report of

Vermont Attorney General William H. Sorrell, as part of their marketing

efforts, pharmaceutical companies made direct payments of almost $2.2

million to prescribers in Vermont, including consulting fees and travel

expenses in 2005, Estimates of total costs of marketing to prescribers in

Vermont are $10 million or more, excluding free samples and direct-to-
consumer advertising,

(17) In 2004, the pharmaceutical industry spent $27 billion marketing
pharmaceuticals in the United States, and spent more than anv other sector in

the United States on its sales force and media advertising. Over 85 percent of

these marketing expenditures are directed at the small percentage of the

population that practice medicine. Pharmacentical manufacturers spend

twice as much on marketing as on research and development.

(18) Coincident with the rise of physician identity data mining, the

pharmaceutical industry increased its spending on direct marketing to doctors

by over 275 percent and doubled its sales force to over 90,000 drug

representatives. It is estimated that there is a pharmaceutical sales

representative for every five office-based physicians.
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(19} A significant portion of prescriber time is spent meeting with

pharmaceutical representatives. According to a survey recently published
in the New England Journal of Medicine, family practitioners reported

the highest frequency of meetings with representatives - an average of 16
times per month. To the extent that this meeting time comes at the
expense of time spent with patients, quality of care will be negatively

affected.

(20) Some doctors in Vermont are experiencing an undesired increase in

the aggressiveness of pharmaceutical sales representatives and a few have

reported that thev felt coerced and harassed. The Vermont Medical

Society, an organization representing two-thirds of Vermont doctors,

unanimously passed a resolution stating ‘the use of physician prescription

information by sales representatives is an intrusion into the way

physicians practice medicine.”
(21) Several studies suggest that drug samples clearly affect prescribing

behavior in favor of the sample. The presence of drug samples may influence

physicians to dispense or prescribe drugs that differ from their preferred drug

source according to a study by Chew et al, in the Journal of General Internal

Medicine in 2000.
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(22) Prescriber-identifiable prescription data show details of physicians’

drug use patterns, both in terms of their gross number of prescriptions and their

inclinations to prescribe particular drugs,
(23) Prescriber identity data mining allows pharmaceutical companies to

track the prescribing habits of nearly every physician in Vermont and link

those habits to specific physicians and their identities.

(24) Monitoring of prescribing practices also allows the sales

representatives to assess the impact of various gifts and messages on a

particular physician to help them select the most effective set of rewards.

(25) Prescriber-identified data increase the effect of detailing programs.

Thev support the tailoring of presentations to individual prescriber styles,

preferences, and attitudes.

{26) Prescriber identified databases of prescribing habits encourage

pharmaceutical companies to increase the quid pro quo nature of relations

between pharmaceutical sales representatives and prescribers. Pharmaceutical

companies use prescriber identity data-mining to target increased attention and

manipulative practices toward those doctors that they find would lead fo

increased prescriptions and profitability, including high prescribers, brand
loyal prescribers, doctors that show themselves willing to prescribe new

medicines, and doctors who are shown to be especially susceptible to sales

IMESSAges.
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(27) Added and unwanted pressure occurs when doctors are informed

by sales representatives that they are being monitored ~ through messages of

appreciation for writing prescriptions, or messages of disappointment that they

are not prescribing what was implicitly promised.

(28) As with the use of consumer phone numbers for marketing. the

trading of prescriber identities linked to prescription data can result in

harassing sales behaviors by nharmaceutical sales representatives toward

doctors.

(29) Health care professionals in Vermont who write prescriptions for

their patients have a reasonable expectation that the information in that

prescription, including their own identity and that of the patient, will not be

used for purposes other than the filling and processing of the payment for that

prescription. Preseribers and patients do not consent to the trade of that

information to third parties, and no such trade should take place without their

consent.

(30) The physician data restriction program offered by the American

Medical Association (AMA) is not an adequate remedy for Vermont doctors,

because many physicians Ao not know about the program and other health

care professionals who prescribe medications may not avail themselves of the

AMA program. In addition, approximately 23% of Vermont physicians

belong to the AMA, which one of the lowest rates in the nation. Finally,
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data mining companies could nse other identifiers, including state

licensing numbers, to track prescribing patterns.

(31) This act is necessary to protect prescriber privacy by limiting

marketing to prescribers who choose to receive that type of information,

to save money for the state, consumers, and businesses by promoting the use

of less expensive drugs, and to protect public health by requiring evidence-

yecovdy

1
based disclosures and promots oldet drugs with 4 Tonger safetv regond.

Second: By striking Sec. 11 and inserting a new Sec. 11 to read:

Sec. 11. 8 V.5.A. § 40884d. is added to read:

§ 4088d. NOTICE OF PREFERRED DRUG LIST CHANGES -

On a periodic bagis. no less than ence per calendar year, a health

insurer as defined in subdivisions 9471(2}(A), (C), (D) of Title 18 shall

notify beneficiaries of changes in pharmaceutical coverage and provide

access to the preferred drug list maintained by the insurer.
Third: In Sec. 14, 18 V.S.A. § 4622(a)(1) by striking subdivision (1) and

inserting a new subdivision (1) to read:

(2)(1) The department, in collaboration with the attorney general, the

University of Vermont area health education centers program, and the office of

Vermont health access, shall establish an evidence-based prescription drug

education program for health care professionals designed to provide

information and education on the therapeutic and cost-effective utilization of
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prescription drugs to physicians, pharmacists, and other health care

professionals authorized to prescribe and dispense prescription drugs. To the

extent practicable, the program shall use the evidence-based standards

developed by the blueprint for health. The department may collaborate with

other states in establishing this program.
Fourth: In Sec. 14, 18 V.S.A. § 4622(a)(3), by striking subdivision (3) and

inserting a new subdivision (3) to read:
(3) To the extent permitted by funding, the program may include the
- distribution to prescribers of vouchers for samples of generic medicines used

for health conditions common in Vermont,
Fifth: By striking Sec. 15(a) and inserting a new subsection (a) to read:
Sec. 13. GENERIC DRUG VOUCHER PILOT PROJECT

{a) As part of the evidence-based education program established in

subchapter 2 of chapter 91 of Title 18, the department of health, in

collaboration with the office of Vermont health access and the University of

Vermont area health education centers program, shall establish a pilot project

to distribute vouchers for a sample of generic drugs equivalent to frequently '

prescribed prescription drugs that are used to treat common health conditions.

Sixth: By inserting a Sec. 15a to read: <

Sec. 15a. GENERIC DRUG YOUCHER PILOT; REPORT
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(2) By Japuary 135, 2009, the office of Vermont health access, the

department of banking, insurance, securities, and health care administration,

the area health education centers, and the joint fiscal office shall provide a

report to the house committee on health care and the senate committee on
health and welfare describing and evaluating the effects of the generic drug

voucher pilot program.
(b) The report shall describe how the pilot project is implemented,

including which health conditions were targeted, the generic drugs
provided with the vouchers, and the geographic regions participating. The

report shall compare the distribution of prescribing among generic drugs
provided through the vouchers and brand name drugs before and after the

first vear of the generic drug sample pilot project and will review a year of
prescribing data prior to the implementation of the pilot project to a vear of
prescribing data during the first year of the pilot project’s implementation. The

‘ hert
data shall be adjusted to reﬂerct‘fljI ow thér/ pilot was implemented.

Seventh: By striking Sec. 17 and inserting a new Sec. 17 to read:

Sec. 17. 18 V.S.A. chapter 91, subchapter 3 is added to read:

Subchapter 3. Information Reguirements

§ 4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION

(a) Jiis the intent of the general assembly to advange the state’s interest in

protecting the public health of Vermonters, protecting the privacy of
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prescribers and prescribing information, and to ensure costs are contained in

the private health care sector, as well as for state purchasers of prescription

drugs, through the promotion of less costly drugs and ensuring prescribers

receive unbiased information.

(b)_As used in this section:

(1) “Electronic transmission intermediary” means an entity that provides

the infrastructure that connects the computer systems or. other electronic

devices used by health care professionals, prescribers, pharmacies, health care

facilities and pharmacy benefit managers. health insurers, third-party

administrators, and agents and contractors of those persons in order to facilitaie

the secure transmission of an individual’s prescription drug order, refill,

authorization request, claim, payment, or other prescription drug information.

(2) “Health care facility” shall have the same meaning as in section

0402 of this title.

(3) “Health care professional” shall have the same meaning as in section

9402 of this title.

(4) “Health insurer” shall have the same meaning as in section 9410 of
this title.

(5) “Marketing” shall include advertising, promotion, or any activity

that is intended to be used or is used to influence sales or the market share of a

prescription drug, influence or evaluate the prescribing behavior of an

4
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individual health care professional to promote a prescription diug, market

prescription drugs to patients. or evaluate the effectiveness of a professional

pharmaceutical detajling sales force.

{(6) “Pharmacy” means any individual or entity licensed or registered

under chapter 36 of Title 26.

(7) “Prescriber” means an individual allowed by law to prescribe and

administer prescription drugs in the course of professional practice.

(8) “Promotion’” or “promote’”’ means any activity or product the

intention of which is to advertise or publicize a prescription drug. including a

brochure, media advertisement or announcement, poster, free sample, detailing

visit, or personal appearance.

{9y “Regulated records” means information or documentation from a

prescription written by a prescriber doing business in Vermont or a

prescription dispensed in Vermont.

(c)(1) The department of health and the office of professional regulation, 1n

consuitation with the approprate licensing boards, shall establish a prescniber

data-sharing nprogram to allow a prescriber to give consent for his or her

identifying information to be used for the purposes described under subsection

(d) of this section. The department and office shall solicit the prescriber’s

consent on licensing applications or renewal forms and shall provide a
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prescriber a method for revoking his or her consent. The department and
office may establish rules for this program.

(2) The department or office shall make available the list of
prescribers who have consented to sharingchisorrer information. Entities

who wish to use the information as provided for in this section shall

review the list at minimum every six months.

(d)_A health insurer, a self-insured employer, an electronic transmission
intermediary, a pharmacy. or other similar entity may use regulated records
which include prescription information containing prescriber-identifiable data
for marketing or promoting a preseription drug only if:

(1)XA) aprescriber has provided consent for the use of that data as

provided in subsection (c) of this section; and

(B)_the entity using the regulated records complies with the

disclosure requirements in subsection (f) of this section; or

(2) the entity meets one of the exceptions provided in subsection {e) of

this section.
{e)_This section shall not apply to:

{1) the license, transfer, use, or sale of regulated records for the limited

purposes of pharmacy reimbursement; prescription drug formulary

compliance; patient care management; utilization review by a health care
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professional, the patient’s health insurer, or the agent of either; or health care

research;

{2} the dispensing of prescription medications to a patient or to the

patient’s authorized representative;

(3) the transmission of prescription information between an aythorized
prescriber and a licensed pharmacy, between licensed pharmacies, or that may

occur in the event g pharmacy’s ownership is changed or transferred:

(4)_care management educational communications provided to a patient

about the patient’s health condition, adherence to a prescribed course of

therapy and other information relating to the drup being dispensed, treatment

options, recall or patient safety notices, or clinical trials;

(5) the collection, use. or disclosure of prescription information or other

regulatory activity as authorized by chapter 84, chapter 84A, or section 9410 of

this title, or as otherwise provided by law;
(6} the collection and transmission of prescription information to a

Vermont or federal law enforcement officer engapged in his or her official

duties as otherwise provided by law: and

(7) the collection, use, transfer. or sale of patient and pregcriber data for

marketing or promoting if the data do not identify a prescriber, and there is no
reasonable basis o believe that the data provided could be used to identify a

prescriber.
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() When a pharmaceutical marketer engages in anv form of prescription

drug marketing directly to a physician or other person authorized to prescribe

prescription drugs as provided for under this section, the marketer shall

disclose to the prescriber evidence-based information as provided for by rule

describing the specific health benefits or risks of using other pharmaceutical

drugs. including drugs available over the counter: which patients would gain

from the health benefits or be susceptible to the risks described: the range of

prescription drug treatment options: and the cost of the treatment options. AsS

necessary. the office of Vermont health access, in consultation with the

department of health. the area centers on health education, the office of

professional regulation, and the office of the attorney general, shall develop

rules for compliance with this subsection, including the certification of

materials which are evidence-based as defined in section 4621 of this title and

which conditions have evidence-based treatment guidelines. The rules shall
be consistent with the federal Food and Drug Administration’s regulations

regarding false and misleading advertising. To the extent practicable, the

rules shall use the evidence-based standards developed by the biueprint for

health,

(2) In addition to any other remedy provided by law, the attorney general

may file an action in superior court for a violation of this section or of any

rules adopted under this section by the attorney general, The attorney general
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shall have the same authority to investigate and to obtain remedies as if the

action were brought under the Vermont consumer fraud act, chapter 63 of

Title 9. Fach violation of this section or of any rules adopted under this

section by the attorney general constitutes a separate civil violation for which

the attorney general may obtain relief,

Eighth: By inserting a Sec. 24b to read:
Sec. 24b. EFFECTIVE DATES

Sec. 17 of this act shall become effective no later than January 1, 2008,
except that the department of health and the office of professional regulation
may begin any necessary rulemaking, revision of forms, or other
administrative actions necessary to implement the program, immediately upon

passage, The department and office may implement Sec. 17 for prescribers

with licenses at the time of passage of this act when the prescriber next

requests a renewal of the license,
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S.115 - Prescription Drug Data Confidentiality

Representative Chen of Mendon, on behalf of the Committee on Health Care,
moves to amend the bill as amended by the Committees on Health Care and on
Appropriations as follows:

First: By renumbering Sec. 1 to be Sec. 1a and inserting a new Sec. 1 to

read;

Sec. 1. LEGISLATIVE FINDINGS

The general assembly makes the following findings:

(1) The state of Vermont has an interest in maximizing the @

ein of its residents an aining health care costs,

(2 Q\There is a strong link between pharmacentical marketing

activities, health care spending. and the health of Vermonters.

(3) The goals of marketing programs are often in conflict with the goals

of the state. Marketing programs are designed to increase sales. income. and

profit. Frequently, progress toward these goals comes at the expense of

cost-containment activities and possibly the health of individual patients.

(4)_The marketplace for ideas on medicine safetv and effectiveness is

frequently one-sided in that brand-name companies invest in expensive

pharmaceuntical marketing campaigns to doctors. The one-sided nature of the

marketing leads to doctors prescribing drugs based on incomplete and biased

information, particularly for prescribers that lack the time to perform
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substantive research assessing whether the messages they are receiving from

pharmaceutical representatives are full and accurate.

jShThe federal Food and Drug Administration (FDA) requires

marketing and advertising to be fair and bz_i_igncedj'however. the ¥DA has

limited legal ability to enforce g this requirement.

(6) Public health is ill served by the massive imbalance in information

NI YN

presented to doctors and other prescribers.

(7) Newer drugs on the market do not necessarily provide additional

benefits over older drugs, but do add costs and as yet unknown side-effects.

One example of this is the drug Vioxx, which was removed from the market

due to potentiaily lethal side-effects that were not adeguately disclosed

initially. .
50
{8) Between 1975 and 2000, ﬁ-ﬁ nercent of all drug withdrawals from

i
the market and “black box warnings” were within the first two years of the /
release of the dmg.¥2ne-ﬁfth of all drugs are subject to “black box

warnings” or withdrawal from the market because of the serious public

health concerns.&Marketing which results in prescribers using the newest
1%
drugs will also resulgj?rescribing drugs that are more likely to be subject

to these warnings and withdrawal.
(9) _In 2005, Yermonters spent an estimated $524 million on prescription

and over-the-counter drugs and nondurable medical supplies. In 2000,
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spending was about $280 million. The annual increase in spending during this
period was 13.3 percent, which was the highest increase in any health care

category.

{10} Vermont has been a leader in prescription drug cost-containment

and in providing transparency, to the extent allowable, in drug prices. The

state has enacted the pharmacy best practices and cost control program.

mandatory generic substitution, and mail order purchasing in Medicaid,

VYPharm, and Yermont Rx and encouraged the department of human resources

to have a preferred drug list in the state employees health benefit plans in

efforts to control costs, while maintaining best practices in drug prescribing, in

our publicly-financed prescription drug programs. The Vermont Medicaid

program has been a member of multi-state purchasing pools for several years

and aggressively seeks supplemental rebates to lower drug costs in Medicaid

program.

(11) In addition, Vermont has sought to control drug prices in private

and employer-sponsored insurance by encouraging voluntary participation in
Medicaid’s preferred dmg list, requiring mandatory generic substitution for all
prescriptions in Vermont, providing consumers with pricing information about

the drugs they are prescribed, and assisting consumers by providing

information about purchasing drugs intematiohally through a safe, regulated
program run through the state of Hlinois.
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(12) Vermont has also sought transparency by requiring marketers of

prescription drugs to disclose information about the amount of money spent on

marketing activities in Vermont and also to reguire the disclosure of pricing

information to doctors during marketing visits.

(13) Physicians are unable to take the time to research the quickly

changing pharmaceutical market and determine which drugs are the best

treatments for particular conditions. Because of this, physicians frequently

rely on information provided by pharmaceutical representatives.

(14) Nearly one-third of the five-fold increase in U.S. spending on drugs

over the last decade can be attributed to marketing induced shifts in doctors’

p;escribing from existing, effective, and lower cost (often generic) therapies to

new and more expensive treatments, which often have little or no increased

therapeutic value.’According to the same study, the use of more expensive

drugs contributed to 36 percent of the rise in retail prescription spending

in 2000 and 24 percent in 2001,
(15) According to testimony by Dr. Avorn. M.D.. at Brigham and

Women's Hospital, detailing effects the cost of medications, because it is

generally “confined to high-margin, high-profit drugs, for which the

manufacturer has a substantial incentive to increase sales... Thus, the work of

pharmaceutical sales representatives drives drug use toward the most
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expensive products.... and contributes to the strain on health care budgets for

individuals as well as health care programs.”

(16) According to the June 15, 2006 Marketing Disclosures: Report of

Vermont Attornev General William H. Sorrell, as part of their marketing

efforts. pharmaceutical companies made direct payments of almost $2.2

million to prescribers in Vermont, including consulting fees and travel

expenses in 2005. Estimates of total costs of marketing to prescribers in

consumer advertising,

(17} In 2004, the pharmaceutical industry spent $27 billion marketing

pharmaceuticals in the United States, and spent more than anyv other sector in

the United States on its sales force and media advertising, Over 85 percent of

these marketing expenditures are directed at the small percentage of the

population that practice medicine.%harmaceutical manufacturers spend

twice as much on marketing as on research and development,

(18) Coincident with the rise of physician identity data mining, the

pharmaceutical industry increased its spending on direct marketing to doctors

by over 275 percent and doubled its sales force to over 90,000 drug

representatives. It is estimated that there is a pharmaceutical sales

representative for every five office-based physicians.
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5191# significant portion of prescriber time is spent meéting with

pharmaceutical representatives, According to a survey recently published

in the New England Journal of Medicine, family practitioners reported

i

the highest frequency of meetings with representatives 4 an average of 16

times per month. To the extent that this meeting time comes at the

expense of time spent with patients, quality of care will be negatively

affected,

20) Some doctors in Vermont are experiencing an undesired increase in

the agegressiveness of pharmaccutical sales representatives and a few have

reported that they felt coerced and harassed.\I'he Vermont Medical

NRENI

Seciety, an organization representing two-thirds of Vermont doctors,
(A
unanimously passed a rescolution stating fthe use of physician prescription

information by sales representatives is an intrusion into the way
physicians practice medicine.”
(21) Several studies suggest that drug samples clearly affect prescribing

hehavior in favor of the sample. The presence of drug samples may influence

physicians to dispense or prescribe drugs that differ from their preferred drug
source according to a study by Chew et al. in the Journal of General Internal

Medicine in 2000,
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(22) Prescriber-identifiable prescription data show details of physicians’

drug use patterns, both in terms of their gross number of prescriptions and their

inclinations to prescribe particular drugs.

(23) Prescriber identity data mining allows pharmaceutical companies to

track the prescribing habits of nearly every physician in Vermont and link

those habits to specific physicians and their identities,

(24) Monitoring of prescribing practices also allows the sales

representatives to assess the impact of various gifts and messages on a

particular physician to help them seiect the most effective set of rewards.

(25) Prescriber-identified data increase the effect of detailing programs.

They support the tailoring of presentations to individual prescriber styles,

preferences, and attitudes,

(26) Prescriber identified databases of prescribing habits engourage

pharmaceutical companies to increase the quid pro quo nature of relations

between pharmaceutical sales representatives and prescribers. Pharmaceutical

companies use prescriber identity data-mining to target increased attention and

manipulative practices toward those doctors that they find would lead to

increased prescriptions and profitability, including high prescribers, brand

loval prescribers, doctors that show themselves willing to prescribe new

medicines. and doctors who are shewn o be especially susceptible to sales

MEssages.
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(27)_Added and unwanted pressure occurs when doctors are informed

by sales representatives that they are being monitored — through messages of

appreciation for writing prescriptions, or messages of disappointment that they

are not prescribing what was implicitly promised.

ele)
(28) As with the use of consumerjphone numbers for marketing, the

trading of prescriber identities linked to prescription data can result in

harassing sales behaviors by pharmaceutical sales representatives toward

doctors.

20} Health care professionals in Vermont who write prescriptions for

their patients have a reasonable expectation that the information in that
prescription, including their own identity and that of the patient, will not be
used for purposes other than the filling and processing of the payment for that

prescription. Prescribers and patients do not consent to the trade of that

information to third parties, and no such trade should take place without their

consent,

(30) The phvsician data restriction program offered by the American

Medical Association (AMA) is not an adequate remedy for Vermont doctors,

because many physicians do not know about the program and other health

care professionals who prescribe medications may not avail themselves of the

eyteat
AMA proeram. In addition, approximately 23% of Yermont physicians

19
belong to the AMA, whichﬁ)ne of the lowest rates in the natien.\FingllL
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—
dataﬁ_nining companies could use other identifiers, including state

licensing numbers, to track prescribing patterns.

(31)_This act is necessary to protect prescriber privacy by imiting

marketing to preseribers who choose to receive that type of information,

to save money for the state, consumers, and businesses by promoting the use

of less expensive drugs. and to protect public health by requiring @

based disclosures and promoting drugs with lenger safety records.

Second: By striking Sec. 11 and inserting a new See. 11 to read:

Sec. 11.\8\V.S.A. § 4088d{ is added to read:

§ 4088d. NOTICE OF PREFERRED DRUG LIST CHANGES

On a periodic basis, no less than once per calendar year, a health
insurer as defined in subdivisions 9471(2){(A), (C 2:{( D) of Title 18 shall

notify beneficiaries of changes in pharmaceutical coverage and provide

access to the preferred drug list maintained by the insurer.

Third: In Sec. 14, 18 V.5.A. § 4622(a)(1) by striking subdivision (1) and
inserting a new subdivision (1) to read:

(a){(1)_The department, in collaboration with the attorney general, the

University of Vermont area health education centers program. and the office of

Vermont health access, shall establish an evidence-based prescription drug
education program for health care professionals designed to provide
information and education on the therapeutic and cost-effective utilization of

VT LEG 22078G.vi

LC 002524



A-1755

(Draft No. 1 —8.115) Page 10
5/3/2007 - RIL ~ 3:00 pm (2.2)

prescription drugs to physicians, pharmacists, and other health care

professionals authorized to prescribe and dispense prescription drugs. To the
extent practicable, the program shall use the evidence-based standards

developed by the blueprint for health. The department may collaborate with

other states in establishing this program.

Fourth: In Sec. 14, 18 V.S.A. § 4622(a)(3), by striking subdivision (3) and
inserting a new subdivision (3) to read:

(3) To the extent permitted by funding, the program may include the

distribution to prescribers of vouchers for samples of generic medicines used

for health conditions common in Vermont.

Fifth: By striking Sec. 15(a) and inserting a new subsection (a) to read:
Sec. 15. GENERIC DRUG YOUCHER PILOT PROJECT

(a) As part of the evidence-based education program established in

subchapter 2 of chapter 91 of Title 18, the department of health, in

collaboration with the office of Vermont health access and the University of

Vermont area health education centers program, shall establish a pilot project

to distribute vouchers for a sample of generic drugs equivaleat to frequently

prescribed prescription drugs that are used to treat common health conditions.

Sixth: By inserting a Sec. 15a to read:

Se;‘l 15a. GENERIC DRUG VOUCHER PILOT; REPORT
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ga}\&g January 15, 2009, the office of Vermont health access, the

department of banking, insurance, securities, and health care administration,
the area health education centers, and the joint fiscal office shall provide a

report to the house committee on health care and the sepate committee on
health and welfare describing and evaluating the effects of the generic drug

voucher pilot program.
(b !\The report shall describe how the pilot project is implemented,

including which health conditions were targeted, the generic drugs

rovided with the vouchers, and the geographic regions participating, The

report shall compare the distribution of prescribing among generic drugs

provided through the vouchers and brangrname drugs before and after the

first year of the generic drug sample pilot project and will review a year of

prescribing data prior to the implementation of the pilot project to a year of
prescribing data during the first year of the pilot project’s implementation. The
data shall be adjusted to reflect how and where the pilot was

implemented.

Seventh: By striking Sec. 17 and inserting a new Sec. 17 to read:
Sec. 17. 18 V.5.A. chapter 91, subchapter 3 is added to read:
Subchapter 3. Information Requirements
§ 4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION
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(a)_It is the intent of the general assembly to advance the state’s interest in

protecting the public health of Vermonters, protecting the privacy of
prescribers and prescribing information, and to ensore costs are contained in

the private health care sector, as well as for state purchasers of prescription

drugs. through the promotion of less costly drugs and ensuring prescribers

receive unbiased information,

{b) As used in this section:

(1)} “Electronic transmission intermediary” means an entity that provides

the infrastructure that connects the computer systems or other electronic

devices used by health care professionals. prescribers, pharmacies, health care

facilities and pharmacy benefit managers, health insurers, third-party
administrators, and agents and contractors of those persons in order to facilitate
the secure transmission of an individual’s prescription drug order, refill,
authorization request, claim, pavment, or other prescription drug information.

(2) *Health care facility” shall have the same meaning as in section

9402 of this title.

(3)_“Health care professional” shall have the same meaning as in section

9402 of this title,

(4) “Health insurer” shall have the same meaning as in section 9410 of

this title.
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(5} “Marketing” shall include advertising, promotion, or any activity

that is intended to be used or is used to influence sales or the market share of a

prescription drug, influence or evaluate the prescribing behavior of an

individual health care professional to promote a prescription drug, market

prescription drugs to patients, or evaluate the effectiveness of a professional

pharmaceutical detailing sales force.

(6) “Pharmacy”’ means any individual or entity licensed or registered

under chapter 36 of Title 26.

(7) “Prescriber” means an individual allowed by law to prescribe and

administer prescription drugs in the course of professional practice.

(8) “Promotion” or “promote” means any activity or product the

intention of which is to advertise or publicize a prescription drug, including a

brochure, media adyertisement or announcement, poster, free sample, detailing

visit, or personal appearance.

(9) “Regulated records” means information or documentation from a

prescription written by a prescriber doing business in Vermont or a

prescription dispensed in Vermont.

(1) The department of health and the office of professional regulation, in

consultation with the appropriate licensing boards, shall establish a prescriber

data-sharing program to allow a prescriber to give consent for his or her

identifving information to be used for the purposes described under subsection
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(d) of this section. The department and office shall solicit the prescriber’s

consent on licensing applications or renewal f(_)rms and shall provide a
prescriber a method for revoking his or her consent. The department and

office may establish rules for this program,

(2 AThe department or office shall make available the list of
prescribers who have consented to sharing their information.‘Entities who

wish to use the information as provided for in this section shall review the

list at minimum every six months,

(d) A health insurer, a self-insured emplover, an electronic transmission

intermediary, a pharmacy, or other similar entity may use regulated records

which include prescription information containing prescriber-identifiable data

for marketing or promoting a prescriotion drug only if;

{1¥A) aprescriber has provided consent for the use of that data as

provided in subsection (¢) of this section; and

(B) the entity using the regulated records complies with the

disclosure requirements in subsection () of this section: or

{2) the entity meets one of the exceptions provided in subsection (e) of

(e) This section shall not apply to:

(1) the license, transfer, use. or sale of regulated records for the limited

purposes of pharmacy reimbursement; prescription drug formulary
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compliance; patient care management: utilization review by a health care

professional, the patient’s health insurer, or the agent of either; or health care

research:

(2) the dispensing of prescription medications to a patient or to the

patient’s authorized representative;

(3) the transmission of prescription information between an authorized

prescriber and a licensed pharmacy, hetween licensed pharmacies, or that may

occur in the event a pharmacy’s ownership is changed or transferred;

(4)_care management educational communications provided to a patient .

about the patient’s health condition, adherence to a prescribed course of

therapy and other information relating to the drug being dispensed, treatment

options, recall or patient safety notices, or clinical trials;

(5) the collection, use, or disclosure of prescription information or gther
regulatory activity as authorized by chapter 84, chapter 84 A, or section 9410 of
this title, or as otherwise provided hy law:

(6} _the collection and transmission of prescription information to a

Vermont or federal law enforcement officer engased in his or her official

duties as otherwise provided by law; and

{7} _the collection, use, transfer, or sale of patient and prescriber data for

marketing or promoting if the data do not identify a preseriber. and there is no
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reasonable basis to believe that the data provided could be used to identify a

prescriber.

(f) When a pharmaceutical marketer engages in any form of prescription

drug marketing directly to a physician or other person authorized to prescribe

prescription drugs as provided for under this section, the marketer shall
disclose to the prescriber evidence-based information as provided for by rule
describing the specific health benefits or risks of using other pharmaceutical

drugs, including drugs available over the counter; which patients would gain

from the health benefits or be susceptible to the risks described: the range of

prescription drug treatment options; and the cost of the treatment options. As

necessary, the office of Vermont health access, in consultation with the

department of health, the area centers on health education, the office of

professional regulation, and the office of the attorney general, shall develop

rules for compliance with this subsection, including the certification of

materials which are evidence-based as defined in section 4621 of this title and

which conditions have evidence-based treatment guidelines. The rules shall

be consistent with the federal Food and Drug Administration’s regulations

regarding false and misleading advertisina\il"o the extent practicable, the

rules shall use the evidence-based standards developed by the blueprint for

health.
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() In addition to any other remedy provided by law, the attorney general

may file an action in superior court for a violation of this section or of any

rules adopted under this section by the attornev general. The attorney general

shall have the same authority to investigate and to obtain remedies as if the

action were brought under the Vermont consumer fraud act, chapter 63 of

Title 9. Each violation of this section or of any rules adopted under this

section by the attornev general constitutes a separate civil violation for which

the attorney general may obtain relief.

Eighth: By inserting a Sec. 24b to read:
Sec. 24b. EFFECTIVE DATES

Sec. 17 of this act shall become effective no later than January 1, 2008,

except that the department of health and the office of professional regulation

may begin any necessary rulemaking, revision of forms, ot other

administrative actions necessary to implement the program, immediately upon

passage. The department and office may implement Sec, 17 for prescribers

with licenses at the time of passage of this act when the prescriber next

requests a renewal of the license.
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S.115
Representative Sunderland of Rutland Town moves to amend the bill by

inserting a Sec. 22a to read:
Sec. 22a. LITIGATION REPORT; AUDITOR

Beginning Japuary 1. 2008 and annually thereafter, the state auditor shall

provide a report to the general assembly with a detailed accounting of all

amounts paid by the state with state or federal funds in connection with any

litigation challenging the validity of this act or a section of this act. The report

shall include costs, fees, damages, amounts paid to expert witnesses, salaries

and benefits of state employees who work on the litigation, amounts paid to

individuals under contract with the state who work on the litigation, attorney’s

fees awarded to the other party, any other amounts awarded by the court, and

the number of hours spent by state emplovees involved in the litigation,
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“ HOUSE AND SENATE
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BILL AS INTRODUCED
2007

S.115

Introduced by Committee on Finance

Date: G?./ 9-3/9 g

Subject: Health; insurance; prescription drugs; pharmaceuticals; pharmacy
benefit managers; drug education; preferred drug list; pricing;
confidentiality; pharmacy benefits; prompt pay

Statement of purpose: This bill proposes to increase transparency in

prescription drug information and pricing by limiting fraudulent advertising of

prescription drugs to consumers and health care professionals, requiring notice

to clients by pharmacy benefit managers that certain types of contracts are

available, strengthening the Medicaid preferred drug llirst, establishing an

evidence-based education program, providing additional pricing information to

the Medicaid program from drug manufacturers, requiring disclosure of

education programs funded by drug manufacturers, and providing enforcement

for prescription drug provisions under the Consumer Fraud Act.

AN ACT RELATING TO INCREASING TRANSPARENCY OF
PRESCRIPTION DRUG PRICING AND INFORMATION

1t is hereby enacted by the General Assembly of the State of Vermont:
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Sec. 1. LEGISLATIVE FINDINGS

The veneral assembly makes the following findings:

(1) The state of Vermont has an interest in maximizing the well-being of
its residents and in containing health care costs.

(2) There is a_strong link between pharmaceutical marketing activities,
health care spending, and the heaith of Vermenters.

(3) The goals of marketing programs are often in conflict with the goals
of the state. Marketing programs are designed to increase sales, income, and
profit. _Frequently, progress toward these goals comes at the expense of
cost-containment activities and possibly the health of individual patients.

(4) The marketplace for ideas on medicine safety and_effectiveness is
frequently one-sided_in that brand-name companies invest in expensive

pharmaceutical marketing campaigns to doctors. The one-sided nature of the

marketing leads to doctors prescribing drugs based on incomplete and biased
information, _particularly for prescribers that lack the time to perform
substantive research assessing whether the messages they are receiving from

pharmaceutical representatives are full and accurate.

(5} The federal Food gnd Drug Administration (FDA) requires
marketing and _advertising to be fair and balanced; however, the FDA has
limited legal ability ta enforce this requirement,

(6) Public health is ill served by the massive imbalance in information

presented to doctors and other. prescribers.

{7} Newer drugs on the market do not pecessarily provide additional
henefits over older drugs, but do add costs and as yet unknown side-effects,
One example of this is the drug Vioxx, which was removed from the market dug
1o potentially lethal side-effects that were not adequately disclosed initially,

(8) Benween 1975 and 2000, 50 percent of all drug withdrawals from the
market and “black box warnings” were within the first twa years of the release
of the drug.  One-fifth of all drugs are subject 10 “black box warnings” or
withdrawal from the market becquse of the serious public health concerns.
Marketing which results in prescribers using the newest drugs will also result
in prescribing drues that are more likely 1o he subiect 1o thesz warmings and
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(9) In 2005, Vermonters spent an estimated $524 mitlion on prescription
and over-the-counter drugs _and _nondurable medical supplies, _In 2000,
; was about 3280 million. The annual increase in spending during this
period was 13.3 percent, which was the highest increase in any health care

category,

(10) Vermont has been a leader in prescription drug cost-containment
and in providing transparency, to the extent allowable, in drug prices. The
state has enacted the pharmacy best practices and cost control program,
mandatory generic substitution, and_mail_order_purchasing in Medicaid,
VPharm, and Vermont Rx and encouraged the department of human resources
to have a preferred drug list in the state emplovees health benefit plans in
efforts to control costs, while maintaining best practices in drug prescribing,
in our publiclyv-financed prescription drug programs, The Vermont Medicaid
proeram has been g member of multi-state purchasing pools for several years
and apgressively seeks supplemental rebates to lower drug costs in Medicaid

program,
(11} In addition, Vermont has sought 10 conirol drug prices in private
and emplover-sponsored_insurance by encouraging veluntary participation in
Medicaid’s preferred drug list, requiring mandatory _generic substitution for
all prescriptions in Vermont, providing consumers with pricing information
about the drugs they are prescribed, and assisting consumers by providing
information about purchasing drugs internationally through a safe, regulated

progrom ruet through the state of Ilinois.

(12} Vermont has also sought transparency by reguiring marketers of
prescription drugs to disclpse information about the amount of money spent on
marketing activities in Vermont and _also to require the disclosure of pricing

information to doctors during marketing visits.

(13} Physicians are unable to take the time to research the guickly
changing pharmaceutical_market_and_determine which drugs are the best
trearments for particular conditions. Because of this, physicians frequently
rely on information provided by pharmaceutical represeniatives.

(14) Nearly one-third of the five-fold increase in U.S. spending on drugs
over the last decade can be gttributed to marketing induced shifis in doctors’
prescribing from 2xisiing, effective, qnd lower cost {often genzric) therapies 1o
o and more zxpensive frzguments. waich ofrzn_have litle or no increased
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therapeutic value. According to the same study, the use of more expensive
drugs contributed to 36 percent of the rise in retail prescription spending in

2000 and 24 percent in 2001,

(15) According to testimony by Dr. Avorn, M.D., at Brigham and
Women’s Hospital _detailing affects the cost of medications, because it is
cenerally  “confined to high-margin, high-profit drugs, for which_the
manufacturer has a substantial incentive to increase sales. . . . Thus, the work
of pharmaceutical_sales representatives drives drug_use toward the most
expensive products . . ., and contributes to the strain on health care budgets

for individuals as well as health care programs.”

(16) According to the June 15, 2006 Marketing Disclosures: Report of
Vermont Attorney General William H. Sorrell, as part of their marketing
efforts, pharmaceutical companies made direct payments of almost $2.2
million to prescribers _in_Vermont, including consulting fees and travel
expenses_in_2005. Estimates of total costs of marketing to prescribers in
Vermont _are $10 million or_more, excluding free samples and direct-to-

consumer advertising.

(17} In 2004, the pharmaceutical industry spent $27 billion marketing
pharmaceuticals in the United States. and spent more than any other sector in
the United States on its sales force and media advertising. QOver 85 percent of
these marketing expenditures are directed at the smgll percentage of the
population that practice medicine, Pharmaceutical manufacturers spend twice
as mich on marketing as on research and development,

(18) Coincident with the rise of physician idensity data mining, the
pharmaceutical industry increased iis spending on direct marketing to doctors
by over 275 percent and doubled its sales force to over 90,000 drug
representatives. It is estimated that there is a pharmaceutical sales

representative for every five office-based physicians.

(19} A significant_portion_of prescriber time is spent meeting with
pharmaceutical representatives. According 1o a survey recenily published in
the New England Journal of Medicine, family practitioners reported the
Lichest frequency of meetings with representatives — an average of 16 times

er month. To the extent that this meeting time comes at the expense of time
spent with patients, quality of care will be negatively affected.
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(20} Some doctors in Vermont are experiencing an undesired incregse
in the aggressiveness of pharmaceutical sales representatives and a few have
reported that they felt coerced and harassed. The Vermont Medical Society,
an_organization representing two-thirds of Vermont doctars, unanimously
passed a resolution stating “the use of physician prescription_information by
sales _representatives is _an_intrusion into the way _physicians _practice

medicine.”

(21) Several studies suggest that drug samples clearly affect prescribing
behavior in favor of the sample. The presence of drug samples may influence
physicians to dispense or prescribe drusgs that differ from their preferred drug
source according to a study by Chew et al. in the Journal of General nternal

Medicine in 2000.

(22) Prescriber-identifiable _prescription data show _detgils of
physicians’ drug use patterns, both in terms of their gross number of

prescriptions and their inclinations tg prescribe particular drugs.

(23) Prescriber identity datg mining allows pharmaceutical companies
fo.track the prescribing habits of nearly every physician in Vermont and link

those habits to specific physicians and their identities.

(24} Monitoring of prescribing practices also _allows the sales
representatives to assess the impact of various gifts and messages on a
particular physician to help them select the most effective set of rewards.

(23) Prescriber-identified dara increase the effect of detailing programs.
They support the tailoring of presentations to_individual prescriber styles,
preferences, and attitudes,

{26} _Prescriber identified databases of prescribing habits encourage
pharmaceutical companies 1o increase the quid pro quo nature of relations
between __pharmaceutical _sales  representatives and ___prescribers.
Pharmaceutical companies use prescriber identity _data-mining to tarpet
mereased attention and manipulative practices toward those doctors that they
find_would lead to increased prescriptions and profitability, includine high
prescribers, brand loval prescribers. doctors that show themselves willine to
prescribe new medicines, and doctors who are shown 1o _be especially

susceptibie to sales messages.

(27} _Added and unwanted prassure occirs whe dectors are Juformed
ng mwgntiared - ghougl messages of
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appreciation for writing prescriptions, or messages of disappointment that they
are not prescribing what was implicitly promised.

(28) As with the use of consumer ielephone numbers for marketing. the
trading of prescriber identities linked to prescription_data can result in
harassing sales behaviors by_pharmaceutical sales representatives toward
doctors.

(293 Health care professionals in Vermont who write prescriptions for
their patients have a reasonable expectation that the information in that
prescription, including their own identity and that of the patient, will not be
used for purposes other than the filling and processing of the payment for that
prescription. _Prescribers and patients do not consent_to the trade of that
information to third parties, and no_such trade should take place without their

consent,
(30) The phvsician data restriction program offered by the American

Medical Association (AMA) is not gn adeguate remedy for Vermont doctors,
because many physicians do not know about_the program and other health

care professionals who prescribe medications may not avail themselves of the

AMA program. In addition, approximately 23 percent of Vermont physicians
belong to the AMA, which is one of the lowest rates in the nation. _Finally,
data-mining companies could use other identifiers, inciuding state licensing

numbers, to track prescribing patterns.
(31) This_act is necessary to protect prescriber privacy by limiting

marketine to prescribers who choose to receive that type of information, ta

save money for the state, consumers, and businesses by promoting the use of

less expensive drigs, and to protect public health by requiring evidence-based
disclosures and prometing drugs with longer safety records.

See, la. 33 V.S.A. § 1998 is amended to read:
§ 1998, PHARMACY BEST PRACTICES AND COST CONTROL PROGRAM
ESTABLISHED

(a) The director of the office of Vermont health access shall establish and
maintain a pharmacy best practices and cost control program designed to

reduce the cost of providing prescription drugs, while maintaining high guality
in prescription drug therapies. The program sholl include:
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(1) A Use of an evidence-based preferred list of covered prescription
drugs that identifies preferred choices within therapeutic classes for particular
diseases and conditions, including generic alternatives and over-the-counter
drugs.

inviting-sich-plans-to-usethe-preferred-drug-tist-inrconneetion-with-the-plans!
preseription-drig-coverage:

(2) Utilization review procedures. including a prior auwthorization
FEVIEW Process.
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(3) Any strategy designed to negotiate with pharmaceutical
manufacturers to lower the cost of prescription drugs for program
participants, including a supplemental rebate program.

£5)(4) Alternative pricing mechanisms, including consideration of using
maximum allowable cost pricing for generic and other prescription drugs.

{6)(5) Alternative coverage terms, including consideration of providing
coverage of over-the-counter drugs where cost-effective in comparison to
prescription drugs, and authorizing coverage of dosages capable of pérmiiting
the consumer to split each pill if cost-effective and medically appropriate for
the consumer.

(2HE) A simple, uniform prescription form, designed to implement the
preferred drug list, and to enable prescribers and consumers lo request an
exception to the preferred drug list choice with a minimum of cost and fime 1o
prescribers, pharmacists and consumers.

(7) A joint phanngceuticals purchasing consoriium as provided for in

subdivision (c)(1) of this section.

(8) Any other cost containment activity adopied, by rule, by the director
that is desigied to reduce the cost of providing prescription drugs while
maiitaining high guality in prescription drug therapies.

E I

(2MF) The divector may implement the pharimacy bast praciices and cost
o sresyam for oy giher healih benefit plan widhin or outside this siaie
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that agrees to participate in the program. For entities in Vermont, the director
shall directly or by contract implement the propram through a joint
pharmaceuwticals _purchasing consortium. The joint pharmaceuticals

purchasing consortium shall be offered on a_voluntary basis no later than
January 1, 2008, with mandatory participation by state or publicly funded,

administered, or subsidized purchasers to the extent practicable and consistent
with the purposes of this chapter, by January 1, 2010, If necessary, the office
of Vermont health access shall seek authorization from the Centers for
Medicare and Medicaid to include purchases funded by Medicaid. “State or
publicly funded purchasers” shall include the department of corrections, the
division of mental health, Medicaid, the Vermont Health Access Program
{VHAP), Dr. Dynasaur, Vermont Rx, VPharm, Healthy Vermonters, workers’
compensation, _and _any other state or publicly funded purchaser of

prescription drups,

K ck ok

(F} 1} The drug utilization review board shall make recommendations to the
director for the adoption of the preferred drug list.  The board’s
recommendations shall be based upon evidence-based considerations of
clinical efficacy, adverse side effects, safety, appropriate clinical trials, and

cost-effectiveness.  “Evidence-based” shall_have the same meaning as in

section 4622 of Title 18,

* K %

(6) The director shall encourage particination in the joint purchasing
consortium by inviting representatives of the pragrams and entities specified in
subdivision (ci(l) of this section to participate as observers or nonvoting
members in_the drug utilization _review board, _and by _inviting the
representatives to use the preferred drug list in connection with the plans’

prescription drug coverage.
Sec. 2. 33 V.S.A. § 1998(g) is added to read:

(g} The office shall seek assistance from entities conducting independent

research into the effectiveness of prescription drugs to provide technical and
clinical _support in the development and the administration of the preferred
dene list and the evidence-based education progrom estoblished in subchapier

o Title 48,
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i % ¥ Pharmaceutical Marketer Disclosures * * %

Sec. 3. 33 V.S.A. § 2005(a)(3) is amended to read:

(3) The office of the attorney general shall keep confidential all trade
secret information, as defined by subdivision 317(b)(9) of Title 1,_excepi that
the office may disclose the information ta the department of health and the
office of Vermont health access for the purpose of informing and prioritizing
the activities of the _evidence-based education program in_subchapter 2_of
chapter 91 of Title 18. The department of health and the office of Vermont
health access shall keep the information confidential. The disclosure form
shall permit the company to identify any information that it claims is a trade
secret as defined in subdivision 317(c)9) of Title 1. In the event that the
attorney general receives a request for any information designated as a trade
secret, the attorney general shall promptly notify the company of such request.
Within 30 days after such notification, the company shall respond 16 the
requester and the attorney general by either consenting to the release of the
requested information or by certifying in writing the reasons for its claim that
the information is a trade secret. Any requester aggrieved by the company’s
response may apply 1o the superior court of Washington County for a
declaration that the company’s claim of trade secret is invalid. The attorney
general shall not be made a party to the superior court proceeding. Prior 10
and during the pendency of the superior court proceeding, the attorney general
shall keep confidential the information that has been claimed as trade secret
information, except that the attorney general may provide the requested

information to the court under seal.
Sec. 4. 33 V.S.A. § 2005(a)(1) is amended and (d) is added to read:

(4) The following shall be exempt from disclosure:

ok ok

{D) scholarship or other support for medical students, residents, and
fellows to attend a significant educational, scientific, or policy-making
conference of a national, regional, or specialty medical or other professional
association if the recipient of the scholarship or other support is selected by

the associarion; and

i it e by Aot g et 2 A o Srt st v il gty § YA BRI R
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() prescription drug rebates and discounts.

ok ck

(d) Disclosures of unrestricted granis for continuing medical education
nrograms shall be limited to the value, nature, and purpose of the grant and

the name of the grantee. It shall not include disclosure of the individuagl

participants in such a program.
Sec. 5. 33 V.5.A. § 2005ald) is amended to read;

(d} As used in this section:

* ¥k

(2) “Pharmaceutical manufacturing company” is defined by subdivision
2005¢eis) 4632(ci(3) of this title.
(3) “Pharmaceutical marketer” is defined by subdivision 2085{e)4)

4632(c}(4) of this title.

® * * Price Disclosure and Certification * * *

Sec. 6. 33 V.S.A. § 2010 is added to reod:
$ 2010 ACTUAL PRICE DISCLOSURE AND CERTIFICATION

{al A manufacturer of prescription drugs dispensed in this state under g
health preogram directed or administered by the state shall, on a quarterly
basis, report by National Drug Code the following pharmaceutical pricing
criteria to the director of the office of Vermont health access for each of its

drugs:
{1} the prices reguired to be provided to the Medicaid program under
federal law, including prices defined in 42 U.5.C. § 1390r-8; and

(2} the price that each wholesaler in this state pays the manufacturer

to purchase the drug.

(b} When reporting the prices as provided for in subsection {a) of this
section, the manufacturer shall inelude a swmmary of its methodology in
determining the price. The office_may accept the standards of the National
Drug Rebate apreement entered _info by the U.S. Department of Health and
Human_Services and Section 1927 of 1he Social Security Act for reporting

viicing methodology,
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(¢} The pricing information required under this section is for drugs defined
under the Medicaid drue rebate program and must be submitted to the director
following its submission to the federal government in_accordance with

42 U.S.C. § 1396r-8(b)3).

(d} When a manufacturer_of prescription drugs dispensed in this state
reports the information_required under subsection (a} of this section, the
president, chief executive _officer. or _a__designated employee of the
manufacturer shall certify to the office, on a form provided by the director of
the office of Vermont health access,_that the reported prices are the same as
those reported to the federal government as required by 42 U.S.C.
§ 1396r-8tb)3) for the applicable rebate period. A designated emplovee shall
be an emplovee who reports directly to the chief executive officer or president
and who has been delegated to make the certification under this section.

{e) Notwithstanding any provision of law to the contrary. information
submitted to the office_under this section is confidential and is not a public
record as defined in subsection 317(b) of Title 1. Disclosure may be made by
the office to_an_entity providing services to the office under this section;
however, that disclosure does not change the confidentigl status of the
information. The information may be used by the entity only for the purpose
specified_by the office in its contract with the entity. Data compiled in

aggregate form by the office for the purposes of reporting required by this
section_are public records as defined in subsection 317(b) of Title 1, provided

they do not reveal trade information protected by state or federal law.

(f) The attorney general shall enforce the provisions of this section under
the Vermont consumer fraud act in chapter 63 of Title 9. The attorney general

has the same authority to make rules, conduct civil investigations, and bring

civil actions with respect to acts and practices governed by this section_as is
providad under the Vermont consumer fraud act,

* & % Heglthy Vermonters * * *

Sec. 7. 33 V.S.A. § 2003 is amended to read:
§ 2003. PHARMACY DISCOUNT PLANS

(a) The direcior of the office of Vermont health access shail implement
pharmacy discount plans, to be known as the "Healthy Vermonters™ program
s feiho—tBoalily—Yeomnonters—Plus ™~ piregram, for Vermonters without

adequate coverage far prescription drugs. The provisions of section-{982-of
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this-title subchapter 8 of this chapter shall apply to the director’s authority to
administer the pharmacy discount plans established by this section.

(b} The Healthy Vermonters program shall offer beneficiaries an initial
discounted cost for covered drugs. Upon approval by the Centers for
Medicare and Medicaid Services of a Section 1115 Medicaid waiver program,
and upon subsequent legislative approval, the Heaithy Vermonters program

shall offer beneficiaries a
secondary discounted cost, which shall reflect a state payment toward the cost
of each dispensed drug as well as any rebate amount negotiated by the

commissioner.

Kk A

{c) As used in this section:
(1) “Beneficiary” means any individual enrolled in either the Healthy
Vermonters program erthe Healthy-Vermonters-Plus program.
(2) “Healthy Vermonters beneficiary” means any individual Vermont
resident without adequate coverage:

(A} who is at least 65 years of age, or is disabled and is eligible for
Medicare or Social Security disability benefits, with household income equal to
or less than 400 percent of the federal poverty level, as calculated under the
riles of the Vermont health access plan, as amended: or

{B) whose household income is equal to or less than 360 350 percent
of the federal poverty level, as calculated under the rules of the Vermont
Health access plan, as amended.

F—HealthyVermonters—Plus—beneficiary—means—any—individual
Vermontresidentwithout-adeguate-coverage:

ﬁmﬁk&%mwaﬁmmmﬂﬁﬁ%ded—w
(B} ——whosefamily—inewrs—unrelinbursed—expenses—for—preseription
dmgﬁ;#ﬁé&gﬁng%ﬁ&w&fwe—ﬁi%ﬁwm-%eqn&}ﬁw—pww—@f
honschold-income—vrwhese-totalunreimbursed-nedical-expenses—ieluding
msHranceprentsegt IS percsnt-erinora-of-honscheld-income:
&tk %
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* x % PBM Regulation * * *
Sec. 8 18 V.S.A. chapter 221, subchapter 9 is added to read:
Subchapter 9. Pharmacy Benefit Managers

§ 947]. DEFINITIONS

As used in this subchapter:

(1) “Beneficiary” means an_individual enrolled in a health plan in
which coverage of prescription drugs_ is administered by a pharmacy benefit
manager and includes his or her dependent or other person provided health
coverage through that health plan,

{2) “Health insurer” is defined by subdivision 9402(9) of this title and
shall include:

(A} a health insurance company, a nonprofit hospital and medical

service corporation, and health maintenance organizations;
(B) an employer, labor union, or other group of persons greganized in

Vermont that provides a health plan to beneficiaries who _are emploved or

reside in Vermont;
(C} the state of Vermont and gny agent or instrumentality of the state
that offers, administers, or provides financial support to state government; and

(D) Medicaid, the Vermont health access plan, Vermont Rx, and any

other public health care assistance program.
(3) “Health plan” means a health benefit plan offered, administered, or
issued by a health insurer doing business in Vermont.

(4) “Pharmacy benefit mapagement” means_an_arrangement for the
procurement of prescription drugs at a negotiared rase for dispensation within
this state to beneficiaries, the_administration or management of prescription
drup benefits provided by a health plan for the benefit of beneficiaries, or any
of the following services provided with regard to the administration of

pharmacy benefits:

(A) mail service pharmacy;

(B) claims processing, retail nervork management, and payment of

claims 1o pharmacies for prescription drugs dispensed ta beneficiaries;
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(C} clinical formulary development and management services:

(D) rebate contracting and administration:

{E) certain patient compliance, therapeutic intervention, and generic
substitution programs; and

(F)_disease or chronic care management Drograms.

{5) _“Pharmacy benefit _manager” means an_entity that performs
pharmacy benefit management. The term includes a person or entity in a
contractual or employmeni relationship with an entity performing pharmac
benefit management for a health plan.

$ 9472, PHARMACY BENEFIT MANAGERS; REQUIRED PRACTICES

(a) A pharmacy benefit _manager that provides pharmacy benefit
management for a health plan shall discharge its duties with reasonable care
and diligence and be fair and truthful under the circumstances then prevailinge
that a pharmacy benefit mangger acting in like capacity and familiar with such
matters would use in the conduct of an enterprise of a like character and with
like aims. In the case of a health benefit plan offered by a health insurer as

defined by subdivision 9471(20A) of this title, the health insurer shall remain
responsible for administering the health benefit plan in accordance with the

health insurance policy or subscriber contract or plan and in compliance with
all applicable provisions of Title 8 and this title.
(b} A pharmacy benefit manager shall provide notice to the health insurer

that the terms contained in subsection (¢) of this section may be included in the
contract between the pharmacy benefit manager and the health insurer.

(¢} Unless the contract provides otherwise, a pharmacy benefit manager

that provides pharmacy benefit management for a health plan shall:

(1) Provide all financial and utilization information requested by a
health insurer velating to the provision of benefits to beneficiaries throueh that
health _insurer’s health plan and all financial and utilization information
relating to services to that health insurer. A pharmacy benefit manapger
praviding information under this subsection mav designate that material as
confidenticd, Information designated as_confidential by a pharmacy benefit
manager and provided to @ heglth insurer under this subsection may not_be
disclosed by the health iusurer to_any person without the consent of the
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pharmacy benefit manager, except that disclosure may be made by the health

insurer:

(A) in a court filing under the consumer fraud provisions of
chapter 63_of Title 9, provided that the information shall be filed under seal
and that prior to_the information being unsealed, the court shall give notice
and an opportunity to be heard to the pharmacy benefit manager on why the
information should remain confidential;

(B) when authorized by chapter 63 of Title 9;

(C) when ordered by a court for good cause shown. or

(D) _when ordered by the commissioner as to a_health insurer as
defined_in_subdivision 9471(2}A) of this title pursuant to the provisions of
Title 8 and this title.

(2) Notify_a_health insurer in writing of any proposed or ongoing
activity. policy, or practice of the pharmacy benefit manager that presents,
directly or indirectly, any conflict of interest with the requirements of this
section.

(1) With regard to the dispensation of a substitute prescription drug for

a prescribed drug to a beneficiary in which the substitute drug costs more than

the prescribed drug and the pharmacy benefit manager receives a benefit or

payment directly or indirectly, disclose to the health insurer the cost af both

drugs and the benefit or payment directly or_ indirectly accruing to the
pharmacy benefit manager gs_a result of the substitution.

(4)_If the pharmacy benefit manager derives any payment or benefit for
the dispensation_of prescription drugs within the state based on volume of
sales for certain prescription drugs or classes or brands of drugs within_the
state. pass that pavment or benefit on in full 1o the health insurer.

(5) Disclose to the health insurer all financial terms and arrangements
for remuneration of any_kind_that apply betveen the pharmacy benefit
manaser and_any_prescription _drug _manufacturer that relate to benefits
provided to beneficiaries under or services tg the health insurer’s health plan,
includine formulary _management and drug-switch programs, educational
suppart,_claims processing, and_pharmacy network fees charged from retail
pharmacies_and_daio_sales fees. A pharmacy benefit manager providing
iforation under his supszarion may designgle that material as confidential.
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Infoermation designated as _confidential by a pharmacy benefit manager and
provided to a health insurer under this subsection may not be disclosed by the
health insurer to _any person_without the consent of the pharmacy benefit
manager, except that disclosure may be made by the health insurer:

{A)_in a_court filing under the conswmner fraud provisions of chapter
63 of Title 9, provided that the information shall be filed under seal and that

prior to the information being unsealed, the court shall give notice and an
opportunity to be heard to the pharmacy benefit manager on why the

information should remain confidential:

(B} when authorized by chapter 63 of Title 9;

(C) when ordered by a court for good cause shown: or

(D) when ordered by the commissioner as to g health insurer as
defined in subdivision 947I(20A) of this title pursuant to the provisions of
Title 8 and this title.

(d} Compliance_with_the requirements of this section is required for
pharmaey benefit managers entering into contracts with a health insurer in

this state for pharmacy benefit management in this state.
§ 9473. ENFORCEMENT

{a) Except as provided in subsection {d) of this section, in addition to any
remedy _available to the commissioner under this title and any other remedy
provided by Iow, a violation of this subchapter shall be considered a violation
of the Vermont consumer fraud act in subchapter 1 _of chepter 63 of Title 1.
Except as provided in subsection (d) of this section, all rights, authority, and
remedies available to the attorney general and privale parties 1o _enforce the

Vermont consumer fraud act shall be available to enforce the provisions of this
subchapter,

(b) In connection with any action for violation of the Vermont consumer
fraud_act, the commiissioner’s determinations concerning the interpretation
and administration_of the provisions of this subchapter and anv rules adopted
hereunder shall carry a presumption of validiry. The attorney general and the
commissioner shall consult with each cther prior to the commencement of any
investipation or enforcemznt action with_respect to_any pharmacy benefit

INAREL,

() The commisiionsr iay ivestizate, exomine, or otherwive enforce a
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violation of this subchapter by _a pharmacy benefit _manager under
section 9412 of this title as if the pharmacy benefit manager were a health

nsurer.

{d} The commissioner shall have the exclusive authority to_investigate,
examine, and otherwise enforce the provisions of this subchapter relating 1o a

pharmacy benefit manager in connection with the pharmacy benefit mand ger's

contractual relationship with, and any other activity with respect to,_a_health

insurer defined by subdivision 947 1(2 XA ) of this title.
(e) Notwithstanding the foregoing the commissioner and the attorney

eeneral may bring a joint enforcement action dgainst any person or entity for
a violation of this subchapter,

Sec. 9. 18 V.S.A. § 9421 is added to read:
8§ 9421, PHARMACY BENEFIT MANAGEMENT; REGISTRATION: AUDIT

(a}_A pharmacy benefit manager shall not do business in this state without
first registering with the commissioner on a form and in a manner prescribed

by the commissioner.

(b} _In accordance with rules adopted by the commissioner. pharmacy
benefit managers operating in the state of Vermont and propesing to contract
for the provision of pharmacy benefit management shall notify health insurers
when the pharmacy benefit manager provides a quotation that a_quotation for
an_administrative-services-only contract with full pass through of negotiated
prices, rebates, and other such financial benefits which would identify to the
health insurer external sources of revenue and profit is generally available and
whether the pharmacy benefits manager offers thar type of arrangement.
Ouotations for_an__administrative-services-only _contract _shall include a
reasonable fee pavablz by the health insurer which represents a competifive

pharmacy benefit_profit. This subsection shall not be interpreted to reguire a

pharmacy benefits manager to offer an administrative-services-only contract.

(c) In order to enable periodic verification of pricing arrangements in
administrative-services-only contracts, pharmacy benefit managers shall allow
aceess. in accordance with rules adopted by the commissioner, by the health
insurer who is a party ta the administrative-services-only contract te financial
and contractual information necessary to conduct a complete ond independent

andit designed o vacife rhe [ollmvine:
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(1) full pass through of negotiated drug prices and fees associated

with all drugs dispensed to beneficiaries_of the health plan in both_retail and
mail order settings or resulting from any of the pharmacy benefit nmanagement

functions defined in the contract;

(2) _full pass through of all financial remuneration associated with ali

drugs dispensed to beneficiaries of the health plan in both retail and mail
order settings or resulting from any of the pharmacy benefit management

functions defined in the contract; and

{3} any other verifications relating to the pricing arrangements and
activities of the pharmacy benefit manager required by the contract if required

by the commissioner.
(d} The department’s reasonable expenses in administering the provisions

of this section may be charged to pharmacy benefit managers in_the manner
provided for in section 18 of Title 8. These expenses shall be allocated in
proportion to the lives of Vermonters covered by each pharmacy benefit
manager as reported agnnually to the commissioner in g manner and form
prescribed by the commissioner. The department shall not charge its expenses
to the pharmacy benefit manager contracting with the office of Vermont health
access if the office notifies the department of the conditions contained in its

contract with a pharmacy benefit manager,

(e} The commissioner may adopt such rules as are necessary or desirable
in carrving out the purposes of this section. The rules also shall ensure that
proprietary information is _kept confidential and not disclosed by a health

ISHTEr.

(£} _As used in this section:

(1) “Health insurer” is defined in subdivision 9471(2) of this title,

(2) “Health plan” is defined in subdivision 9471(3) of this title.

(3} “Pharmacy benefit management” s defined in subdivision 9471(4)

of this title.
(4} “Pharmacy benefit manager” is defined in subdivision 9471{5} of

this title,

Sec. 10, APFPLICATION
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Secs. 8 and 9 of this act apply to contracts executed or renewed on or after
September 1, 2007. For purposes of this section, a contract executed pursuant

to a memorandum of agreement executed prior to September I, 2007 is deemed
to have been executed prior to September 1, 2007 even if the contract was

executed after that date.
Sec. 11. 8 V.5.A. § 4088d is added to read:

§ 40884, NOTICE OF PREFERRED DRUG LIST CHANGES

On a periodic basis, no less than once per calendar vear, a health insurer

as defined in_subdivisions 9471(2)(A), (C), and (D) of Title I8 shall notify

beneficiaries of changes in pharmaceutical coverage and provide access to the

preferred drug list maintained by the insurer.

Sec. 12. 18 V.5.A. chapter 91 is amended to read:

CHAPTER 91. GENERIC-DRUGS PRESCRIPTION DRUG
COST CONTAINMENT

Sec. 13. 18 V.S.A. chapter 91, sections 4601-4608 are designated as
subchapter 1 which is added to read:

Subchapter . Generic Drugs
Sec. 14. 18 V.S.A. chapter 91, subchapter 2 is added to read:

Subchapter 2. Evidence-Based Education Program

§ 4621, DEFINITIONS
For the purposes of this subchapter:

(1} “Department” means the depariment of health.

21 “Evidence-based” means based on_criteria_and_ guidelines rhat
reflect high-guality, cost-effective_care. The methodology used to determine
such euidelines shall meet recognized standards for systematic evaluation of
all available research _and shall be free from conflicts of interest.
Consideration of the best available scientific_evidence does not preciude
consideration of experimental or investigational ireatment or services under a
clinical investieation approved by an institutional review board,

8 ds22. EVIDENCE-BASED EDUCATION PROGRAM
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(all) The department in collaboration with the attorney general, the
University of Vermont grea health education centers program, and the office of
Vermont health access, shall establish an evidence-based prescription drug
education program_for health care professionals desiened to provide
information and education on the therapeutic and cost-effective utilization of
prescripiion drugs to physicigns, pharmacists, _and other health care
professionals authorized to prescribe and dispense prescription drugs. To the
extent practicable, the program shall use the evidence-based standards
developed by the blueprint for health, The department mayv collaborate with
other states in establishing this program.

{2) _The program shall notify prescribers about commonly used
brand-name drugs for which the patent has expired within the last 12 months
or will expire within the next 12 months, The depariment and the office of
Vermont health access shall collaborate in issuing the notices.

(3} To the extent permitted by funding, the program may include the
distribwtion to prescribers of vouchers for samples of generic medicines used
for health conditions common_in Vermont,

{b) The department shall reqguest information and collaboration from
physicians, _pharmacists, _private  insurers, hospitals, pharmacy benefit
managers, the drug utilization review board, medical schools, the attorney
ceneral_and any other programs providing an evidence-based education to
prescribers on prescription drugs in developing and maintainineg the proeram.

{c} The department may contract for technical and clinical support in the
development and the administration of the program from entities conducting
independent research into the effectiveness of prescription drups.

(d). The department and the attorney general shall collaborate in reviewine
the marketing activities _of pharmaceutical _manufocturine companies in
Vermont _and determining appropriate funding sources for the program,
including _awards from _suits brought by the attorney general against

pharmaceuntical imanufacturers.
Sec. 15, GENERIC DRUG VOUCHER PIL.OT PROJECT

{al _As part of the evidence-based education program _ezstablished in
subchapter 2 of chaprer 81 of Tide 18, the department of health, in
colladoraiizg with the office of Vermont health access and the University of
Yer nont ores realil sdvegiion canters pragrom, shell esioblish o pilot project
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to distribute vouchers for a_sample of generic drugs equivalent to frequerily
prescribed prescription drugs that are used to treat common health conditions.

(b) The office of Yermont health access shall fund the vouchers from the
fee established in section 1998b of Title 33 and shall provide payment to the
pharmacy dispensing the prescription drugs in exchange for the voucher, The
office_shall_establish a payment rate, including a dispensing fee, using the
rules and procedures for the Medicaid program,

Sec. 15a. GENERIC DRUG VOUCHER PILOT; REPORT

{a) By January I5. 2009, the office of Vermont health access, the
department of banking, insurance, securities, and health care administration,
the area health education centers, and the joint fiscal office shall provide a
report_to the house committee on_health care and the senate committee on

health and welfare describing and evaluating the effects of the generic drug
voucher pilot programnt.

(b) The report shall describe how the pilot project is implemented,
including which health conditions were targeted, the generic drugs provided
with the vouchers, and the geographic regions pariicipating. The report shall
compare the distribution of prescribing among generic drugs provided through
the vouchers and brand-name drugs before and after the first vear of the
eeneric drue sample pilot project and will review a year of prescribing data
prior to the implementation of the pilot project to a year of prescribing data
durine the first year of the pilot project’s implementation. The data shall be
adjusted to reflect how and where the pilot was implemented.

Sec. 16, PRESCRIPTION DRUG PRICING; FEDERALLY QUALIFIED
HEALTH CENTERS

Ne later than January I, 2008, the deparunent of health shall create a plan
ta inform Vermonters _of the availability of health services provided by
federally qualified health centers (FOHC) and FQHC look-alikes, including
information._about _prescription_drug pricing, focusing en state employees,
individuals under the supervision _of _corrections, individuals _receiving
waorkers' compensation_benefits if applicable, and any other state or publicly
funded purchaser_of prescription drugs for whom the_cost of prescription
drivgs_is likely to bz higher thon prices wndzr Section 3408 of the Public

Honlil Seivice At

F o Prayesiption g Dara Confideniiality =% %
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Sec. 17. 18 V.S.A. chapter 91, subchapter 3 is added to read:

Subchapter 3. Information Requirements

§4631. CONFIDENTIALITY OF PRESCRIPTION INFORMATION

(a} It is the intent of the veneral assembly to advance the state's interest in
protecting the public _health of Vermonters, protecting the privacy of
prescribers and prescribing information. and to ensure costs are contained in

the private health care sector, as well as for state purchasers of prescription
drugs, through the promotion of less costly drugs and ensuring prescribers

receive unbiased information.
(b} As used in this section.

(1} “Electronic transmission intermediary” means an_entity that
provides the infrastructure that connects the computer systems or other
electronic devices used by health care professionals, prescribers, pharmacies,
health _care_facilities _and pharmacy_benefit managers, heglth insurers,

third-party_administrators, and agents and contractors of those persons in

order to facilitate the secure transmission of an individugl’s prescription drug

order, refill, authorization request, claim, pavment, or other prescription drug
information.

(2) “Health care facility” shall have the same meaning as in_section
9402 of this title.

(3)  *Health care_professional” sholl have the same meaning as in
section 9402 of this title.

4} “Health insurer” shail have the same meaning as in section 9410 of
this title.

(5) “Marketing” shall include adveriising, promotion, or any_activity
that is intended to be used or is used to influence sales or the market share of a
prescription_drug, influence or evaluate the prescribing behavior of an

individual health care professional lo proimmoite a prescription drug, market
prescription drues to patients, ar evaluate the effectiveness of a professional

pharmaceutical detailing sales force.

(6 “"Pharmacy’ means any individual or entity licensed or recistered
pader chopter 36 of Tiile 25,
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(7} “Prescriber”_means an individual allowed by law to prescribe and
administer prescription drugs in the course of professional practice.

(8] “Promotion” or “promote” means any activity or product_the
intention of which is te advertise or publicize a prescription drug, including a
brochure, media advertisement or gnnouncement, poster, free sample,
detailing visit, or personal appearance.

{9} “Repulated records” means information or documentation from a
prescription_written by a prescriber doing business in_Vermont _or a
prescription dispensed in Vermont.

(c} 1} The department of health and the office of professional regulation, in

consultation with the appropriate licensing boards, shall establish a prescriber.

data-sharing program to allow a prescriber to give consent for his or her
identifying information to be used for the purposes described under subsection
(d) of this section. The department and office shall solicti the prescriber’s
consent on licensing applications _or renewal forms and shall provide a

prescriber a_method for revoking his or her consent. The department and
office may establish rules for this program.

(2} The department or office shall make available the list of prescribers
who have consented to sharing their information. Entities who wish to use the
information as provided for in this section shall review the list at minimum

every six months.

(d) A health insurer._a self-insured employer, an electronic transmission
intermediary, a pharmacy, or_other similar entity may use regulated records
which include prescription information containing prescriber-identifiable data
for marketing or promoting a prescription drug only if:

(IHA) a prescriber_has provided consent for the use of that dala as
provided in subsection (¢} of this section; and

(B} _the entity using the regulated records complies with the
disclosure requirements in subsection () of this section; or

(2) the entity meets one of the exceptions provided in subsection () of

(e) This szcrion shail not apply to:

YT LEG 22140291
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(1) the license, transfer. use, or sale of regulated records for the limited
purposes _of _pharmacy reimbursement: prescription drug _formulary
compliance: patient care management: utilization review by a health care
professional, the patient’s health insurer, or the ggent of either; or health care

research;
{2) the dispensing of prescription medications to a patient or fo the

patient’s authorized representative;

(3) the transmission of prescription information between an authorized
prescriber and a licensed pharmacy, between licensed pharmacies, or that may

occur in the event a pharmacy’s ownership is changed or transferred:

{4} care management educational communications provided to a patient
about_the patient’s health condition, adherence to a prescribed course of

therapy and other information relating to the drug being dispensed, treatment

gptions, recall or patient safety notices, or clinical trials;

(3) the collection, use, or disclosure of prescription information or other

regulatory activity as authorized by chapter 84, chapter 844, or section 9410

of this title, or as otherwise provided by law:

(6) the collection and transmission _of prescription information to a
Vermont or federal law enforcement officer enpaged in his or her official

duties as otherwise provided by law; and

7} the collection, use, transfer, or sale of patient and prescriber data
for marketine or promoting if the data do not identify a prescriber, and there is

no reasonable basis to believe that the data provided could be used to identify

a prescriber.

(£i When a pharmaceutical marketer engages in any form of prescription
drue marketing direcily to g physician or other person_authorized to prescribe
prescriotion _drugs gs provided for under this section, the marketer shall
disclose to the prescriber evidence-based information as provided for by rilde
describing the specific health benefits or risks of using other pharmaceutical

drugs, Including drugs available over the counter; which patients would pain

from the health benefits or be susceptible to the risks described: the range of
prescription drug treatment options: and the cost of the treatment options. As
necessary, the office of Vermont health _access. In_consultation with the
department of health, the arca centers on health education, the office of

professional_repudation,_and jhe office of the attormey_general, shall develop
VT LEG 221402.v1
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rules for compliance with this subsection, including the certification of
materials which are evidence-based as defined in section 4621 of this title and
which conditions have evidence-based treatment guidelines. The rules shall be
consistent with the federal Food and Drug Administration’s regulations
regarding false and misleading advertising. To the extent practicable, the

rules shall use the evidence-based standards developed by the blueprint for

health,

(e) In addition to any other remedy provided by law, the attorney general
mayv file an_action_in superior court for a violation of this section or of any

rules adopted under this section by the attorney general. The attorney general
shall have the same authority fo investigsate and to obrain remedies as if the
action were brought under the Vermont consumer fraud act, chapter 63 of
Title 9. Each vielation of this section_or of any rules adopted under this

section by the attorney general constitutes a separate civil viglation for which

the attorney general may aobtain relief.
Sec. 18. 1 V.5.A. § 317(c)(38) and (39) are added to read:

(38)_ records held by the agency of human services, which include
prescription information containing prescriber-identifiable data, that could be

used to identify a prescriber. except that the records shall be made available
upon _request for medical research, consistent with and for purposes expressed
in sections 4621, 4631, 4632, 4633, and 9410 of Title 18 and chapter 84 of
Title 18, or as provided for in_chapter 84A of Title 18 and for other law
enforcement activities.

(39) records held by the agency of human services or the department of
bankine, insurance, securities and health care administration, which include
prescription information_containing patient-identifiable data, that could be

used to identify a patient,
Sec, 19 I8 V.5.A. § 9410(g) is amended to read:

{g) Any person who knowingly fails to comply with the requirements of this
section or rules adopted pursuant to this section shall be fired subject tg an
adpministrative_penalty _of not imore than $1,000.00 per violation. The
commissioner may impaose an _administrative _penalty _of not _more _than
310.000.00 zach for these viclations the conunissioner finds were willful. In
addition, any_persan who kuowingly fails to_comply_with the confidentinlity
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section and uses, sells, or transfers the data or information for commercial
advaniaze, pecuniary gain, personal gain, or malicious harm shall be subject
to an administrative penalty of not more than 3$50,000.00 per violation. The
powers vested_in the commissioner by this subsection shall be in_addition to
any other powers to_enforce any penalties, fines, or forfeitures guthorized by

law.

Sec. 20. 33 V.5.A. § 2004 is added 1o read:

§ 2004. MANUFACTURER FEE

(a) Annually, each pharmaceutical manufacturer or labeler of prescription
drues that are paid for by the office of Vermont health access for individuals
participating _in_Medicaid, _the Vermont Health Access Program, Dr.
Dyvnasaur, VPharm, or Yermont Rx shall pay a fee to the agency of human
services. The fee shall be 3.5 percent of the previous calendar year's
prescription_drug spending by _the office and shall be assessed based on
manufacturer labeler codes as used in the Medicaid rebate program.

(b} Fees collected under this section shall fund collection and analysis of
information_on pharmaceutical marketing activities under_sections 4632 and
4633 of Title 18, analysis of prescription drug data needed by the attorney
peneral’s office for _enforcement activities, and the evidence-based education
program established in subchapter 2 of Title 18. The fees shall be collected in
the evidence-based education and_advertising fund established in section

2004a of this title.
(c) The secretary of human services or designee shall make rules for the
implementation of this section.

Sec. 20a. 33 V.S.A. § 2004a is added to read:
8 2004a. EVIDENCE-BASED EDUCATION AND ADVERTISING FUND

(a) The evidence-based education and advertising fund is established in the
rreasury as o special fund to be a sonrce of financing for activities relating to
fund collection_and _analysis of information on pharmaceutical marketing
activities under sections 4632 and 4633 of Title 18, analvsis of prescription
drug data needed by the attorney general’s office for enforcement activities,
and for the evidence-based education proeram established in_subchapter 2 of
Title 18 Monies depesited into the fund shall bz used for the purposes

deseribed in this sectingm.
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(b} Into the fund shall be deposited:
(1} revenue from the manufacturer fee established under section 2004 of

this title; and
(2) the proceeds from grants, donations, contributions, taxes, and any
other sources of revenue as may be provided by statute, rule, or act of the

general assembly.
(c) The fund shall be administered pursuant to subchapter 5 of chapter 7 of
Title 32, except that interest earned on the fund and any remaining balance

shall be retained in the fund.

® % * Consumer Protection; False Advertising * * *

Sec. 21. 9 V.S.A. § 2466a is added to read;
§ 2466a. CONSUMER PROTECTIONS: PRESCRIPTION DRUGS
(a) A violation of section 4631 of Title 18 shall be considered a violation

under this chapter.
(b) As provided in section 9473 of Title 18, a violation of section 9472 shall
be considered a viplation under this chaprer,

(cil) Ir shall be a violotion under this chapter for a manufacturer of
prescription driegs to present or cause to be presented in the state a regulated
advertisement if _that advertisement does not comply with the requirements
concerning drugs and devices and prescription drug advertising in federal law
and regulations under 21 United States Code, Sections 331 and 352(n} and 21
Code of Federal Regulations, Part 202 and state rules, A warning or unfitled
letter issued by the U.S. Food and Drue Administration shall be prima facie
evidence of a violation of federal law and regidations.

(2] For purposes of this section:

(A} “Manufacturer of prescription druss” means a person authorized
by law to manufacture, bottle, or pack drugs or biological products, a licensee
or affiliate of that person, or_a labeler that receives drugs or biological
products from a maonufacturer_or whelesaler and repackages them for later
retail sale and has a [labeler code from the federal Food and Drug
Administration under 21 Code of Federal Resulations, 2027 20 (1999),

(B8) “Roslated advertisement” means:
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{i} the presentation to the general public of a commercial message
regarding a prescription drug or biological product by a_manufacturer of

prescription _drugs that is _broadcast on television, cable, or_radio from a

station or cable company that is physically located in the state, broadcast over
the internet from a location in the state_or printed in magazines or newspapers
that are printed_distributed, or sold in the state: or

(i} _a commercial message regarding a prescription drug or

biclogical product by a manufacturer of prescription  drugs or _ils

representative that is conveyed:

(1) to the office of a health care professional deing business in

Vermont, _Including statements by representatives _or employees of the

manufacturer and materials mailed or delivered to the office: or

(11} at a conference or other professional meeting occurring in

Vermont.

{d) No person shall sell, offer for sale, or distribute electronic prescribing
software that advertises, uses instamt messaging and pop-up advertisements, or

uses pther means to influence or atiempt to influence the prescribing decision

of a health care professional through economic incentives or otherwise and
which is triggered or in specific response to the input, selection, or act of a

health care professional or agent in prescribing a specific prescription drug or

directing a patient to a certain pharmacy. This subsection shall not apply to
information _provided to the health care professional about pharmacy
reimbursement, prescription_drug formulary compliagnce, and patient care

management.
* ¥ * Insurance Marketing * *

Sec. 22. 8 V.S.A. § 4804(a) is amended to read:

(a) The commissioner may suspend, revoke, or refise to continue or renew
any license issued under this chapter if, after notice to the licensee and to the
insurer represented, and opportunity for hearing, he or she finds as to the
licensee any one or more of the following conditions:

* ko

(8) The licensee has commiited any unfair trade practice or fraud as
definzd i this title. I sholl be gn unfair prociice under this section for a
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(ANi) sell solicit, or negotiate the purchase of health insurance in
this state through an advertisement which makes use directly or indirectly of
any method of marketing which fails to disclose in a conspicuous manner. that
a purpose of the method of marketing is solicitation of insurance, and that
contact will be made by an insurgnce agent or insurance company.

(i) Use an appointment that was made to discuss Medicare
products or to solicit the sale of Medicare products to solicit sales of any other
insurance products unless the consumer requests the solicitation, and the
products to be discussed are clearly identified to the consumer in writing at
least 48 hours in advance of the appointment,

(iii) Solicit the sale of Medicare products door-to-door prior to
receiving an invitation from a consumer.

(B} As used in_this subdivision, the term “Medicare products”
includes Medicare Part A, Medicare Part B, Medicare Part C, Medicare Part
D. and Medicare supplement plans;

*® ok ok

Sec. 22a. LITIGATION REPORT; AUDITOR

Beginning January IA 2008 and annugally thereafter, the state auditor shall

provide a report 10 the general assembly with a detailed accournting of all
amounts paid by the state with state or federal funds in connection with any
litioation challenging the validity of this act or a section of this act. The report
shall include costs, fees. damages, gmounts paid 1o expert witnesses, salaries
and benefits of state emplovezs who work on the litigation, amounts paid to
individuals under contract with the state who work on the litigation, attorney’s
fees awarded to the other party, any other amounts awarded by the court, and
the number of hours spent by state employees involved in the Jirigation.

Sec. 23. RECODIFICATION
The following sections of Title 33 as amended by this act are recodified as
Jollows:
(1) Section 2003 shall be szction 4632 of Title 18.

£3) Section 2008 shall be section 4634 of Tivle 18,

) Seetion 2000 shall be seatici 852 of Titl2 2,
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Sec. 24. REPEAL
Section 2009 of Title 33 is repealed,
Sec. 24a. APPROPRIATIONS

{a} _The amount of $200,000.00 is appropriated from the evidence-based
education and advertising fund to the department of health for a grant to the
area_health education centers for the evidence-based education program

established under subchapter 2 of Title I8.

(b) The amount of 3300.000.00 is appropriated from the evidence-based
education and advertising fund to the office of Vermont health access for the
evidence-based education program’s generic drug sample pilot project as
described in Sec. 15 of this act,

(¢) The amount of 350.000.00 is appropriated from the evidence-based
education and advertising fund to the office of attorney general fund for the
collection and analysis of information on pharmaceutical marketing activities
under sections 4632 and 4633 of Title 18 and analysis of prescription drug
data needed by the attorney general’s office for enforcement activities.

Sec. 24b. EFFECTIVE DATES

Sec. 17 of this act shall become _effective no later than January 1. 2008,
except that the department of health and the office of professional repulation
may__begin any necessary _rulemaking, revision of forms, or other
administrative actions necessary 10 implement the program, immediately upon
passage. The department and office may implement Sec. 17 for prescribers
with licenses at the time of puassage of this act when the prescriber next

requests g renewal of the license.
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§ IY98. PHARMACY BEST PRACTICES AND COST CONTROL

\, PROGRAM ESTABLISHED

(a) Thadirector of the office of Vermont health access shall establish and

maintain a phigmacy best practices and cost control program designed to
reduce the cost of\providing prescription drugs, while maintaining high quality
in prescription drug pies. The program shall include:

(1) A Use of an evidence-based preferred list of covered prescription
drugs that identifies preferred,choices within therapeutic classes for particular

diseases and conditions, includintg generic alternatives and over-the-counter
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(2) Utilization review procedures, including a prior authorizatiotygeview
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63 rsirategy-desiened-to-negotiste-With-PRArsacey

manufacthers to lower the cost of prescription drugs for program participants,

including a shpplemental rebate program.
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53(4) Alternative pricing mechanisms, including conyjderation of using
maximum allowable cost pricing for generic and other prescriptipn drugs.
(63(5) Altemative coverage terms, including consideration o sroviding

coverage of over-the-counter drugs where cost-effective in comparisonNo
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the dpnsumer,

A(6) A simple, uniform prescription form, designed to implement the
preferred diyg list, and to enable prescribers and consumers to request an

exception to th preferred drug list choice with a minimum of cost and time to

prescribers, pharmagists and consumers,

WA 8 RO BMEO— Y-SR aRie AL ERAY M L ST S T AT B

NIC) and FOHS look-alikes when the prescription drug pricing is

centers

icipants in the Medicaid and Medicaid waiver

more affordable, focusing Pa

als under the supervision of corrections,

programs, state emplovees, iidivili

{7) A plan to inform Vermonters of the a&abil:’w of health services
provided by federally qualified health centers {FOHC\and FOHC look-alikes.
including that prescription drug pricing is more affordable, focusing on

funded gurchaser of prescription drugs.
(8) A joint pharmaceuticals purchasing consortium as provi id for in
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director that is designed to reduce the cost of providing prescription drugs

while maintaining high quality in prescription drug therapies.
* K k

PR e Rt~ I ST A S e ol ey o gt g Ty tgy

act implement the program through a joint

pharmaceuticals -s consortium. The joint pharmaceuticals purchasing
consortium shall be offer voluntary basis no later than January 1, 2008

with mandatory participation by ste or publicly funded, administered, or

subsidized nurchasers to the extent racable and consistent with the

purposes of this chapter, by January 1 2010\:State or publicly funded
hurchasers” shall include the department of coXections. the division of mental

health, Medicaid, the Vermont Health Access P_rb‘ (WHAP), Dr. Dynasauy,

Vermont Rx, Healthy Vermonters, Healthy Vermonte workers’
compensation, and any other state or publicly funded pu scription

Srugs:

(c)1) The director may implement the pharmacy best practi¢es and cost
control program for any other health benefit plan within or outsidg this state
that agrees to participate in the program. For entities in Vermont, thhdirector
shall directly or by contract implement the program through %_joint
pharmaceuticals purchasing  consortium. The _joint _pharmacedsicals

VT LEG 218367.v1
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1 Imﬂ:.l; 2008 “’;&W by state or publicly funded, .
2 admi;}w' tered, or subsidized purchasers to the extent practicable and consistent
3 with_thopurposes of this chapter, by January 1, 2010. If necessary, the office
4 of Vermdut health access shall seek authorization from_the Centers for
5 Medicare awd Medicaid to include purchases funded by Medicaid. “State or
6 publicly funded purchasers” shall include the department of cotrections. the
7 division of mintal health, Medicaid, the Vermont Health Access Program
8
a9

10

11

12 (f)(1) The drug utilizatipn review board shall make recommendations to the

13 director for the adoption of thy, preferred drug list. The board’s

14 recommendations shall be based Wpon evidence-based considerations of

15 clinical efficacy, adverse side effects\ safety, appropriate clinical trials, and

16 cost-effectiveness. “Evidence-based” sball have the same meaning as in

17 section 4261 of Tide 18.

18

19

20 consortium by inviting representatives of the programh and entities specified in

21 Loy /) (1)0of this section to participate as observers or jonvoting members

22 in the drug utilization review board, and by inviting the reprelentatives to use

23 the preferred drug list in connection with the plans’ prescription Srug coverage.

24 Sec. 2. 33 V.S.A. § 1998(g) is added to read:

25

26

VT LEG 218367.v1
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subchapter X of Title 18.

* * Pharmaceutical Marketer Disclosures * * *

Sec. 3. 33 V.5.A\§ 2005(a)(3) is amended to read:

(3) The office Xf the attorney general shall keep confidential all trade

secret information, as defjned by subdivision 317(b)}(9) of Title 1, except that

the office may disclose the Naformation to the department of health and the

office of Vermont kealth acceshfor the purpose of informing and prioritizing

the activities of the evidence-baseN education program in subchapter 2 of

chapter 91 of Title 18. The departieyt of health shall keep the information

confidential. The disclosure form shall Permit the company to identify any

information that it claims is a trade secret ad defined in subdivision 317(c}9)

of Title 1. In the event that the attorney genera receives a request for any

information designated as a trade secret, the attordgy general shall promptly

notify_the company of such request. Within 30 days After such notification, the

company shall respond to the requester and the attorney general by either

consenting to the release of the requested information or by'gertifying in

writing the reasons for its claim that the information is a trade

ecret. Any

YT LEG 218367.v}
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. 3 - o -t prrron-inbrtAc-co Pty
& &

secreét is invalid. The attorney general shall not be made a party to the superior

court progeeding. Prior to and during the pendency of the superior court
proceeding, the attorney general shall keep confidential the information that
has been claimed\ss trade secret information, except that the attorney general
may provide the requisted information to the court under seal.

Sec.4. 33 VSA.§ 206 2)(4) is amended and (d) is added to read:

(4) The following shalNpe exempt from disclosure:

* % %k

(D) scholarship or other sup Rort for medical students, residents, and
fellows to attend a significant educational\scientific, or policy-making
conference of a national, regioﬁal, or speci;I.t edical or other professional
association if the recipient of the scholarship or o{ er support is selected by the
association; and

ER wa -V (3 - - -k i o rno e Wa =L T L3
(E) unrest pd-2rantsfor-co B dical-edycalion-progrars
= o & ¥

&5 prescription drug rebates and discounts.

* K X

{d} Disciosures of unrestricted grants for continuing medical education

YT1LEG 218367 vl
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ya narticipants in such a program.
3 * * % Price Disclosure and Certification * * ¥
4 Sec. 5. 33\V.S.A. § 2010 is added to read:
5 § 2010. ACIJAL PRICE DISCLOSURE AND CERTIFICATION
6 a) A manufdcturer of prescription drugs dispensed in this state under a
7 health program dirégted or administered by the state shall, on a guarterly basis
8 report by National Drdg Code the following pharmaceutical pricing criteria to
9 the director of the office Of Vermont health access for each of its drugs:
10 (1) the average m ufacturer price as defined in 42 }}.S.C,

11 § 1396r-8(k):
12 7) the best price as defined in 42 U.S.C. § 1396r-8(c}{(1¥C): and

13 3} the price that each wholdgaler in this state pays the mapufacturer

14 to purchase the deug,

15 b) When reporting the prices as provided for in subsection (a) of this
16 section, the manufacturer shall include a summgry of its methodology in
17 determining the price. The office may accept the Mandards of the National
18 Drug Rebate agreement entered into by the U.S. Depirtment of Health and
19 ﬁuman Services and Section 1927 of the Social Secunk\Act for reporting

VT LEG 218367.v1
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nder the Medicaid drug rebate program and must be submitted to the director

following its submission to the federal government in accordance with

42 11.8.Q\ § 1396r-8(bX3).

. -
i arafsarsrensed -t St

(i Whelkapmatsctarerot-pres

reports thea‘;) Ave manufacturer price or best price, the president, chief

executive officer, ory.designated employee of the manufacturer shall certify to

the office. on 2 form proxided by the director of the office of Vermont health

access, that the reported prices are the, same as those reported to the federal

equired by 42 C. § 1398x8(b)(3) for the applicable rebate

nated employee s

b aaat koM
A3 O N AR ALY Y

reports _the information required under subsecNon (a) of this section, the
president, chief _executive officer, or a destxnated _employee_of _the
manufacturer shall certify to the office, on a form piyvided by the director of
the office of Vermont health access, that the reported'yrices are the same as
those_reported to the federal government as reguikgd by 42 US.C. §
1396r-8(b)(3) for the applicable rebate period. A designied emplovee shall
be an employee who reports directly to the chief executive officer or president
and who has been delegated to make the certification under thidsection.

(e) Notwithstanding any provision of law to the contrary, infé‘mation

dential and is not a

submitted to the office under this section is confi

record as defined in subsection 317(b) of Title 1. Disclosure may be mad \v
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information. The information may be used by the entity only for the purpose

specified ¥y the office in its contract with the entity. Data compiled in

aggrepate fotn by the office for the purposes of reporting required by this
section arg publ 7 records as defined in subsection 317(b) of Title 1, provided

they do not reveal thade information protected by state or federal law.

([} _The attorney pederal shall enforce the provisions of this section under

the Vermont consumer ﬁ;a hd act in chapter 63 of Title 9. The attorney general

has the same authority to makk rules. conduct civil investigations, and bring

§ 2003. PHARMACY DISCOUNT PLANS
(a) The director of the office of Vermont health access shall implement
pharmacy discount plans, to be known as the “Health Vermonters” program

and the “Healthy Vermonters Plus” program, for Vermoers without adequate

coverage for prescription drugs. The provisions of

subchapter 8 of this chapter shall apply to the director’s authorily to administer

VT LEG218367.v]
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2 discountedcost for covered drugs. Upen-approval-by-the-Centers-for Medicare

£ MNMadioanee 0 a e T . oOn
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tive-approval-the The Healthy Vermonters program and the

4 uhseguent-lesi

5 Healthy Vermonter) Plus program shall offer beneficiaries a secondary

6 discounted cost, which\shall reflect a state payment toward the cost of each

7 dispensed drug as well as\any rebate amount negotiated by the commissioner.

8 (c) As used in this sectiok;

9 (1) "Beneficiary” meang any individual enrolled in either the Healthy
10 Vermonters program or the Hed{thy Vermonters Plus program.
11 (2) "Healthy Vermonters Yoeneficiary” means any individual Vermont
12 resident without adequate coverage
13 (A) who is at least 65 yearX of age, or is disabled and is eligible for
14 Medicare or Social Security disability Xenefits, with household income equal to
15 or less than 400 percent of the federal\poverty level, as calculated under the
i6 rules of the Vermont health access plan, &g amended; or

17 (B) whose household income is equal to or less than 300 percent of
18 the federal poverty level, as calculated undéx the rules of the Vermont Health
19 access pian, as amended.
20 (3} "Healthy Vermonters Plus beneftd 'ary"' means any individual
21 Vermont resident without adequate coverage:
22 (A} whose household income is greater thdg 300 percent and equal to
23 or less than 350 percent of the federal poverty level as calculated under the
24 rules of the Vermont health access plan, as amended;-¢
25 B PROSE—F SEHP TN e D ; - P
26 drigs—inctuding -nsitra 7 T 5 & EFE—6
27 ronrehold—income-o ose—tota 5 X ; £
28 ez - p or-mere of i old-dgee
29 * o
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* ¥ * PRM Regulation * * *
Sec. 7. 18 V.S.A. chapter 221, subchapter 9 is added to read:

Subchapter 9. Pharmiucy Benefit Managers

§ 9471, DEFINITIONS

As used in this subchapter:
(1) “Beneficiary” means an individual en¥oiled in a health plan in which

coverage of prescription drugs is administered by Apharmacy benefit manager

and includes his or her dependent or other person proXided health coverage

through that health plan,

VT LEG 218367.v1
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service corporation, and health maintenance organizations;

(B) _an employer, labor union, or other group of persons organized in

that offers, administed, or provides financial support to state povernment; and

D) Medicaid, e Vermont health access plan, Vermont Rx, and any

other public health care assiance progra

3} “Health plan” means A health benefit vlan offered. administered, or

issued by a health insurer doing bufiness in Vermont.

4) “Pharmacy benefit management” means an arrangement for the
nrocurement of prescription drugs at a neghtiated rate for dispensation within

this state to beneficiaries, the administration ox management of prescription

drug benefits provided by a health plan for the Qeﬁt of beneficiaries, or any

of the following services provided with resard to theedministration of

pharmacy benefits:

{A) mail service pharmacy;

(B} claims processing, retail network management, and pavment of

claims to pharmacies for prescription drugs dispensed to benefician

YT LEG 218367.v]
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{E) certain patient compliance, therapeutic intervention, and generic

substidution programs; and

XEY disease or chronic care management programs.
5) “Pharmacy benefit manager” means an entity that performs
pharmacy beneNt management. The term includes a person or entity jn a
contractual or emp\oyment relationship with an entity performing pharmac

benefit management or a health plan.
§ 0472. PHARMACY BENEFIT MANAGERS: REQUIRED PRACTICES
that pavides pharmacy benefit\management for a health plan shall:

1) Discharge its duties with the care, skill, prudence, and diligence
under the circumstante » ge that a prudent pharmacy benefit

manager acting in like capac iar with such matters would use in the

conduct of an enterprise of a like chhg \ind with like aims. In the case of a

health benefit plan offered by a health insurd 2 defined by subdivision

9471(2)(A) of this title, the health insurer shall retodin responsible for

administering the health benefit plan in accordance shealth insurance
policy or subscriber contract or plan and in compliance ¥ nblicable

VT LEG 218367 v}
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T

d truthful under the circumstances then prevailing that a pharmacy benefit
anager acting in like capacity and familiar with such matters would use in
the xonduct of an enterprise of a like character and with like aims. In the case
of a health benefit plan offered by a health insurer as defined by subdivision
O47I(N(A) of this title, the health insurer shall remain responsible for

adminiskring the health benefit plan in accordance with _the health insurance
policy orsubscriber contract or plan and in compliance with all applicable
provisions & Title 8 and this title.

2)_Provide all financial and utilization information requested by a

health insurer relgting to the provision of benefits to beneficiaries through that

health insurer’s heakh plan and all financial and utilization information

relating to services to that health insurer. A pharmacy benefit manager

providing information under this subsection may designate that material as

confidential, Information dedgnated as confidential by a pharmacy benefit

manager and provided to a heaitl insurer under this subsection may not be
disclosed by the health insurer to any person without the consent of the

nharmacy benefit manager, except thaddisclosure may be made by the health

insurer:

A) in a court filing under the consi\mer fraud provisions of chapter

63 of Title 9, provided that the information shalkbe filed under seal and that

prior to the information being unsealed, the court shall give notice and an

opportunity to be heard to the pharnacy benefit manader on why the

information should remain confidential;

(B)_when authorized by chapter 63 of Title 9;

VT LEG 2i8367.v1
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ddfined in subdivision 947 1{2)(A) of this title pursuant to the provisions of

Title ¥ and this title.

3N Notify a health insurer in writing of any proposed or ongoing

activity, pol or practice of the pharmacy benefit manager that presents,

directly or indirhctly, any conflict of interest with the requirements of this

section.

(4) With regard Yo the dispensation of a substitute prescription drug for a

rrescribed drug to a beneficiary in which the substitute drug costs more than

the prescribed drug and the phermacy benefit manager receives a benefit or

- pavment directly or indirectly, didclose to the health insurer the cost of both

drues and the benefit or pavment dirdctly or indirectly accriting to the

pharmacy benefit manager as a result of the substitution.

(3)_If the pharmacy benefit manager derives any payment or benefit for

for remuneration of any kind that apply between the pharmac¥ benefit mmanager

and any prescription drug manufacturer that relate to benefits n&ided to

VT LEG 218367.v1
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prochssing, and pharmacy petwork fees charged from retail pharmacies and

data salks fees. A pharmacy benefit manager providing information under this

subsection\may designate that material as confidential. Information designated

as confidentidt by a pharmacy benefit manager and providedtoa health insurer

under this subseNion may not be disclosed by the health insurer to any person

(D). when ordered by the commissioner as to a health insurer as

defined in subdivision 947 1{2)}(A) of this title nn\snant to the provisions of

Title 8 and this title.

(b) A pharmacy benefit manager shall provide notide to the health insurer

that the terms contained in this section may be included ib\hc coniract between

VT LEG 218367.v1
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\m In addition to any remedy available to the commissioner under this title

and anywther remedy provided by law, a violation of this subchapter shall be
considered ' jolation of the Vermont consumer fraud act in subchapter 1 of
chapter 63 _of Ti 1 1. Al rights, anthority. and remedies available to the

attorney general and pNvate parties to enforce the Vermont consumer fraud act

shall be available to enforcithe provisions of this subchapter.

{b) In connection with an\lya ion for violation of the Vermont consumer

manager. The commissioner may enforce a violation of thissubchapter by a

pharmacy benefit manager under section 9412 of this title. Notw}

the foregoing, the commissioner and the attorney general may bring ajoi

enfercement action against. any.person-orentity for a-viglationof this oo

VT LEG218367.v1
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provided¥py law, a violation of this subchapter shall be considered a violation

of the Verlont consumer fraud act in subchapter 1 of chapter 63 of Title I.
Except as pyovided in subsection (d) of this section, all rights, authority, and
remedies avaX¥able to the attorney general and private parties to enforce the
Vermont consuuer fraud act shall be available to enforce the provisions of this

subchapter.
b) In conneclon with any action for viclation of the Vermont consumer
raud act, the comuissioner’s determinations concerning the interpretation
and administration othe provisions of this subchapter and any rules adopted
presumption of validity. The attorney general and the
It with each other prior to the commencement of any

9412 of this title as if the pharmXcy benefit manager were a health insurer.
(d) _The_commissioner shall Xave the exclusive authority to investigate,

examine, and otherwise enforce thégrovisions of this subchapter relating 1o a
pharmacy benefit manager in conneXion with the pharmacy benefit manager's
contractual relationship with, and an¥ other activity with respect to, a_health
insurer defined by subdivision 947 1{20A) of this title.

(e} Notwithstanding the foregofng,\he commissioner _and the attormey

general may bring a joint enforcement actdon against any person or entity for
a violation of this subchapter.

Sec. 8. 18 V.S.A. § 9421 is added to read:

§ 9421. PHARMACY BENEFIT MANAGEMENT; REGISTRATION;

AUDIT
a) A pharmacy benefit manager shall not do businels in this state without

first registering with the commissioner on a form and in a anner prescribed

EY . .
b! g!g ATTIIRNR L NIk TR gl o
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managers pperating in the state of Vermont and proposing to contract

benefit

for the pro¥jision of pharmacy benefit management shall notify health insurers

that a guotatior for an administrative-services-only contract with full pass

through of negotided prices, rebates, and other such financial benefits which

would identify to theealth insurer external sources of revenue and profit, is

available when the pharihacy benefit manager provides a guotation for an

other alternative pricing arrangement. Ouotations for an administrative-

services-only contract shall inc de a reasonable fee payable by the health

insurer which represents a competiNyve pharmacy benefit profit.

{)}1) In order to enable periodic viyification of pricing arrangements,

pharmacy benefit managers shall allow achess. in accordance with rules
adopted by the commissioner, by the health ideurer to financial and contractual

information necessary to conduct a complete andNndependent andit designed

to verify the following:

A} if applicable under an administrative-servixes-only contract
under subsection (b) of this section, full pass throngh of nedotiated drug prices
and fees associated with all drugs dispensed to beneficiaries ofthe heaith plan

in both retail and mail order settings or resulting from any of the pkarmac

VT LEG 218367.%}
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1 (By-if-applicable-under-an-administ serviees-only-contrast-und
2 subsection ) of this section, full pass through of all financial remuneration
3 associated with alhdrugs dispensed to beneficiaries of the health plan in both
4 retail and mail order seftings or resulting from any of the pharmacy benefit
5 management functions definedhp this section; and

(C) _any other veﬁﬁ‘caﬁ%ﬂaﬁnw to the pricing arrangements and

10

12 ==

13 ben;Yi{ managers operating in the state of Vermont and proposing to contract
14 for the Drovision of pharmacy benefit management shall notify health insurers

15 when the Q%cv benefit manager provides a gquotation that a quotation for
16 an administratie-services-only contract with full pass through of negotiated

17 prices, rebares anehother such financial benefits which would identify to the

18
19

20

21

22
23

24

25 administrative-services-only contracts, pharmacv\benefif managers shall allow

26 access, in accardance with rules adopfed by the coMsgissioner, by the health

27 insurer who is a pari
28 and contractual information necessary to conduct a complet

29 audit designed to verify the following: \y
30 (A) fuli pass zhrough @‘ negorxared drug prices and fees avsociated

31 -
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furktions deﬁned in rhe contract
\d (B} full pass through of all financial remuneration associated with ail
dru ispensed to beneficiaries of the health plan in both retail and mail
order skttings or resulting from any of the pharmacy benefit management
functwns\deﬁned in the contract; and

by the commisNoner.
{d) The dep&ment’s reasonable expenses in administering the provisions

insurer.

(£} _As used in this section:

VT LEG 214367.vi
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Sec. 9. APPLICATION

Secs. 7 anﬁ\ﬂ of this act apply to contracts executed or renewed on or after

deemed to have been executed prior to September 1, 2007 even if the contract

wasg executed after that dat

Sec. 10. 18 V.S.A. chapter 91\js amended to read:
CHAPTER 91. GENERYC-DRUGS PRESCRIPTION DRUG
COST CONTAINMENT
Sec. 11. 18 V.S.A. chapter 91, sections 6014608 are designated as.
subchapter 1 which is added-te read:
Subchapter 1. Generfg Prugs

Sec. 12. 18 V.S.A. chapter 91, subchapter 2 is aded to read:

Subchapter 2. Evidence-Based Educatipn Program

§ 4621. DEFINITIONS

For the purposes of this subchapter:

(1) “Department” means the department of health.

2) “Evidence-based” means based on criteria and guidelinéds that reflect

VT LEG 218367.v1
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P
A

2 \ .vailable research and shall be free from conflicts of interest. Consideration of
3 th;best available scientific evidence does not preclhde consideration of

5

6

7

8 University of VermoXt area health center program, and the office of Vermont

9 health access shall eséﬁlish an evidence-based prescription drug education
10 program for health care pro¥essionals designed to provide information and
i1 education on the therapeutic and cost-effective utilization of prescription drugs
12 to physicians, pharmacists, and other health care professionals anthorized to
13 prescribe and dispense prescription drtgs. The department may collaborate
14 with other states in establishing this progry
15 b) The department shall reguest information and collaboration from
16 physicians, pharmacists, private insurers, hospitals, pharmacy benefit
17 managers, the drug utilization review board, medicahschools, the attorne
18 general, and any other programs providing an evidence-hased education to
15 prescribers on prescription drugs in developing and maintaiging the program.
20 ¢)_The department may contract for technical and clinical sypport in the

VT LEG 218367.v1
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d) ThA department and the attorney general shall collaborate in reviewing
the marketinf\activities of pharmaceutical manufacturing companies in
Vermont and defermining appropriate funding sources for the progra

including awards friyn suits brought by the attorney general a gainst

pharmaceutical manufagturers.

§4631. CO ENTIALITY OF RRESCRIPTION INFORMATION

a) The general dsembly finds that X has become an increasingly common

ans and other prescribers in

ractice for information idhg gD
prescription records to be used t\arget pharmaceutical marketing and gifts
toward physicians who prescribe the md nensive drugs for their patients.
This practice raises drug costs for all Vermonths nts and compromises the

nrofessional autonomy of physicians, It is the intent .i general assembly to

ensure the privacy of Vermonters and health care professiofals by prohibiting

the commercial use of prescription information.

N P . .
ﬂ’l Ty oA TTT LIGTS JOA-eAV 01,
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pronNtion. or any activity that is intended to be used or is used to influence

sales or \e market share of a pharmaceutical product, influence or evaluate the

vrescribing kehavior of an individual health care professional, market

prescription drdes to patients, or evaluate the effectiveness of a professional

charmacentical delyiling sales force.,

(2) “Electronic \ransmission intermediary” means an entity that provides

the infrastructure that cotyects the computer systems or other electronic
devices used by health care txofessionals, prescribers, pharmacies, health care
facilities and pharmacy benefit anagers, health insurers, thisd-part

administrators, and agents and conactors of those persons in order to facilitate

the secure transmission of an individu\’s prescription drug order, refill
authorization request. claim, pavment, or &her prescription drug information.

(3) “Health care facility” shall have thdsame meaning as in section

9402 of this title.

4) “Health care professional” shall have the 3gme meaning as in section

9402 of this title,

(5)_“Health insurer” shall have the same meaning as\p section 9410 of

this title.

{6) “Pharmacy” means any individual or entity licensed or Megistered

* ARG AP B Dt il
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or sell regulated records whicN\include prescription information containing

hatient-identifiable or prescriber-Ydentifiable data for an commercial purpose

d} This section shall not apply &

(1) the license, transfer, use, or sXe of regulated records for the limited
rurposes of pharmacy reimbursement; presyription drug formula
compliance: patient care management; utilizatdon review by a health care

nrofessional, the patient’s health insurer, or the apent of either; or health care

research;

23 the dispensing of prescription medications to A patient or to the

patient’s authorized representative;

3} the transmission of prescription information betweeikan aunthorized

prescriber and a licensed pharmacy, between licensed pharmacies\or that ma

VT LEG 218367 .v1
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y et . e :

about the patient’s health condition, adherence to a prescribed course of

theraty and other information relatinge to the drug being dispensed, treatment

options, ragall or patient safety notices, or clinical trials;

3

5) the Npllection, use, or disclosure of prescription information or other

regulatory activiti\as authorized by chapter 84. chapter 84A, or section 9410 of

this title, or as otherwg provided by law;

6) the collection arN transmission of prescription information to a
Vermont or federal Iaw enforchment officer engaged in his or her official

duties as otherwise provided by la¥

ot identify a person, and there is

data for commercial purposes if the data d

() In addition to any other remedy provided by law\the atiorney general

may file an action in superior court for a violation of this seNion or of an

shall have the same authority to investigate and to obtain remedies aXif the

action were brought under the Vermont consumer fraud act, chapter 63 & Title

iyt oTroi-th : - oot th o
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generall ix}ay obtain relief.

* % * Prescription Drug Data Confidentiality * * *

Sec. 13. 18 VS.A. chapter 91, subchapter 3 is added 1o read:

Subchapter 3. Information Reguirements

§ 4631. CONFIDBNTIALITY OF PRESCRIPTION INFORMATION

n_identifying physicians _and_other prescribers in
used to target pharmaceutical marketing and gifts
scribe the most expensive drugs for their patients.

This practice raises drug costs for all Vermont residents and compromises the

prescription records ta
toward physicians who p

nrofessional autonomy of phyXicians. It is the intent of the general assembly to
ensure the privacy of Vermonteéxs and health care professionals by prohibiting

the commercial use of prescription information.

b} As used in this section:

(1)  “Commercial purpose” \shall include advertising, marketing
promotion. or any dctivity that is inten¥ed to be used or is used to influence
sales or the market share of a pharmacewtical product, influence or evaluate
the prescribing behavior of an_individual health_care professional, market
prescription drugs to patients, or evaluate ke effectiveness of a_professional
pharmaceutical detailing sales force. '

{2)  “Electronic transmission_intermediqry” _means an_entity that
provides the infrastructure that connects the cgmputer systems Qr other
electronic devices used by health care professionals\prescribers, pharmacies
health care faczlmes and pharmacy benefit managerd health insurers, third-

mzormatzon.

(3} “Health care facility” shall have the same meanini_as in section

9402 of this title \
(4) “Health care professional” shall have the same nieaking as in

section 9402 of this ritle \4
(5) “Health insurer” shail have the same meaning as in section \1 0 of

shic trpla

- MO EETTET
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(8) \"Regulated records” means information or documentation from a
prescrzptm;\ wntten bv a _prescriber doing business in Vermont or a

(1) the license, transfeN use, or sale of regulated records for the limited

purposes__of _pharmacy _redubursement; _prescription _drug formulary
compliance; patient care manadement; utilization review by o health care
professional, the patient’s health ingurer, or the agent of either; or health care
research;

{2) the dispensing of prescripti

patient’s guthorized representative;

{3) the transmission of prescription IXformation between an authorized
prescriber and g licensed pharmacy, between Ncensed pharmacies, or that ma
occur in the event a pharmacy's ownership is chiynged or transferred:

medications to a_patient or to the

4} care management educational communidgtions provided to a patient
about the patient’s health condition, adherence td a prescribed course o
therapy and other information relating to the drug bedyg dispensed, treatment
options, recall or patient safety notices, or clinical trials,

5) the collection, use, or disclosure of prescription iNformation or other
regulatory activity as authorized by chapter 84, chapter 84\ or section 9410
of this title, or as otherwise provided by law;

duties as otherwise provided by law;

(7) the collection, use, transfer, or sale of patient and prescribeéx data
for commercial purposes if the data do not identify a person, and there)\( no

reasonable basis to believe that the data provided could be used to identi

R
N

p EATI N %0 T
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action were brought u
thle 9. Each vielation of Mectzon or of any rules adapted under thzs

shall be filed in a manner that does not disclose the identity of the prot

—parson

(3 Records or information protected by the provisions of the
physiciatkpatient privilege under subsection 1612(a) of Title 12, protected by

section 4631 % this title, or otherwise required by law to be held confidential,

shall be filed in a'¥ypanner that does not disclose the identity of the protected

person.

Sec. 15. 18 V.S.A. chapteN?1, subchapter 4 is added to read:

Subchapt\ 4. Consumer Provisions

§ 4641. CO-PAYMENT PRICING

A person licensed or registered undeNchapter 36 of Title 26 shall charge a

consumer the lesser of the co-payment requided by the insurer or the usual

retail cost of the prescription dug.

VTLEG 218367.v1
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A health insurance or other health benefit plan offered by a health insurer

under this chapter shall require the insured to pay only the lesser of

the co-payment reguired by the insurer or the usual retail cost of the
prescription drug,
* * * UUnconscionable Pricing * * *

Sec. 17. 18 V.S.\. chapter 91, subchapter 5 is added to read:

ubchapter 5. Unconscionable Pricing

§ 4651, PURPOSE

The purpose of this subbhapter is to ensure Vermonters affordable access to

prescription drugs necessary for the treatment of certain health conditions

determined to be a serious publicthealth problem in the state.

§ 4652. DEFINITIONS

For purposes of this subchapter:

(1)_“Affected party” means any person directly or indirectly affected by

representing such persons or any person or organization representing the public

interest.

2) “Most favored purchase price” means the pride offered with all

rights and privileges accorded by the seller to the most fa

VT LEG 218367.v1
LCOg2282
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10

11

12

13

14

i5

16

17

18

19

20

(a)(1) The commissioner obhealth may issue a declaration that a health

condition is prevalent in Vermoxko such an extent as to constitute a serious

public health problem.

{2) The attorney general mayv requ:;svt a determination by the

commissioner of health on whether a health copdition meets the criteria in this

K
section. If the attorney general makes a request uhder this subdivision, the

\
N

.

kN
(b) At minimum, the commissioner shall consider the'following factors

when declaring that a health condition is a serious public hél% problem:

e i3 -HOW-snany-¥Yermonters-suffer-from-the healthreondition————

commissioner of health shall consider the request.

VT LEG 218367.v1
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treat the hexlth condition to the extent that information is available;

4 wléher a prescription drug or class of prescription drugs is essential

for maintaining héalth or life;

5) whether coysumers affected with the health condition are upable to

afford the prescription dig at the current price; and
6) other relevant fackors as determined by the commissioner.
§ 4655. UNCONSCIONABLB PRICING: PRIMA FACIE CASE
a) A prima facie case of uncofscionable pricing shall be established where

the wholesale price of a prescription drug in Vermont is over 30 percent higher

than the prices available to federal agerkes under the federal supply schedule,

VT LEG 218367.v1
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section under the Vermont consumer fraud act in chapter 63 of Title 8. All

rights, anthority, and remedies available to enforce the consumer fraud act
}

shall be available to enf\_orce the provisions of this subchapter.

\,

§ 4657, CIVIL ACTION\

Any affected party shal! have standing to file 2 civil suit in a court of

a

competent jurisdiction for a violation of this chapter and to seek a remedy,

Whenever an affected party, other Yhan the attorney general, brings an

action pursuant to this chapter, a copy of any pleadings shall be served on the

attorney general pursuant to Rule 5 of the Vermo\hg Rules of Civil Procedure.
\

Failure to comply with this provision shall not affect fl_ge validity of the

proceedings commenced under this section,
§ 4658. REMEDIES FOR CIVIL ACTIONS

f this title. a

If in an action brought by an affected party under section 465

court determines that any person has violated this chapter, the court i

~authorized-to-rendet:.

VT LEG 218367.v1
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prosecuting the action;
{4) costs and reasonable attormey’s fees; and

Subchapter 5. Unconscionable Pricing

§ 4651. PYRPOSE

The purpode of this subchapter is to ensure Vermonters affordable access to

prescription_drdgs necessary for the treatment of certain health conditions

determined to be 4 enau,s- public health problem in the state.

§ 4652. DEFINITIO

For purposes of this swbchapter:
(1) “Affected partv" jeans any person in Vemxont dzrectlz or mdzrectl)g

rights and privileges accorded by the s¥ler to the most favored purchaser in

Vermont.

{3)  “Purchaser” means any persz%bo engares primarily in selling

drugs directly to consumers,

(4} “Seller” means anv_person who tra

s _in drugs for resale to

purchasers in this state.

VT LEG 2183671
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1
2
3
4
5 e commissioner of health may issue a declaration that a_health
6 condition or\jisease is prevalent in Vermont to such an extent as to constitule
7 a serious Qublrg health threat,
8 (2)  The \attorney _general _may request a determination by the
9 commissioner of Pxalth on whether a health condition or disease meets the
10 criteria in this secttsn. If the attorney general makes a request under this
11 subdivision, the com
12 (b) At minimum, thd\commissioner shall consider the following factors
13 when declaring that a heNth condition or disease is a_serious public health
i4 threat:
15
16
17
18
19
20 (4) whether a_prescription_drug “r_class of prescription drugs is
21 essential for maintaining health or life; \h
22 (5] whether consumers affected with theNiealth condition are unable 1o
23 afford the prescription drug at the current price:
24 (6) other relevant factors as determined by ths commissioner.
25 § 4655. UNCONSCIONABLE PRICING; PRIMA FANE CASE
26 () A prima facie case of unconscionable pricing akprohibited in section
27 4653 of this_title shall be established where_ the manufdcturer’s price of a
28 prescription _drug in Vermont is_over 30 percent highe;\ than the prices
29 available to federal agencies in Vermont under the federal suphly schedule, the
30 prices avatlable through the Healthy Yermonters program, or ths most favored
31 purchase price available in Vermont. \
32 (b) Ifa prima facie case of unconscionable pricing is shown, the dyrdens of
33 providing evidence and of proving by a preponderance of the eviderke shall
34 shift to the defendant to show that a prescription drug is not unconscidably
35 priced by showing the demenstrated costs of invention, development, nd
36 production_of _the prescription_drug, global sales and profits to o
37 B Y s e PP IETTIET rrfprE—resentelr thret .)uypurfr,d i
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. =Y. SiFals * - o o

du by residents and the ovemmento Ven. -
§ 4658, CONSUMER FRAUD ACTION

The Mttorney general or state’s attorney shall enforce the provisions of this
section urXer the Vermont consumer fraud act in_chapter 63 _of Title 9. All
rights, autiNrity, and remedies available to enforce the consumer fraud act

shall be availxble to enforce the provisions of this subchapter.

3§ 4657. CIVILACTION

{a)_Any affec}d party shall have standing to file a civil suit in a court of
competent iurisdicM for a violation of this chapter and to seek a remedy,
including declaratoryXnd injunctive relief.

(b} Whenever an g \ ted party, other than the attorney general, brings an

action pursuant to this chXpter, a copy of any pleadings shall be served on the

attorney general pursuant I Rule 5 of the Vermont Rules of Civil Procedure.
Failure to comply with thi)\ provision shall not affect the validity of the

proceedings commenced underXhis section,
§ 4658 _REMEDIES FOR CIVILNCTIONS

If in an action brought by an affcted party under section 4657 of this title
a court determines that any person\has violated this chapter, the court is
authorized to render: _

{1) temporary, preliminary, or pe nent injunctions to enjoin the sales
of prescription drugs in Vermont at unconstNonable prices;

(2)_an order of damages, inciuding treb¥e damages;

{3)_an order requiring reimbursement té the state of Vermont for the
reasonable value of its services and its expxnses in_investigating and

prosecuting the action;

4) costs and reasonable atterney’s fees: and

{5) any other relief deemed appropriate by the co
Sec % 33 V.S.A. § 1998a is added to read:

§ 1998a. MANUFACTURER FEE

(a) For purposes of this section, “pharmaceutical manufacturerX shali have

32 " +the-same-memymremsrsectior 465 of- Frtte 187

YT LEG 218367 .v1
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are naid for by Medicaid, the Vermont Health Access Program, Dr. Dynasaur

VPharm ot\Vermont Rx shall pay a fee of $1.000.00 per calendar year to the

agency of humaR services.

¢) Fees collectedhunder this section shall fund the implementation and

operation of subdivision 2¢66a{c)(1) of Title 9 and the evidence-based

education program established\n subchapter 2 of Title 18,

(d) The secretary of human servises or designee shall make rules for the

implementation of this section.

2k b Q
OtCCTON, T g’ =

§ 24662 CONSUMER PROTECTIONS: PRESCRIPTION DRUGS

a) A violation of sections 4631 and 4655 of Title 18 shall be considered a

violation under this chapter.

b) As provided in section 9433 of Title 18, a violation of section 9472

shall be considered a violation under thischapter.

¢)(1) It shall be a violation under this chaptexfor a manufacturer of

prescription drugs to present or cause to be presented in the state a regulated

advertisement. unless that advertisement meets the requirements'soncerning

3
an Dandasd dilng

VT LEG 218367.v1
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(‘Q) “Manufacturer of prescription drugs” means a person authorized

Y
by law to m@gfacture, bottle, or pack drugs or biological products. a licensee

or affiliate of Eha}\person. or a labeler that receives drugs or biological products

froma manufactur;u wholesaler and repackages them for later retail sale and
has a labeler code from federal Food and Drug Administration under 21

public of 2 commercial message reg&qmg a prescription drug or hiological

product by a manufacturer of prescriptiotkdrugs that is broadcast on television,
\,

cable, or radio from a station or cable compahy that is physically located in the

state, broadcast over the internet from a location in the state. or printed in

of a health care professional through economic incentives or otherwide and

ws-trggered-orin speeifie-response-to-the-in lecti e

VT LEG 218367.v]
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£ 24 CONSUMER PROTECTIONS; PRESCRIPTION DRUGS

(a} Aviolation of section 4655 of Title 18 shall be considered a violation
under thischapter.

viplation under this chapter.
be_a violation under this chapter for a manufacturer of

advertisement if thiN advertisement does not comply with the requirements
concerning misbrand drugs and devices and prescription drug advertising of
oderal law and reguldions under 21 United States Code. Sections 331 and
352(n) and 21 Code of Xederal Regulations, Part 202 and state rules. A
warning or untitled letter\s'sued bv the U.S. Food and Drug Admzmstra&on

fA) “Manufacturer of prscription drugs” means a person authorized
by law to manufacture, bottle, or gégak drugs or biplogical products, g licensee
or affiliate of that person, or_a ldbeler that receives drugs or biological
products from a manufacturer or wh_b_{esaler and_repackages them for later
retail sale and has a_labeler code \rom the federal Food and Drug
Administration under 21 Code of Federal . .
B} “Regulated advertisement” medas the presentation to the general

public of a commercial message regarding aprescription drug or hiological
product _by_a_manufacturer _of prescription Xugs that _is_broadcast _on
television. cable, or radio from_a station or cabld company that is physically
located in the state, broadcast over the internet frot a location in the state, or
printed in magazines or newspapers that are printed, ¥istributed,_or sold in the
state,

{d) No person sha!l sell offer for sale, or dzstrzbute ectronic prescribin

uses other means to influence or attempt to influence the préxcribing decision
of a health care professional through economic incentives oN\otherwise and

which is trizgered or in specific response to the input,_selection, or act of a
Bi{qn drug or

hea{th care profess:onal or a;zent in prescr:bmg a specifi c prescri

VT LEG 218367 v1
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2

prescription_drug formulary compliance, and_patient care

retqpbursement,
maniigement.

* * * Insurance Marketing * * *
{8
Sec. 26 8 \.8.A. § 4804(a) is amended to read:
(a) The colymissioner may suspend, revoke, or refuse to continue or renew
any license issned\pnder this chapter if, after notice to the licensee and to the
insurer represented, axd opportunity for hearing, he or she finds as to the

licensee any one or more\of the following conditions:

L

(8) The licensee has commitd¢d any unfair trade practice or fraud as defined

in thas title, It shall be an unfair prastice nnder this section for a licensee to

sell, solicit, or negotiate the purchase o ealth insurance in this state by:

A) Advertising by making use directly or indirectly of any method of
marketing which fails to disclose in a conspicugus manner that a purpose of the
method of marketing is solicitation of insurance, and that contact will be made

by an insurance agent or insurance company.

(BY Using an appointment that was made to discus$ Medicare products

or to salicit the sale of Medicare products to solicit sales of ahy other insurance

products unless the consumer specifically agreed in advance of the

VYT LEG 218367.v]
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and Medicare supplement plans;

9
Sec. ¥, RECODIFICATION

S.115
Page 45

The following sections of Title 33 as amended by this act are recodified as

follows:

(1) Section 2003 shall be section 4632 of Title 18,

2) Section 2005a%hall be section 4633 of Title 18.

2.6
Sec. 7 REPEAL

VT LEG 218367.v1
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S.115

Introduced by Cominittee on Finance

‘Date: F-ZJJW;L 9.‘5 2007

Subject: Health; insprancei prescription drugs; pharmaceuticals; pharmacy
benefit managers; drug education; preferred drug list; pricing;
confidentiality; pharmacy benefits; prompt pay

Staternent of purpose: This bill proposes to increase transparency in

prescription drug information and pricing by limiting fraudulent advertising of

prescription drugs to consumers and health care professionals, requiring notice
to clients by pharmacy benefit mdnagers th&f certain types of contracts are
available, strengthening the Medicaid preferred drug list, establishing an
evidence-based education program, providing additional pricing information to
the Medicaid program from drug manufacturers, requiring disclosure of
education programs funded by drug manufacturers, and providing {A;nforcement-

for prescription drug provisions under the Consumer Fraud Act.

AN ACT RELATING TO INCREASING TRANSPARENCY OF
PRESCRIPTION DRUG PRICING AND INFORMATION

1t is hereby enacted by the General Assembly of the State of Vermont: -
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Sec. I. LEGISLATIVE FINDINGS

The ceneral assembly makes the following findings:

(1) The state of Vermont has an interest in maximizing the well-being of
its residents and in containing health care costs.

(2} There is a strong link between pharmaceutical marketing activities,
health care spending, and the health of Vermonters.

(3} The geals of marketing programs are often in conflict with the goals
of the state. Marketing programs are designed to increase sales, income, and
profit. Freguently,_ progress toward these goals comes at the expense of
cost-containment activities and possibly the health of individual patients,

(4) The marketplace for ideas on medicine safety and effectiveness is
frequently one-sided in  that brand-name companies invest in _expensive
pharmaceutical marketing campaigns to doctors. The one-sided nature of the
marketine leads to doctors prescribing drugs based on incomplete and biased
information, particularly for prescribers that lack the iime to perform
substantive research assessing whether the messages they are receiving from
pharmaceutical representatives are full and accurate,

(5)  The federal Food and Drug Administration (FDA) requires
marketing and advertising to _be fair and balanced; however, the FDA _has
limited legal ability to enforce this requirement,

{6) Public health is ill served by the massive imbalance in information
presented to doctors and other prescribers.

(7} Newer drugs on the market do not necessarily provide additional
benefits over older drugs, but do add costs and as yet unknown side-effects.
One example of this is the drug Vioxx, which was removed from the market due
to potentially lethal side-effects that were not adeguately disclosed initially.

(8) Between 1975 and 200050 percent of all drug withdrawals from the
market and “black box warnings” were within the first two years of the release
of the drug. One-fifth of all drugs are subject to “black box warnings” or
withdrawal from the market because of the serious.public health concerns.
Marketing which results in prescribers using the newest drugs will also result
in prescribing drugs that are more likely to be subject to these warnings and
withdrawal.
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(2} In 2005, Vermonters spent an estimated $524 million-on prescription
and_gver-the-counter drugs and nondurable medical supplies. In 2000

spending was about 3280 million. The annual increase in spending during this

period was 13.3 percent, which was the highest increase in any health care
category.

(10) Vermont has been a leader in prescription drug cost-containment
and in providing transparency, to the extent allowable, in drug prices. The
state_has_enacted the pharmacy best practices and cost control program,
mandatory generic substitution, and mail order purchasing in Medicaid,
VPharm, and Vermont Rx and encouraged the department of human resources
to_have a preferred drug list in the state emplovees health benefit plans in
efforts to control costs, while maintaining best practices in drug prescribing.
in_our publicly-financed prescription drug programs. The Vermont Medicaid
program has been a member of multi-state purchasing pools for several vears
and aggressively seeks supplemental rebates to lower drug costs in Medicaid

program..

{11) In addition, Vermont has sought to control drug prices in private
and emplover-sponsored insurance by encouraging voluntary participation in
Medicaid’s preferred drug list, requiring mandatory generic substitution for
ail_prescriptions in Vermont, providing consumers with pricing information
about the drugs they_are prescribed, and assisting consumers by providing
information about purchasing drugs internationally through a safe, regulated
program run through the state of lilinois.

(12} Vermont has also sought transparency by requiring marketers of
prescription drugs to disclose information about the amount of money spent on
marketing activities in Vermont and also to require the dzsclosure of pricing
mformazzon to doctors during marketing visits.

(]3 ) Physicians are ungble 10 take the time to research the quickly
changing pharmaceutical market_and determine which_drugs are the best
treatments for particular conditions, Because of this, physicians frequently
rely on information pravided by pharmaceutical representatives.

(14) Nearly one-third of the five-fold increase in U.S. spending on drugs
over the last decade can be attributed to marketing induced shifis in doctors’
prescribing from existing, effective, and lower cost (often generic) therapies to
new _and more expensive treatments, which often _have litile or no increased
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therapeutic value. According to the same study, the use of more _expensive
drugs contributed to 36 percent of the rise in retail prescription spending in
2000 and 24 percent in 2001,

(15) According to testimony by Dr. Avorn, M.D.. at Brigham and
Women’s Hospital, detailing affects the cost of medications. because it is
generally  “confined to high-margin, high-profit _drugs, for which the
manufacturer has a substantial incentive to increase sales. . . . Thus, the work
of pharmaceutical sales representatives drives drug use toward the most
expensive products . . . . and contributes to the strain on heaith care budgets
for individuals as well as health care programs.”

{16} According to the June 15, 2006 Marketing Disclosures; Report of
Vermont Attorney Genergl William H. Sorrell, as part of their marketing
efforts, pharmaceutical companies _made direct payments of almost $2.2
million to prescribers in Vermont, including consulting fees and travel
expenses_in 2005. Estimates of total costs of marketing to prescribers in
Vermont are 310 million or more, excluding free samples and direct-to-
consumer adyertising,

(17} In 2004, the pharmaceutical industry spent 327 billion marketing
pharmaceuticals in the United States, and spent more than any other sector in
the United States on its sales force and media advertising. Over 85 percent of
these marketing expenditures are directed at the small percentage of the
population that practice medicine. Pharmaceutical manufacturers spend twice
as much on marketing as on research and development,

(18) Colncident with the rise of physician identity data mining. the
pharmaceutical industry increased its spending on direct marketing to doctors
by over 275 percent and doubled its sales force to over 90,000 drug
representatives. It _is _estimated that there is a pharmaceutical sales
representative for every five office-based physicians,

(19} A significant portion of prescriber time is spen! meeting with
pharmaceutical representatives. According to a survey recently published in
the New England Journal of Medicine, family practitioners reported the
highest frequency of meetings with representatives — an average: of 16 _times
per month, To the extent that this meeting time_comes at_ the expense of time
spent with patients, gquality of care will be negatively vaﬁ‘ecrea'.
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{20) Some doctors in Vermont are experiencing an undesired increase
in_the aggressiveness of pharmaceutical sales representatives and a few have
reported that they felt coerced and harassed. The Vermont Medical Society,
an_organization representing two-thirds of Vermont doctors, unanimously
passed a resolution stating “the use of physician prescription information by
sales representatives is an intrusion into the way physicians practice
medicine.”

(21) Several studies suggest that drug samples clearly affect prescribing

behavior in favor of the sample. The presence of drug samples may influence
physicians to dispense or prescribe drugs that differ from their preferred drug
source according to a study by Chew et al. in the Journal of General Internal
Medicine in 2000.

(22} Prescriber-identifiable _prescription _data _show details  of
physicians’ drug use patterns. both in terms of their gross number of
prescriptions and their inclinations to prescribe particular dru gs,

(23) Prescriber identity data mining allows pharmaceutical companies
to_track the prescribing habits of nearly every phyvsician in Vermont and link
those habits to specific physicians and their identities.

(24) __Monitoring of prescribing practices also allows the sales
representatives fo_assess the impact of various gifts and messaces on a
particular physician to help them select the most éffective set of rewards.

(23) Prescriber-identified data increase the effect of detailing programs.
They support the tailoring of presentations to individual prescriber styles.
preferences. and attitudes.

{26) Prescriber identified databases of prescribing habits encourage
pharmaceutical companies to _increase the guid pro guo nature of relations
between _ pharmaceutical __sales  representatives  and  prescribers.
Pharmaceutical companies use prescriber identity data-mining to target
increased attention and manipulative practices toward those doctors that they
find would lead to_increased prescriptions and profitability, including high
prescribers, brand loyal prescribers, doctors that show themselves willing to
prescribe_new medicines, and doctors who _gre shown to be especially

. susceptible to sales messages.

(27) Added and unwanted pressure occurs when doctors are informed

by sales representatives that they are being monitored — through messages of
VT LEG 221402.v1
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appreciation for writing prescriptions, or messages of disappointment that the
are not prescribing what was Implicitly promised.

(28} As with the use of consumer telephone numbers for marketing, the
trading _of prescriber identities linked to prescription data can result in
harassing sales behaviors by pharmaceutical sales representatives toward
doctors.

(29) Health care professionals in Vermont who write prescriptions for
their_patients have a reasonable expectation that the information in that
prescription, including their own identity and that of the patient, will not be
used for purposes other than the filling and processing of the pavment for that
prescription. Prescribers and patients do not consent to the trade of that
information to third parties,and no such trade should take place without their
consent.

(30) The physician data restriction program offered by the American
Medical Association (AMA) is not an _adeguate remedy for Vermont doctors.
because many physicians do not know about the program and other health
care professionals who prescribe medications may not avail themselves of the
AMA program. _In addition, approximately 23 percent of Vermont physicians
belong to the AMA, which is one of the lowest rates in the nation. Finally,
data-mining companies conld use other identifiers, Inciuding state licensing
numbers, 1o track prescribing patterns.

{31) This act is neces&agg to protfect prescriber privacy by [imiting
marketing to prescribers who choose lo receive that type of information, to
save money for the stare, consumers, and businesses by promoting the use of
less expensive drugs, and to protect public health by requiring evidence-based
disclosures and promoting drugs with longer safety records.

Sec. la. 33 V.5.A. § 1998 is amended to read:

§ 1998, PHARMACY BEST PRACTICES AND COST CONTROL PROGRAM
ESTABLISHED

{a) The director of the office of Vermont healith access shall establish and
maintain a pharmacy best practices and cost control program designed to
reduce the cost of providing prescription drugs, while maintaining high quality
in prescription drug therapies. The program shall include:

VT LEG 221402.v1
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(1) A Use of an evidence-based preferred list of covered prescription
drugs that identifies preferred choices within therapeutic classes for particular

diseases and conditions, including generic alternatives and over-the-counter
drugs.

(2)

review process.

Utilization review procedures, including a prior authorization

VT LEG 221402.v1
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(3)  Any strategy designed 1o negotiate with pharmaceutical
manufacturers to lower the cost of prescription drugs for program
participants, including a supplemental rebate program.

5H4) Alternative pricing mechanisms, including consideration of using
maximum allowable cost pricing for generic and other prescription drugs.

(6}(5) Alternative coverage terms, including consideration of providing
coverage of over-the-counter drugs where cost-effective in comparison to
prescription drugs, and authorizing coverage of dosages capable of permitting
the consumer to split each pill if cost-effective and medically appropriate for
the consumer,

(81 A simple, uniform prescription form, designed to implement the
preferred drug list, and to enable prescribers and consumers to reguest an
exception to the preferred drug list choice with a minimum of cost and time to
prescribers, pharmacists and conswmers.

(7) A joint pharmaceuticals purchasing consortium as provided for in

subdivision (c)}(1} of this section.

(8) Any other cost containment activity adopted, by rule, by the director
that is designed to reduce the cost of providing prescription drugs while
maintaining high quality in prescription drug therapies.

ok o

(ci1) The director may implement the pharmacy best practices and cost
control program for any other health benefit plan within or outside this state

VT LEG 221402.v1
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that agrees to participate in the program. For entities in Vermont, the director
shall directly or by _contract implement the program throush a joint
pharmaceuticals _purchasing consortium. The joint pharmaceuticals
purchasing consortium shall be offered on a voluntary basis no later than
January 1, 2008, with mandatory participation by state or publicly funded.
administered, or subsidized purchasers to the extent practicable and consistent
with the purposes of this chapter, by January 1, 2010. If necessary. the office
of Vermont health access shall seek authorization from the Centers for
Medicare and Medicaid to include purchases funded by Medicaid. “State or
publicly funded purchasers” shall include the department of corrections, the
division of mental heaith, Medicaid, the Vermont Health Access Program
(VHAP), Dr. Dynasqur, Vermont Rx, VPharm, Healthy Vermonters, workers’
compensation, and any other state or publicly funded purchaser of
prescription drugs.

* % ok

(f}(1} The drug utilization review board shall make recommendations to the
director for the adoption of the preferred drug list.  The board’s
recommendations shall be based upon evidence-based considerations of
clinical efficacy, adverse side effects, safety, appropriate clinical trials, and
cost-effectiveness.  “Evidence-based” shall have the same meaning as in
section 4622 of Title 18.

LI 2

(6} The director shall encourage participation in the joint purchasing
consortium by inviting representatives of the programs and entities specified in
subdivision (c){1) of this section to participate as observers or nonvorine
members _in _.the drug utilization review board, and by inviting the
representatives to use the preferred drug list in _connection with the plans’
prescription drug coverage.

Sec. 2. 33 V.S.A. § 1998(g} is added to read:

(g} The office shall seek assistance from entities conducting independent
resegrch into the effectiveness of prescription drugs to provide technical and
clinical support in the development and the administration of the preferred

drug list and the evidence-based education program established in subchapter
2ofTitle 18, .
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* ¥ % Pharmaceutical Marketer Disclosures * * *
Sec. 3. 33 V.5.A. § 2005(a)(3) is amended to read:

(3) The office of the attorney general shall keep confidential all trade
secret information, as defined by subdivision 317(b)(9) of Title 1, except that
the office may disclose the_information to the depariment of health and the
office of YVermont health access for the purpose of informing and prioritizing
the_activities of the evidence-based education program in subchapter 2 of
chapter 91 of Title 18. The department of health and the office of Vermont
health access_shall keep the information confidential. The disclosure form
shall permit the company to identify any information that it claims is a trade
secret as defined in subdivision 317{cX9) of Title 1. In the event that the
attorney general receives a request for any information designated as a trade
secrel, the attorney general shall promptly notify the company of such request.
Within 30 days after such notification, the company shall respond to the
requester and the attorney general by either consenting to the release of the
reguested information or by certifying in writing the reasons for its claim that
the information is a trade secret. Any reguester aggrieved by the company’s
response may apply to the superior court of Washington County for a
declaration that the company’s claim of trade secret is invalid. The attorney
general shall not be made a party to the superior court proceeding. Prior to
and during the pendency of the superior court proceeding, the attorney general
shall keep confidential the information that has been claimed as trade secret
information, except that the attorney general may provzde the requested
information to the court under seal.

Sec. 4. 33 V.S.A. § 2005(a)(4) is amended and (a')‘ is. added to read:
(4) The following shall be exempt from disclosure:

* Kk ¥

(D} scholarship or other support for medical students, residents, and
Jellows 1o attend a significant educational, scientific, or policy-making
conference of a national, regional, or specialty medical or other professional
association if the recipient of the scholarship or other support is selected by
the association; and

(E)

VT LEG 2214902,v]
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{5} prescription drug rebates and discounts.
' * ok ¥

{d) Disclosures of unrestricted grants for continuing medical education

programs shall be limited to the value, nature, and purpose of the. grant and
the name of the grantee. It shall not include disclosure of the individual
participants in such a program.

Sec. 5. 33 V.5.A § 2005a(d) is amended to read:

{d) As used in this section:

* & %

(2) “Pharmaceutical manufacturing company” is defined by subdivision

2003te353 4632(c)(5) of this ritle.

(3} “Pharmaceutical marketer” is defined by subdivision 2005(e}4}
4632(c}(4) of this title. ~

* * * Price Disclosure and Certification * * *
Sec. 6. 33 V.5.A. § 2010 is added to read:

§ 2010. ACTUAL PRICE DISCLOSURE AND CERTIFICATION
(a) A manufacturer of prescription drugs dispensed in this state under a

health program directed or administered by the state shall, on a guarterly
basis, report by National Drug Code the following pharmaceutical pricing
criteria to_the director of the office of Vermont health access for each of its
drugs: T

(!) the prices required to be provided to the Medicaid program under
federal law. including prices defined in 42 U.S.C. § 1396r-8; and

{2) the price that each wholesaler in this state pays the manufacturer
to purchase the drug.

{b) When reporting the prices as provided for in subsection (a} of this
section, the manufacturer shall include a summary of its methodology in
determining the price. The office may accept the standards of the National
Drug Rebate agreement entered into by the US. Department of Health and
Human Services and Section 1927 of the Social Security Act for reporting
pricing methodology.

VT LEG 221402.v1
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(c) _The pricing information required under this section is for drugs defined

under the Medicaid drug rebate program and must be submitted 1o the director

following its submission to the federal gzovernment in accordance with
42 U.S.C. 8 139r-8(b)3).

{d) When a manufacturer of prescription drues dispensed in this state
reports the information required under subsection (a} of this section, the
president, chief executive officer, or o designated emplovee of the
manufacturer shall certify to the office, on a form provided by the director of

the office of Vermont health access, that the reported prices are the same as

those reported to the federal government as required by 42 US.C

§ 1396r-8(b)(3) for the applicable rebate period. A designated emplovee shall

be an emplovee who reports directly to the chief executive officer or president
and who has been delegated to make the certification under this section,

{e)  Nowwithstanding any provision of law to the contrary, information
submitted to the office under this section is confidential and is not a public
record as defined in subsection 317(b)} of Title 1. Disclosure may be made bv
the office to an _entity providing services to the office under this section:
however, that disclosure does not change the confidential status of the
information. The information may be used by the entity only for the purpose
specified by _the office in_its_contract with the entity. Data compiled in
aggregate form by the office for the purposes of reporting reguired by this
section are public records as defined in subsection 317(b) of Title 1. provided
they do not reveal trade information protected by state or federal law.

{(f1_The attorney general shall enforce the provisions of this section under
the Vermont consumer fraud act in chapter 63 of Title 9. The attorney general
has the same authority to make rules, conduct civil investigations, and bring
civil actions with respect to acts and practices governed by this section as is

provided under the Vermont consumer fraud act.

| * % * Healthy Vermonters * * *
Sec. 7. 33 V.5.A. § 2003 is amended to read:
§ 2003. PHARMACY DISCOUNT PLANS

(a) The director of the office of Vermont health access shall implement
pharmacy discount plans, to be known as the “Healthy Vermonters” program

and—the—Healthy—Vermonters—Phs”—program, for Vermonters without

adequate coverage for prescription drugs. The provisions of F
VT LEG 221402.91
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this-titte subchapter 8 of this chapter shall apply to the director’s authority to
administer the pharmacy discount plans established by this section.

(b} The Healthy Vermonters program shail offer beneficiaries an initial
discounted cost for covered drugs. Upon approval by the Centers for
Medicare and Medicaid Services of a Section 1115 Medicaid waiver program,
and upon subsequent legislative approval, the Healthy Vermonters program
ard—the—Healthy-Vermonters—Plus—pregram shall offer beneficiaries a
secondary discounted cost, which shall refiect a state payment toward the cost
of each dispensed drug as well as any rebate amount negotiated by the
commissioner.

(c} As used in this section:

(1) “Beneficiary” means any individual enrolled in either the Healthy
Vermonters program erthe-Heelthy-VermontersPlus program.

(2) “Healthy Vermonters beneficiary” means any individual Vermont
resident without adeguate coverage:

(A) who is at least 65 years of age, or is disabled and is eligible for
Medicare or Social Security disability benefits, with household income equal to
or less than 400 percent of the federal poverty level, as calculated under the
rules of the Vermont health access plan, as amended; or

(B) whose househoid income is equal to or less than 368 330 percent
of the federal poverty level, as calculated under the rules of the Vermont
Health access plan, as amended. ' '
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* x % PBM Regulation * * *
Sec. 8. 18 V.S.A. chapter 221, subchapter 9 is added to read:

Subchapter 9. Pharmacy Benefit Managers
§ 9471 DEFINITIONS

As used in this subchapter:

{I) “Beneficiary” means an_individual enrolled in a health plan in
which coverage of prescription drugs is administered by a pharmacy benefit
manager and includes his or her dependent or other person provided health
coverage through that health plan.

(2) “Health insurer” is defined by subdivision 9402(9) of this title and
shall include:

(A} a health insurance company, a nonprofit hospital and medical

service corporation, and health maintenance organizations:

(B} an emplover, VIabor union, or other group of persons organized in
Vermont thar provides a health plan to beneficiaries who are emploved or
reside in Vermont;

{C) the state of Vermont and any agent or instrumentality of the state
that offers. administers, or provides financial support to state government; and

(D} Medicaid, the Vermont health access plan, Vermont Ex, and any
other public health care assistance program. _

(3} _"Health plan” means a health benefit plan offered.administered, or
issued by a health insurer doing business in Vermont,

(4} _“Pharmacy benefit management” means an arrangement for the

procurement of prescription drugs at a negotiated rate for dispensation within

this state to beneficiaries, the administration or management of prescription
drug benefits provided by a health plan for the benefit of beneficiaries, or any
of the following services provided with regard to the administration of

pharmacy benefits:

(A) mail service pharmacy;

(B) claims processing, retail network management, and payment of

claims to pharmacies for prescription drugs dispensed to beneficiaries;

VT LEG 221402.v1
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(C) clinical formulary development and management services.

(D)) rebate contracting and administration;

(E) certain patient compliance, therapeutic intervention, and generic
substitution programs; and

(F]) disease or chronic care management programs.

£5)  “Pharmacy benefit_manager” means an entity that performs
pharmacy benefit management. The term includes a person or entity in a
contractual_or emplovment relationship with an _entity performing pharma
benefit management for a health plan.

§ 9472. PHARMACY BENEFIT MANAGERS: REQUIRED PRACTICES

{a} A pharmacy benefit managger that provides pharmacy benefit
management for a health plan shall discharge its duties with reasonable care
and dilizence and be fair and truthful under the circumstances then prevailing
that a pharmacy benefit manager acting in like capacity and familiar with such
matters would use in the conduct of an enterprise of a like character and with

like aims. In the case of a health benefit plan offered by a health insurer as

defined by subdivision 947 1(2}A) of this title, the health insurer shall remain
responsible for administering the health benefit plan in accordance with the
health insurance policy or subscriber contract or plan and in complzance with
all applicable provisions of Title 8 and this title,

(b) A pharmacy benefit manager shall provide notice to_the health insurer
that the terms contained in subsection (c) of this section may be included in the
contract between the pharmacy benefit managger and the health Insurer,

(c) Unless the contract provides otherwise, a pharmacy benefit manager
that provides pharmacy benefit management for a health plan shall;

(1} Provide all financial and wilization information requested by a
health insurer relating to the provision of benefits to beneficiaries through that
health insurer’s health plan _and all financial and utilization information
relating to services to that health insurer. A pharmacy benefit manager
providing information under this subsection may designate that material as
confidential, _Information designated as confidential by a phanmacy benefit
manager and provided to a health insurer under this subsection may not be
disclosed by the health insurer to _any person without the consent of the

VT LEG 221402.v1
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pharmacy benefit manager, except that disclosure may be made by the health

(A} in a court filing under the consumer fraud provisions of
chapter 63 of Title 9. provided that the information shall be filed under seal
and that prior to the information being unsealed. the court shall give notice
and an opportunity to be heard to the pharmacy benefit manager on why the
information should remain confidential;

(B) when authorized by chapter 63 of Title 9;

(C) when ordered by a court for good cause shown: or

(D) when ordered by the commissioner as to a health insurer as
defined in subdivision 9471(2)A) of this title pursuant to the provisions of
Title 8 and this title,

"(2)  Notify a health insurer in writing of any proposed or ongging
activity, policy, or practice of the pharmacy benefit manager that presents,
directly or indirectly, any conflict_of interest with the requirements of this
section.

(3) With regard to the dispensation of a substitute prescription drug for
a prescribed drug to a beneficiary in which the substitute drug costs more than
the prescribed drug and the pharmacy benefit manager receives a benefit or
pavment directly or indirectly, disclose to the health insurer the cost of both
drugs and the benefit or payment directly or indirectly accruing to the
pharmacy benefit manager as a result of the substitution.

(4) If the pharmacy benefit manager derives any payment or benefit for
the dispensation of prescription_drugs within the state based on volume of
sales for certain prescription drugs or classes or brands of drugs within the
state. pass that payment or benefit on in full to the health insurer,

{5) Disclose to the health insurer ali financial terms and arrangerments
for remuneration of _any kind that apply berween the pharmacy benefit
manager and- any prescription drug manufacturer that relate to benefits
provided to beneficiaries under or services to the health insurer’s health plan,
including formulary management and drug-switch programs, . educational
support, claims processing, and pharmacy network fees charged from retail
pharmacies and_data_sales_fees. A _pharmacy benefit manager providing
information under this subsection may designate that material as confidential

VT LEG 221402.v1
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Information designated as confidential by a pharmacy benefit manager and

provided to a health insurer under this subsection may not be disclosed by the
health insurer to_any person without the consent of the pharmacy benefit
manager. excepi that disclosure mayv be made by the health insurer:

(A) _in a court filing under the consumer fraud provisions of chapter
63 of Title 9, provided that the information shall be filed under seal and that
prior to the information being unsealed, the court shall give notice and an
oppeortunity te be heard to the pharmacy benefit manager on why the
information should remain confidential;

{B) when authorized by chaprer 63 of Title 9;

{C) when ordered by a court for good cause shown; or

(D) when ordered by the commissioner as to_a health insurer as
defined in subdivision 9471(2XA) of this title pursuant to the provisions of
Title 8 and this title.

(d) Compliance with the reguirements of this seciion is required for
pharmacy benefit managers entering into contracts with a health insurer in
this state for pharmacy benefit management in this state.

§ 9473. ENFORCEMENT
a) Fxcept as provided in subsection (d) of this section, in addition to an

remedy available to the commissioner under this title and any other remedy
provided by law, a vielation of this subchapter shall be considered a violation
of the Vermont consumer fraud act in subchapter 1 of chapter 63 of Title 1.
Except as provided in subsection (d) of this section. all rights, authority, and
remedies available to the attorney general and private parties to enforce the
Vermont consumer fraud act shall be available to enforce the provisions of this

subchapter,

(b} In connection with any action for violation of the Vermont consumer
fraud _act, the commissioner’s determinations concerning the interpretation
and administration of the provisions of this subchapter and any rules adopted
hereunder shall carry a presumption of validity. The attorney general and the
commissioner shall consult with each other prior to the commencement of any
investigation or_enforcement action with_respect to _any pharmacy benefit

‘manager.

(c) The commissioner may investigate, examine, or otherwise enforce a
VT LEG 221402.v1
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violation of this subchapter by _a pharmacy benefit manager under
section 9412 of this title as if the pharmacy benefit manager were g health
msurer.

{d) The commissioner shall have the exclusive authority to investipate,
examine, and otherwise enforce the provisions of this subchapter relating 1o a
pharmacy benefit manager in connection with the pharmacy benefit manager’s
contractual relationship with, and any other activity with respect to, a health
insurer defined by subdivision 947 1{2)(A) of this title.

(e} Notwithstanding the foregoing, the commissioner and the attorney

general may bring a joint enforcement action againsi any person or entity for

a violation of this subchapter.
Sec. 8. 18 V.8.A. § 9421 is added to read:
§ 9421, PHARMACY BENEFIT MANAGEMENT: REGISTRATION: AUDIT

{a) A pharmacy benefit manager shall not do business in this state withowt

first registering with the commissioner on a form and in ¢ manner prescribed
by the commissioner.

(b} __In _accordance with rules adopted by the comrmissioner. pharmacy
benefit managers operating in the state of Vermont and proposing to contract
for the provision of pharmacy benefit management shall notify health insurers
when the pharmacy benefit manager provides a quotation that a quotation for
an_administrative-services-only contract with full pass through of negotiated
prices, rebates, and other such financial benefits which would identify to the
health insurer external sources of revenue and profit is generally available and
whether the pharmacy benefits _manager offers that type of arrangement.
Quotations _for an administrative-services-only _contract shall include a
reasonable fee payable by the health insurer which represents a competitive
pharmacy benefit profit. This subsection shall not be interpreted to require a
pharmacy benefits manager to offer an administrative-services-only contract.

{c} In order to_enable periodic verification of pricing arrangements in

administrative-services-only contracts, pharmacy benefit managers shall allow

access, in accordance with rules adopted by the commissioner, by the health

insurer who is a party to the administrative-services-only contract to financial

and contractual information necessary to conduct @ complete and independent
audit designed to verify the following:
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(1) _full pass through of nepotiated drug prices and fees associated
with all drugs dispensed to beneficiaries of the health plan in both retail and

mail order settings or resulting from any of the pharmacy benefit management
functions defined in the contract;

(2) full pass through of all financigl remuneration associated with all
drugs dispensed to beneficiaries of the _health plan in both rerail and mail
arder settings or resulting from any of _the pharmacy benefit management
functions defined in the contract; and

{3) any other verifications relating to the pricing arrangements and
activities of the pharmacy benefit manager required by the contract if reguired
by the commissioner.

(d) The department’s reasonable expenses in administering the provisions
of this section may be_charged to pharmacy benefit managers in the manner
provided for in section 18 of Title 8. These expenses shall be allocated in
proportion to_the lives of Vermonters covered by each pharmacy benefit
manager as reported annually to the commissioner in a _manner and form
prescribed by the commissioner, The department shall not charge its expenses
to the pharmacy benefit manager contracting with the office of Vermont health
access if the office notifies the department of the conditions contained in its
contract with a pharmacy benefit manager.

(e} The commissioner mav adopt such rules as are necessary or desirable
in_carrying out the purposes of this section. The rules also shall ensure that
proprietary_information is _kept confidential and not disclosed by a health
insurer,

(f)_As used in this section:
{1} “Health insurer” is defined in subdivision 9471(2) of this title.
(2) “Health plan” is defined in subdivision 9471(3) of this iitle.

{(3) “Pharmacy benefit management” is defined in subdivision 9471{4)
of this title,

{4} “Pharmacy benefit manager” is defined in subdivision 9471(5) of
this title.

Sec. 10. APPLICATION
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Secs. 8 and 9 of this act apply to contracts executed or renewed on or after
September 1, 2007, For purposes of this section, a contract executed pursuant
to_a memorandum of agreement execited prior to September 1, 2007 is deemed
to_have been executed prior to September 1, 2007 even if the contract was
executed after that date. : :

Sec. 11. 8 V.5.A. § 4088d is added to read:
§ 4088d. NOTICE OF PREFERRED DRUG LIST CHANGES

On a periodic basis, nb less than once per calendar yvear, a health insurer
as defined in_subdivisions 9471(2)(A). (C). and (D) of Title 18 shall notify
beneficiaries of changes in pharmaceutical coverage and provide access to the
preferred drug list maintained by the insurer.

Sec. 12. 18 V.S.A, chapter 91 is amended to read:

CHAPTER 91. GENERIC-DRUGS PRESCRIPTION DRUG
COST CONTAINMENT

Sec. 13. 18 V.S.A. chapter 91, sections 4601-4608 are designated as
subchapter 1 which is added to read:

Subchapter 1. Generic Drugs
Sec. I4. 18 V.5.A. chapter 91, subchapter 2 is added to read:
Subchapter 2. Evidence-Based Education Program
§ 4621. DEFINITIONS

For the purposes of this subchapter:

(1) “Department” means the department of health.

(2} “Evidence-based” means based on criteria_and guidelines that
reflect high-quality. cost-effective_care. The methodology used to_determine
such guidelines shall meet recognized standards for systematic evaluation of
all available research and shall be free from conflicts of interest.
Consideration _of _the best available scieniific _evidence does not preclude
consideration of experimental or investigational treatment or services under a
clinical investigation approved by an institutional review board.

§ 4622. EVIDENCE-BASED EDUCATION PROGRAM
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{al(l) The department, in collaboration with the attorney general, the
University of Vermont area health education centers program, and the office of
Vermont health access, shall establish an evidence-based prescription drug
education _program_for health care professionals designed to provide
information and education on the therapeutic and cost-effective utilization of
prescription drugs to physicians., pharmacists, and other health care
professionals authorized to prescribe and dispense prescription drugs. To the
extent_practicable, the program shall use the evidence-based standards
developed by the blueprint for health. The department may collaborate with
other states in establishing this program.

{2) The program shall notifv prescribers about commonly used
brand-name drugs for which the patent has expired within the last 12 months
or will expire within the next 12 months. The department and the office of

Vermont health access shall collaborate in issuing the notices.

{3} To the extent permitted by funding_ the program may include the
distribution to prescribers of vouchers for samples of peneric medicines used
for health conditioris common in Yermont.

(b} _The department shall request information and collaboration from

physicians. _pharmacists, private insurers, hospitals, pharmacy  benefit
managers, the drug utilization review beard, medical schools, the attorney
general, and anv other programs providing an_evidence-based education to
prescribers on prescription drugs in developing and maintaining the program.

(¢} The department may contract for technical and clinical support in the
development and the administration of the program from entities conducting

independent research into the effectiveness of prescription drugs.

(d) The department and the attorney general shall collaborate in reviewing
the _marketing _activities of pharmaceutical manufacturing _companies _in
Vermont _and_determining appropriate_funding sources for the program.
including awards from suits brought by the attorney genercl apainst
pharmaceutical manufacturers.

Sec. 15. GENERIC DRUG YOUCHER PILOT PROJECT
{al As part of the evidence-based education program established in

subchapter 2 of chapter 91 of Title 18, the departmemt of health, in

collaboration with the office of Vermont health access and the University of

Vermont area health education centers program, shall establish a pilot project
: VT LEG 221402.v1
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to distribute vouchers for a sample of generic drugs equivalent to frequently
prescribed prescription drugs that are used to treat common health conditions.

(b) The office of Vermont health access shall fund the vouchers from the
fee established in section 1998b of Title 33 and shail provide pavment to the
pharmacy dispensing the prescription drugs in exchange for the voucher. The
office_shall_establish a payment rate, including a dispensing fee, using the
rules and procedures for the Medicaid program.

Sec. 15a. GENERIC DRUG VOUCHER PILOT; REPORT

(a) By January 15, 2009, the office of Vermont health access, the
department of banking, insurance, securities, and health care administration,
the area health education centers. and the joint fiscal office shall provide a
report to the house committee on health care and the senate committee on
health and welfare describing and evaluating the effects of the generic drug
voucher pilot program,

(b) The report shall describe how the pilot project Is implemented,
including which health conditions were targeted, the generic drugs provided
with the vouchers, and the geographic regions participating. The report shall
compare the distribution of prescribing among generic drugs provided through
the vouchers and_ brand-name drugs before and after the first vear of the
generic drug sample pilot project and will review a vear of prescribing data
prior to the implementation of the pilot project to_a vear of prescribing data
during the first vear of the pilot project's implementation. The data shall be
adjusted to reflect how and where the pilot was implemented.

Sec. 16. PRESCRIPTION DRUG PRICING; FEDERALLY QUALIFIED
HFALTH CENTERS

Ne later than January 1, 2008, the department of health shall create a plan
to_inform Vermonters of the availability of health services provided by
federally gualified health centers (FOHC) and FOHC look-alikes. including
information_about prescription drug pricing, focusing on state employees,
individuals under the supervision of corrections, individuals receiving
workers’ compensation benefits if applicable, and any other state or publicly
funded purchaser of prescription drugs for whom the cost of prescription
drugs is likely to be higher than prices under Section 340B of the Public
Health Service Act.

* ¥ * Prescription Drug Data Confidentiality * * *
VT LEG 221402.v1
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Sec. 17. 18 V.S.A. chapter 91, subchapter 3 is added to read:

Subchapter 3. Information Requirements
§ 4631, CONFIDENTIALITY OF PRESCRIPTION INFORMATION

(a) It is the intent of the general assembly to advance the state’s interest in
protecting the public health of Vermonters. protecting the privacy of
prescribers and prescribing infermation. and to ensure costs are contained in
the private health care sector, as well as for state purchasers of prescription
drugs, through the promotion of less costly drugs and ensuring prescribers
receive unbiased information, '

(b} As used in this section:

{1}  “Electronic transmission intermediary” means an entity that
provides the infrastructure that connects the computer systems or other
electronic devices used by health care professionals, prescribers, pharmacies,
health care facilities _and pharmacy benefit _managers, health insurers,
third-party administrators, ond agents and contractors of those persons in
order 1o facilitate the secure transmission of an individual’'s prescription drug
order, refill,_authorization reguest, claim, payment, or other prescription drug
information.

(2) “Heaith care facility” shall have the same meaning as in Section
9402 of this title,

(3) “Heglth care professional” shall have the same meaning as in
section 9402 of this title.

(4) “Health insurer” shall have the sa}ne meaning as in section 9410 of
this title.

(5} “Marketing” shall include advertising, promotion, or anv activity
that is intended to be used or is used to influence sales or the market share of a
prescription drug, influence or evaluate the prescribing behavior of an
individual health care professional to _promote g prescription drug. market
prescription drugs to patients, or evaluate the effectiveness of a professional
pharmaceutical detailing sales force.

{6) “Pharmacy” means any individual or entity licensed or registerec.i
under chapter 36 of Title 26.
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(7) “Prescriber” means an individual allowed by law to prescribe and
administer prescription drugs in the course of professional practice.

(8) “Promotion” _or_ “promote” means any aclivity or product the
intention of which is to advertise or publicize a prescription drug, including a
bBrochure, medig advertisement or announcement, poster, free sample,
detailing visit, or personal appearance.

(9) “Regulated records” means information or documentation from a
prescription_written_ by _a_prescriber _doing business in Vermont or_a
prescription dispensed in Vermont,

{cW(1) The department of health and the office of professional regulation, in
consultation with the appropriate licensing boards, shall establish a prescriber
data-sharing program to allow a prescriber to give consent for his or her
identifving information to be used for the purposes described under subsection
{d) of this section. The department and office shall solicit the prescriber’s
consent on licensing applications or_renewal forms_and shall provide a
prescriber a_method for revoking his or_her consent. The department and
office may establish_rules for this program.

(2) The department or office shall make available the list of prescribers
who have consented to sharing their information. Entities who wish to use the
information_as provided for in this section shall review the list at minimum
every six months.

(d) A health insurer, a self-insured employer, an electronic transmission
intermediary. a pharmacy, or other similar entity may use regulated records
which include prescription information containing prescriber-identifiable data
for marketing or promoting a prescription drug only if;

(I1}{A) a prescriber has provided consent for the use of that data as
provided in subsection (c) of this section: and

(B) the entity using the regulated records complies with the
disclosure requirements in subsection (f} of this section: or

(2) the entity meets one of the exceptions provided in subsection (e} of

(e} This section shall not apply to:
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(1) the license, transfer, use, or sale of regulated records for the limited
purposes _of _pharmacy _reimbursement; prescription _drug formulary
compliance; patient care management: utilization review by a health care
professional_the patient’s health insurer, or the agent of either; or health care
research;

(2} the dispensing of prescription_medications to_a patient or to the
patient's authorized representative; '

(3) the transmission of prescription information between an authorized
prescriber and a licensed pharmacy, between licensed pharmacies, or that may
occur in the event a pharmacy’s ownership is changed or transferred:

(4} care management educational communications provided to a patient
about the patient’s health condition, adherence to a prescribed course of

therapy and other information relating to the drug being dispensed, treatment

options, recall or patient safety notices, or clinical trials;

{5} the collection, use, or disclosure of prescription information or other
regulatory activity as authorized by chapter 84, chapter 84A. or section 9410
of this title, or as otherwise provided by law;

(6) the collection and transmission of prescription_information to a
Vermont or federal law enforcement officer_engaged in his or her official
duties as gtherwise provided by law; and

{7) the collection, use, transfer, or sale of patient and prescriber data
for marketing or promoting if the data do not identify a prescriber, and there is
no reasonable_basis to believe that the data provided could:be used 1o identify

a prescriber..

(f) When-a pharmaceutical marketer engages in any form of prescription
drug marketing directly to g physician or other person authorized to prescribe
prescription_drugs as provided for under this_section, the marketer shall
disclose to the prescriber evidence-based information as provided for by rule
describing the specific_health benefits or risks of using other pharmaceutical
drugs, including drugs available over the counter; which patients would gain
from the health benefits or be susceptible to the risks described; the range of
prescription drug treatment options; and the cost of the treatment options. As
necessary, the office_of Vermont health access, in_consultation with the
department _of health, the area centers on _health education, the office of

professional_regulation, and the office of the attorney general, shall develop
VT LEG 221402.v1
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rufes for compliance with this subsection, including the certification of
materials which are evidence-based as defined in section 4621 of this title and
which conditions have evidence-based treatment guidelines. The rules shail be
consistent with the federal Food and Drug Administration's regulations
regarding folse end misleading advertising. To the extent practicable, the
rules shall use the evidence-based standards developed by the blueprint for
health.

(g) In addition to any other remedy provided by law, the attorney general
may file an action in superior court for a violation of this section or of any
rules adopted under this section by the attorney general. The attorney general
shall have the same authority to investivate and to obtain remedies as if the
action were brought under the Vermont consumer fraud act, chapter 63 of
Title O,  Each violation of this section or of any rules adopted under this
section by the attorney genergl constitutes a separate civil violation for which
the attorney general may obtain relief.

Sec. 18. 1 V.S5.A. § 317(c)(38) and (39) are added to read:

{38) records held by the agency of human services, which _include
prescription information contgining prescriber-identifiable data, that could be
used to identify a prescriber, except that the records shall be made available
wupon request for medical research, consistent with and for purposes expressed
in sections 4621, 4631, 4632, 4633, and 9410 of Title 18 and chapter 84 of
Title 18, agr as provided for in chapter 84A of Title 18 and for other law
enforcement activities.

(39} records held by the agency of human services or the departinent of
banking, insurance, securities and health care administration, which include
prescription_information _containing patient-identifiable data, that could be
used to identify a patient.

Sec. 19. 18 V.S.A. § 9410(g) is amended to read:

{g) Any person who knowingly fails to comply with the requirements of this
section or rules adopted pursuant to this section shall be fined subject to an
gdministrafive penalty of not more than $1,000.00 per violation. The
commissioner may_impose _an_administrative _penalty _of not mere than
$10.000.00 each for those violations the commissioner finds were willful. In
addition, any persen who knowingly fails to comply with the confidentiality
requirements of this section or _confidentiality rules adopted pursuant to this
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section and uses, sells, or transfers the data or information for commercial
advantdge, pecuniary gain, personal gain, or malicious harm shall be subject
to an administrative penalty of not more than $50,000.00 per violation. The
powers vested in the commissioner by this subsection shall be in addition to
any other powers to énforce any penalties, fines, or forfeitures authorized by
law.

Sec. 20. 33 V.S.A. § 2004 is added to read:
§ 2004. MANUFACTURER FEE

(a) Annually, each pharmaceutical manufacturer or labeler of prescription
drugs that are paid for by the office of Vermont health access for individuals
participating _in Medicaid, the Vermont Health Access Program, Dr.
Dynasaur, VPharm, or Vermont Rx shall pay a fee to the agency of huwman
services. The fee shall be 0.5 percent of the previous calendar vear's
prescription drug spending by the office and sholl be assessed based on
manufacturer labeler codes as used in the Medicaid rebate program.

{b) Fees collected under this section shall fund collection and analysis of
information on pharmaceutical marketing activities under sections 4632 and
4633 of Title I8, analysis of prescription drug data needed by the attorney
general’s office for enforcement activities, and the evidence-based education
program established in subchapter 2 of Title 18. The fees shall be collected in
the evidence-based education and advertising fund established in_section

2004a of this title,

(c} The secretary of human services or designee shall make rules for the
implementation of this section. '

Sec, 20a. 33 V.S.A. § 2004a is added to read:
§ 2004a. EVIDENCE-BASED EDUCATION AND ADVERTISING FUND

(a) The evidence-based education and advertising fund is established in the
treasury as a special fund to be a source of financing for activities relating to
fund collection and analysis of information on pharmaceutical marketing
activities_under sections 4632 and 4633 of Title 18 analvsis of prescription
drug data needed by the attorney general’s office for enforcement activities,
and for the evidence-based education program established in subchapter 2 of
Title 18. Monies deposited intc the fund shall be used for the purposes
described In this section,
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{b) Into the fund shail be deposited:

(1} revenue from the manufacturer fee established under section 2004 of
this title; and

(2) the proceeds from grants, donations, contributions, taxes, and any
other sources of revenue as may be provided by statute, rule, or act of the
general assembly.

(c) The fund shall be administered pursuant to subchaprer 5 of chapter 7 of
Title 32, except that interest earned on the fund and any remaining balance
shall be retained in the fund.

* * * Consumer Protection; False Advertising * * *
Sec. 21. 9 V.5 A § 2466a is added to read:
§ 2466a. CONSUMER PROTECTIONS: PRESCRIPTION DRUGS

fa) A viclation of section 4631 of Title I8 shall be considered a violation
under this chapter.

{b) As provided in section 9473 of Title 18, a violation of section 9472 shall
be considered a violation under this chapter,

{c)(1) It shall be a violation under this chapter for a manufacturer of

prescription drugs to present or cause 1o be presented in the state a regulated
advertisement _if that advertisement does not_comply with the requirements
concerning drups and devices and prescription drug advertising in federal law
and regulations under 21 United States Code, Sections 331 and 352(n) and 21
Code of Federal Regulations, Part 202 and state rules. A warning or untitled
letter issued by the U1.5. Food and Drug Administration shall be prima facie
evidence of a violation of federal law and regulations,

{2} For purposes of this section:

A) “Manufacturer of prescription drugs” means a person authorized
by law to manufacture, bottle, or pack drugs or biclogical products, a licensee
or_affiliate _of that person, or a labeler that receives drugs or biological
products from a_manufacturer or wholesaler and repackages them for later
retail sale and has a labeler code from the federal Food and Drug
Administration under 21 Code of Federal Regulations, 2027.20 (1969).

(B) “Regulated advertisement” means:
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(i) the presentation to the general public of a commercial message

regarding a prescription drug or bivlogical product by g manufacturer of
prescription drugs that is breadcast on television, cable, or radio from a
station or cable company that is physically located in the state, broadcast over
the internet from a location in the state, or printed in magazines or newspapers
that are printed, distributed, or sold in the state: or

(ii) a_ commercial message regarding a prescription drug or

biological product by a _manufacturer of prescription druss or its
representative that is conveved:

(1} to the office of a health care professional doing business in

Vermonit, including statements by representatives or emplovees of the

manufacturer and materials mailed or delivered to the office; or .
(II)_at a conference or other professional meeting occurring in

Yermont.

{d) No person shall sell, offer for sale, or distribute electronic prescribing
software that advertises, uses instent messaging and pop-up advertisements, or
uses other means to influence or attempt to influence the prescribing decision
of a health care professional through economic incentives or otherwise and
which is triggered or in specific response to the input, selection, or act of a
health care professional or agent in prescribing a specific prescription drug or
directing a patient to a certain pharmacy. This subsection shall not apply to
information provided to the health care professional about pharmacy
reimbursement._prescription_dritg formulary complicnce, and patient care

management.

* * % Insurance Marketing * * *
Sec. 22. 8V.5.A. § 4804(a) is amended to read:

(a) The commissioner may suspend, revoke, or refuse to continue or renew
any license issued under this chapter if, after notice to the licensee and to the
insurer represented, and opportunity for hearing, he or she finds as to the
licensee any one or more of the following conditions:

& % ok

(8) The licensee has committed any unfair trade practice or fraud as
defined in this title__ It shall be an unfair practice under this section for a
licensee to:

VT LEG 221402 v1

1.C 000029



A-1872

S.115 Page 259a

(A)i) sell, solicit, or negoticte the purchase of health insurance in
this state through an advertisement which makes use directly or indirectly of
any method of marketing which fails to disclose in a conspicuous manner that
a_purpose of the method of marketing is solicitation of insurance, and that
contact will be made by an insurance agent or insurance company.

(if) Use an_appointment that was made to discuss Medicare
products or to solicit the sale of Medicare products to solicit sales of any other
insurance_products unless the consumer requests the solicitation, and the
products to be discussed are clearly identified to the consumer in writing at
least 48 hours in advance of the appointment.

{iii) Solicit the sale of Medicare products door-to-door prior to

recetving an invitation from a consumer.

(B} As used in this subdivision the term “Medicare products”
includes Medicare Part A, Medicare Part B, Medicare Part C. Medicare Part

D, and Medicare supplement plans;
* %k %

Sec. 22a. LITIGATION REPORT; AUDITOR

Beginning Januairy 1, 2008 and annually thereafter, the state auditor shall
provide a _report to the general assembly with a detailed accounting of all
amounts paid by the state with state or federal funds in connection with any
litigation challenging the validity of this act or a section of this act. The report
shall include costs, fees, damages, amounts paid to expert witnesses. salaries
and_benefits of state_emplovees who work on the litigation, amounts paid to

individualy under contract with the state who work on the litigation, attorney’s
fees awarded to the other party, any other amounts awarded by the court, and

the number of hours spent by state employees involved in the litigation.
Sec. 23. RECODIFICATION

The following sections of Title 33 as amended by this act are recodified as

follows:
(1) Section 20035 shall be section 4632 of Title 18,

(2) Section 2005a shall be section 4633 of Title 18.
(3) Section 2008 shall be section 4634 of Title 18.
(4) Section 2006 shall be section 832 of Title 2.
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Sec. 24: REPEAL

Section 2009 of Title 33 is repealed.
Sec. 24a. APPROPRIATIONS

{a) The amount of 3200.000.00 is appropriated from the evidence-based
education and advertising fund to the department of health for a_grant to the
area health education_centers for the evidence-based education program
established under subchapter 2 of Title 18.

(b) The amouni of $300,000.00 is appropriated from the evidence-based
education and advertising fund to the office of Vermont health access for the
evidence-based education program’s generic drug sample pilot project as
described.in Sec. 13 of this act.

{c) The amount of 350,000.00 is _appropriated from the evidence-based
education and advertising fund to the office of attorney general fund for the
collection and analysis of information on pharmaceutical marketing activities
under sections 4632 and 4633 of Title I8 and analysis of prescription drug
data needed by the attorney general’s office for enforcement activities.

Sec. 24b. EFFECTIVE DATES

Sec. 17 of this act shall become effective no later than January 1. 2008,
except that the department of health and the office of professional regulation
may _begin _anvy necessary  rulemaking, revision of forms, or other
administrative actions necessary to implement the program, inunediately upon
passage. The department and office_ may implement Sec. 17 for prescribers
with licenses at the time of passage of this act when the prescriber next
requests a renewal of the license.

ATTESTED TO: ‘ '
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reduce the cost of Woviding prescription drugs, while maintaining high quality
in prescription drug tirapies. The program shall include:

{1} A Use of an evMence-based preferred list of covered prescription

drugs that identifies preferredchoices within therapeutic classes for particalar

diseases and conditions, includiilg generic alternatives and over-the-counter

3]
s}
ik
&
€]
&
&)
¢

58]
O
fl
{1
b
s )
41,
!
4
4
i
G

s
3
h
a3
@
3.
2
i
v

J
d
e)

\H
]
d

o e Fd 0
£

P
3
t
d
(G
81
48]
(L
b

VT LEG 218367.v]

L.C 000032



