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S.115
Introduced by Committee on Finance
Date: F@$ NC«:V? ;1.3/ 2007
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 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

It is hereby enacted by the General Assembly of the State of Vermont:
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Sec. 1. 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 ,ebntrol program designed to

4
v

reduce the cost of providing prescﬁption,dfugs, 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
)l

¥
diseases and conditions, including generic alternatives and over-the-counter
?l

drugs.
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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 1o increase sales, income, and
profit. __Frequenily, 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
mfarmatmn particularly for prescribers _that _lack the time _to perform

pharmaceutical representatives are qu 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 adequately disclosed initially.

(8) Between 1975 and 2000, 50 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.

VT LEG 221402.v1
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(9) In 2005, Vermonters spent an estimated $524 million on prescription

and_over-the-counter _drugs and nondurable medical supplies. In 2000,
ing was about $280 million. The annual increase in spending during this
period was 13.3 percent, which was the highest increase in anv 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

progrant.

(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 eeneric 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 llinois.

(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 o
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.

new and more expensive treatmem._s which often have litile or no increased
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therapeutic value. According 1o 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.
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 maost
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 s 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 manufacturers spend twice

as much on marketing as on research and development.

18) Coincident with the rise of physician identity « 2
pharmaceutical industry increased its spending on direct marketing to dnctnr\'
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 to a_survey recently published in
lhe New England Journal of Medicine, family practitioners reported the
meetings with representatives — an_average of 16 times

per month. _To the extent that this meeting time comes at the expense of time
atively affected.
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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 xinrmm s, unanimously
passed a_resolution statin i
sales representatives is _an__intrusion into the way physicians _practice

il

medicine.’

samples clearly affect prescribin

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
rescriptions and their inclinations to prescribe particular drugs.

(23) Prescriber identity data mining allows pharmaceutical companies
to track the prescribing habits of nearlv every physician in Vermont and link
those habits to specific physicians and their identities.

(24)  Monitoring _of prescribing practices also allows the sales

25) Prescriber-identi md data increase the effect of detailin
They support the tailorin resentations to _individual prescriber styles
preferences, and attitudes.

(26) Prescriber identified databases of prescribine 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 manipulative practices toward those doctors that they
find would lead to _increased prescriptions and profitability 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 messages.

(27) Added and unwanted pressure occurs when doctors are informed

by sales representatives that thev are being monitored — through messages of
VT LEG 221402.v1
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(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 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 physician 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
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, 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

the use o
less expensive drugs, and 1o protect public health by requiring evidence-based

records.

disclosures and promoting drugs with longer safe
Sec. la. 33 V.S5.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:

VT LEG 221402.v|
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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)  Utlization review procedures, including a prior authorization
review process.

VT LEG 221402.v1
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(1) Any strategy designed 1o negotiate with pharmaceutical
manufacturers to lower the cost of prescription drugs for program
participants, including a supplemental rebate program.

t39(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 1o
prescription drugs, and authorizing coverage of dosages capable of permiiting
the consumer 1o split each pill if cost-effective and medically appropriate for
the consumer.

#H6) 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 time to
prescribers, pharmacists and consumers,

(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

(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
VT LEG 221402.v1
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that agrees to participate in the program. For entities in Vermont, the direcior
shall directly or by contract _implement _the program__through a_joint
pharmaceuticals _purchasing _consortiuni. 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 Vermoni health access shall _seek authorization from the Centers for
Medicare and Medicaid to include purchases funded by Medicaid. _“State or
ublicly 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.

* ok ok

(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.

# ok ke

(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 nonvolin
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.S5.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
drug list and the evidence-based education program established in subchapter
2 of Title 18.

VT LEG 221402.v1
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¥ # ¥ 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
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 secrel. Any requester 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 provide the requested
information to the court under seal.

Sec. 4. 33 V.S.A. § 2005(a)(4) 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
assoctation if the recipient of the scholarship or other support is selected by
the association; and

VT LEG 221402.v1
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) prescription drug rebates and discounts.

# o 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.S.A. § 2005a(d) is amended to read:

(d) As used in this section:

o
(2) “Pharmaceutical manufacturing company” is defined by subdivision
2005¢eHS) 4632(c)(5) of this title.

(3) “Pharmaceutical marketer” is defined by subdivision 2005teH4)
4632(c)(4) of this title.

* % * Price Disclosure and Certification * * *

Sec. 6. 33 V.S.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:

(1) 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 o
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.

VT LEG 221402.v1
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(¢) _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).

(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 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 U.S.C.
8§ 1396r-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.

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 brin
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.S.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 seetion—4992-af
VT LEG 221402.v1
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thistitte subchapter 8 of this chapter shall apply to the director’s authority 1o
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

shall offer beneficiaries a
secondary discounted cost, which shal! reflect 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 er-the-Healthy-VermortersPhs program.

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

(A) wha 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 360 350 percent
of the federal poverty level, as calculated under the rules of the Vermont
Health access plan, as amended.

VT LEG 221402.v]
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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 mainienance organizations:

Vermont that nrowde.s a _health plan to beneficiaries who are emploved or
reside in Vermoni,

(C) _the state of Vermont and any agent or instrumentality of the state
that offers, administers, or provides financial su

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 benef I_management” means an_arrangement for the
o8 al a negotiated rate for dispensation within

this_state to_beneficiaries, the administration or management of prescription

drug bencefits 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 to pharmacies for prescription drugs dispensed to beneficiaries:

VT LEG 221402.v1
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development and management services;

(D) rebate contracting and administration;

L) certain patient compliance, therapeutic intervention, and generic

substitution programs; and

(FF) 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 employment relationship with an entity performing pharmacy

benefit management for a health plan.
§ 9472, PHARMACY BENEFIT MANAGERS: REOQUIRED 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 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 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 wtilization 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

VT LEG 221402.v]
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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(2XA) 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 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 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 all financial terms and arrangements

for _remuneration _of any kind that _apply between the pharmacy benefit
manager_and_any prescription _drug manufacturer that relate to benefits
rovided to beneficiaries under or services to the health insurer's health

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.
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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, 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 947 1(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 | of chapter 63 of Title 1.
Except as provided in subsection (d) of this section, all rights, authority
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 an or 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 1o _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 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 any other activity with respect to, a health
insurer defined by subdivision 9471(2)(A) of this title.

(¢) 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 10 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.

(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 shall notify health insurers
when the pharmacy benefit manager provides a guotation 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 pavable 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 a complete and independent
audit designed to verify the following:

VT LEG 221402.v1



S. 115 Page 18a

(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 management
[unctions defined in the contract;

(2) 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

(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 _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 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.

(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 title.

(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.

See. 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 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

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 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, GENERIEC-DRUGS PRESCRIPTION DRUG
COST CONTAINMENT

Sec. 13. 18 V.S.A. chapter 91, sections 46014608 are designated as
subchapter 1 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:

(1) “Department’ means the department of health.

(2) _“Evidence-based" means based on_criteria_and guidelines that

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 doees 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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(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
rofessionals 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 mav 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.

(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 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
eneral, 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 conductin
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 general against
pharmaceutical manufacturers.

Sec. 15. 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
VT LEG 221402.v1




3. 115 Page 21a

to_distribute vouchers for a s le of generic_drugs equivalent to frequentl
prescribed prescription drugs that are used to treat common health conditions.

(b) The office of Vermont health access shall fund the vouchers from the
ee 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_dispensin

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 commuwe on_health care and the senate commiliee on

health and welfare desc
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
eneric drug sample pilot project and will review a rescribing 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 data shall be

adjusted to reflect how and where the pilot was implemented.

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

_tederalf)z qualified healrh centers (F QHC‘ 1 and PQH(, look-alikes, including

individuals _under the supervision of corrections, _individuals _receiving
warker.s compensation_benefits if applicable, and any other state or publicl

drugs is_likely to be hmker than prices under Section 3408 of the Public

Health Service Act.

* ¥ % Prescription Drug Data Confidentiality * * *
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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 interesi 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.

(h) 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, 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 advertisin .
that is intended to be used or is used to influence sales or the market share of a
prescription _drug, influence or evaluate the presc r!bm,(' behavior of an
individual _health _care professional to promote a
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.
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(7) “Prescriber” means an individual allowed by law 1o presc ribe and
administer prescription drugs in the course o

(8)  “Promotion” or “promote” means any activity or product the

intention of which is to advertise or publicize a
brochure, media _advertisement or announcement

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.

(c)(l) The department of health and the office of professional regulation, in
consulratmn with the appropriate !u‘ensmf.' boards, shall establish a prescriber

tdennfvmg information to be used for :he 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:

(1)(A) _a prescriber has provided consent for the use of that data as
rovided 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;

the collection_and transmission o )
Vermont_or federal law enforcement officer engaged in his or her official

duties as otherwise provided by law; and

_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 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
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riules _for _complianee _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.

(g) 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
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) and (39) are added to read:

(38) records held by the agency of human services, which include
rescription 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 I8, 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

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.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 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 commissioner finds were willful. In
addition, any person 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
advantage, 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 s‘hal! be_in_addition to
any other powers to enforce any penalties
law.

Sec. 20. 33 V.5.A. § 2004 is added 1o 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 human
services. _The fee shall be 0.5 percent of the previous calendar vear's

rescription_dru ending 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
general’s office for enforcement activities, and the evidence-based education
rogram 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.

~) The secretary of human services or desipnee shall make rules for the
implementation of this section.

Sec. 20a. 33 V.S.A. § 2004a iy added to read:
§ 2004a. EVIDENCE-BASED EDUCATION AND ADVERTISING FUND

a) The ewde‘nc'e based education and advertising fund is esmbl:shed in the

activities under sections 4632 and 4633 of Title 18, analysis 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 into_the fund shall be used for the purposes
described in this section.
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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.5.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 chapier.

(e)l) It shall be a violation under this chapter for a manufacturer of
rescription drugs 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 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 _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 (1999).

(B) “Regulated advertisement” means.
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i

the preseniation to the general public of a commercial message
regarding a prescription drug or biological product by a manufacturer of
rescription_drugs that is _broadcast_on_television, cable, or radio from a
station or cable com 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

(if) _a commercial message regarding a prescription drug or

biological product by a manufacturer of prescription drugs or its
representative that is conveyed:

(1) to the office of a health care professional doing business in
Vermont, including statements by _representatives _or _emplovees of the
manufacturer and materials mailed or delivered to the office; or

11

al a conference or other professional meeting occurring

Vermont.

(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 triggered or in _specific response to the mnm. selecnon. or act of a
health care professional or agent in prescribin

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.S5.A. § 4804(a) is amended to read:

(@) 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:
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(A)i) sell. solicit, or negotiate the purchase of health insurance in
this state through an advertisement which makes use directly or indirectly of

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.

(i)  Use an_appointment that was made to discuss Medicare
products or to solicit the sale of Medicare products to solicit sales of anv other
insurance products unless the consumer requests the solicitation, and_the
producis to be discussed are clearly identified to the consumer in writing at

least 48 hours in advance of the appointment.

(i1i) _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;

E A S

Sec. 22a. LITIGATION REPORT; AUDITOR

Beginning January 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 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 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 1.

4) Section 2006 shall be section 852 of Title 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 18.

(b) The amount 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 s generic_drug sample pilot _project as
described in Sec. 15 of this act.

(c¢) The amount of $50,000.00 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 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. /
TTESTED TO: Q/KA/I'« %74

PRESIDENT OF THE SENATE
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§ 1998. PHARMACY BEST PRACTICES AND COST CONTROL
ROGRAM ESTABLISHED
(a) Theirector of the office of Vermont health access shall establish and
maintain a phahmacy best practices and cost control program designed to
reduce the cost of Jroviding 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 preferredychoices within therapeutic classes for particular
diseases and conditions, includirlg generic alternatives and over-the-counter

drugs.
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(2) Utilization review procedures, including a prior authorizafign review
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manufactigers to lower the cost of prescription drugs for program participants,

including a sipplemental rebate program.
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5)(4) Alternative pricing mechanisms, including\¢onsideration of using
maximum allowable cost pricing for generic and other presgription drugs.
€63(5) Alternative coverage terms, including considerattyn of providing

coverage of over-the-counter drugs where cost-effective in compdgison to

“preseriptiordrresamd-anthorz i eo e o dosages Capante o pern g
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the consumer:

Eh(6) A simple, unt rescription form, designed to implement the

preferred drug list, and to enable presc and consumers to request an

exception to the preferred drug list choice with a min of cost and time to

centers (FOMRC) and FQHC look-alikes when the prescription drug pricing is

more affordable, focuStwg on participants in the Medicaid and Medicaid waiver

programs, state employees, indivithwals under the supervision of corrections,

individuals receiving workers' compensation begefits if applicable, and any

other state or publicly funded purchaser of prescription drtgs. including

contracting with one or more FQOHCs or FOHC look-alikes to provid®sase

ARARACEINER OF TECOrd AR SRRt serviees;

ederally qualified health centers (FOHC) and FOHC look-alikes,
including that cription _drug pricing is _more affordable, focusing on

participants in the Me¢ Land Medicaid waiver programs, state emplovees,
individuals _under the supervi: of corrections, individuals receiving
workers' compensation benefits if (uum”d any_other state or publicly

funded purchaser of prescription drues.

(8) A joint pharmaceuticals purchasing consortium as pri

& B, . Ja
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icipate in the program. For entities in Vermont, the director

that agrees to'g

shall directly or by tract implement the program through a joint

pharmaceuticals purchasinconsortium. The joint pharmaceuticals purchasing

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

with mandatory participation by state oMgublicly funded. administered, or

subsidized purchasers to the extent practicabl®and consistent with the

purposes of this chapter, by January 1, 2010, “State ™ publicly funded

purchasers™ shall include the department of corrections, théNdivision of mental

health, Medicaid, the Vermont Health Access Program (VHAP), Bg. Dynasaur,

Vermont Rx, Healthy Vermonters, Healthv Vermonters Plus, workers’

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

z R L gl L £ ~ J
e e e L e e a e S
g 9

v other health benefit plan within or outside this state

@gram. For entities in Vermont, the director
wrogram __through a  joint
rmaceulicals

control programs
that agrees to participate in
shall _directly _or by contract implem
pharmaceuticals __purchasing consortiun. The

VT LEG 218367 .v]
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nistered, or subsidized purchasers to the extent practicable and consistent
with Nge purposes of this chapter, by January 1, 2010. _If necessary, the office
of Verlyont health access shall seek authorization from the Centers for
Medicardand Medicaid to include purchases funded by Medicaid. ‘' State or
publicly filgded purchasers™ shall include the department of corrections, the
division_of Nental health, Medicaid, the Vermont Health Access Program
(VHAP), Dr. Bynasaur, Vermont Rx, VPharm, Healthy Vermonters, Healthy
Vermonters PlL:\ workers' compensation, and any other state or publicly
funded purchaser & prescription drugs.

L

(f)(1) The drug utiliza&§ion review board shall make recommendations to the
director for the adoption of the preferred drug list. The board’s

recommendations shall be basedypon evidence-based considerations of

clinical efficacy, adverse side effectsysafety, appropriate clinical trials, and

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

section 4261 of Title 18.

(6) The director shall encourage participation¥n the joint purchasing

consortium by inviting representatives of the programs dud entities specified in

X 1) of this section to participate as observers or nowvoting members

ey (O

in the drug utilization review board, and by inviting the represeratives to use
the preferred drug list in connection with the plans’ prescription dru¥ coverage.

Sec. 2. 33 V.S.A. § 1998(g) is added to read:

(g) The office shall seek assistance from entities conducting independen)

VT LEG 218367.v1
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techqical and clinical support in the development and the administration of the
preferreq drug list and the evidence-based education program established in
subchapter R of Title 8.
* % Pharmaceutical Marketer Disclosures * * *
Sec. 3. 33 V.S.A.§ 2005(a)(3) is amended to read:
(3) The office of he attorney general shall keep confidential all trade
secret information, as defifigd by subdivision 317(b)(9) of Title 1, except that

the office may disclose the infarmation to the department of health and rhe

office of Vermont health access fowthe purpose of informing and prioritizing

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

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

confidential. The disclosure form shall permi{ the company to identify any
information that it claims is a trade secret as defifed in subdivision 317(c)(9)
of Title 1. In the event that the attorney general recei\es a request for any
information designated as a trade secret, the attorney ge
notify the company of such request. Within 30 days after sudh notification, the
company shall respond to the requester and the attorney general Wy either
consenting to the release of the requested information or by certifyi

writing the reasons for its claim that the information is a trade secret. A

W‘ COMprny FESPOANGERY, ﬂFF'!i tadha S CaMEL
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secrdqis 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, §e attorney general shall keep confidential the information that
has been claimedyas trade secret information, except that the attorney general
may provide the reqigsted information to the court under seal.
Sec. 4. 33 V.S.A. § 20 3 )(4) is amended and (d) is added to read:
(4) The following sha fbe exempt from disclosure:
-' Bt

(D) scholarship or other sort for medical students, residents, and
fellows to attend a significant educationscicntiﬁc, or policy-making
conference of a national, regional, or speci medical or other professional
association if the recipient of the scholarship or .-' her support is selected by the
association; and

(E) —"-":‘-' -. “;".""‘:‘: -.....-::.==.:—

@ prescription drug rebates and discounts.

# ok 3k

d) Disclosures of unrestricted erants for continuing medical educatio

VT LEG 218367.v|
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partidypants in such a program.

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

§ 2010. ACTUAWL PRICE DISCLOSURE AND CERTIFICATION

(a) A manufac&& of prescription drugs dispensed in this state under a

health program dircctcd\ administered by the state shall, on a quarterly basis,

report by National Drug Code the followin

the director of the office of Vermignt health access for each of its drugs:

rice as defined in 42 U.S.C.

§ 1396r-8(k);

(2) the best price as defined in 42 .C. § 1396r-8(c)(1)(C); and

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

to purchase the drug.

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

VT LEG 218367.v]
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undel the Medicaid drug rebate program and must be submitted to the director

followin% its submission to the federal government in accordance with

42 U.S.C. § $396r-8(b)(3).

~f}) s actarer- ol presoriprion-droe s dispotised S
reports thés oe Manufacturer price or best price, the president, chief

executive officer, or'a -h‘\: ated emplovyee of the manufacturer shall certify to

the office, on a form m‘ovi the director of the office of Vermont health

access, that the reported prices & ame as those reported to the federal

government as required by 42 U.S.G, § 1396r-8(b)[Sy for the applicable rebate

s directly to

period. A designated employee shall by

the chief executive officer or president and \ho has been delegated to

. . . .
Wlm &”s's&t[\;ﬂt.

(d) When a manufactirer of prescription drwes dispensed in this state
reports the information required under subsectio(a) of this section, the
nresident, chief executive officer, or a desionied emplovee of the
manufacturer shall certify to the office, on a form provied by the director of
the office of Vermont health access, that the reported priggs are the same as
those _reported to the federal povernment _as required Yy 42 US.C. §
1396r-8(b)(3) for the applicable rebate period. A designatedyemplovee shall
be an_emplovee who reports directly to the chief executive officqg or president
and who has been delegated to make the certification under this séNion.

(e) Notwithstanding any provision of law to the contrary, informa§on

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

» . i : he-off i ;
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ation. The information may be used by the entity only for the purpose

Data compiled in

by the office in its contract with the entity.

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

section are puhlic records as defined in subsection 317(b) of Title 1

they do not revealsrade information protected by state or federal law.

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

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

provided under the Vermont consumger fraud act.

* % Healthy Velmonters Plus * * *

Sec. 6. 33 V.S.A. § 2003 is amended to refad:

§ 2003. PHARMACY DISCOUNT PLANS
(a) The director of the office of Vermont heally access shall implement

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

and the “Healthy Vermonters Plus” program, for Vermofgers without adequate

coverage for prescription drugs. The provisions of s

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

“he-pharmaey-diseornt-plamrestabtished-y-this-section

VT LEG 218367.vI
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subsequentegistative-approval-the The Healthy Vermonters program and the
Healthy Vermdpters Plus program shall offer beneficiaries a secondary
discounted cost, which shall reflect a state payment toward the cost of each
dispensed drug as wellas any rebate amount negotiated by the commissioner.

(c) As used in this sectign:

(1) "Beneficiary" medys any individual enrolled in either the Healthy
Vermonters program or the H&lthy Vermonters Plus program.

(2) "Healthy VermontersXeneficiary” means any individual Vermont
resident without adequate coverage

(A) who is at least 65 years\f age, or is disabled and is eligible for
Medicare or Social Security disability bypefits, with household income equal 1o
or less than 400 percent of the federal pRyerty level, as calculated under the
rules of the Vermont health access plan, as Wnended; or

(B) whose household income is equd¥ to or less than 300 percent of
the federal poverty level, as calculated under 1 rules of the Vermont Health
access plan, as amended.

(3)  "Healthy Vermonters Plus beneficiary§, means any individual
Vermont resident without adequate coverage:

tA4 whose household income is greater than 3008ercent and equal to
or less than 350 percent of the federal poverty level, as c®culated under the
rules of the Vermont health access plan, as amended:e¥

) . " . Y # -
5 e 1 T T e Co s 8 = - = Hi
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# % & PBM Regulation * * #
Sec. 7. 18 V.S.A. chapter 221, subchapter MNs added to read:

Subchapter 9. Pharmacy Ben&fit Managers

§9471. DEFINITIONS

As used in this subchapter:

(1) “Beneficiary” means an individual enrolled in a Bealth 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 8overage

through that health plan.

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

shab-include:.

VT LEG 218367.v1
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servige 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 emplovyed or

reside in Vermont;

C) the stake of Vermont and any agent or instrumentality of the state
that offers, administers or provides financial support to state government; and

D) Medicaid, théyWermont health access plan, Vermont Rx, and an
other public health care assistz ce program.

(3) “Health plan” means a . alth benefit plan offered, administered, or

issued by a health insurer doing busineks in Vermont.

(4) “Pharmacy benefit managementymeans an arrangement for the

procurement of prescription drugs at a negotiabed rate for dispensation within

this state to beneficiaries, the administration or madgagement of prescription

drug benefits provided by a health plan for the benefilhof beneficiaries, or an
of the following services provided with regard to the admmgistration 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 218367.v1
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(E) certain patient compliance, therapeutic intervention, and generic

substitutitn programs: and

(F) Misease or chronic care management programs.

5) “Pharmhacy benefit manager” means an entity that performs

pharmacy benefit management. The term includes a person or entity in a
contractual or employnfent relationship with an entity performing pharmac
benefit management for a Health plan.

§ 9472. PHARMACY BENERT MANAGERS; REQUIRED PRACTICES

- timessthecontractprovideyotherwiserapharmmaeyh T

that proMdes pharmacy benefit managgment for a health plan shall:

1) Disclis i i g, skill, prudence, and diligence

under the circumstance®hen prevailing that #prudent pharmacy benefit

manager acting in like capacitYsand familiar with\such matters would use in the

conduct of an enterprise of a like chardster and with Yke aims. In the case of a

health benefit plan offered by a health insurer ¥ defined%by subdivision

9471(2)(A) of this title, the health insurer shall resible for

administering the health benefit plan in accordance with the I&h insurance

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

‘: 7 W T 2 OB | I 2 . g 3 . =
L 33500 0180 0001 A2 A 4450115 0 425 141278

-
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truthful under the circumstances then prevailing that a pharmacy benefit
mandger acting in_like capacity and familiar with such matters would use in
the coRduct of an enterprise of a like character and with like aims._In the case
of a_hedth benefit plan offered by a health _insurer as defined by subdivision
9471(2)(A of this title, the health insurer shall remain responsible for
administertyg the health benefit plan in accordance with the health insurance
policy or sulscriber contract or plan and in compliance with _all applicable
provisions of Nile 8 and this title.

2) Provid ;. all financial and utilization 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 dcsincd as confidential by a pharmacy benefit

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

disclosed by the health insurer to any pégson without the consent of the
sharmacy benefit manager, except that disc psure may be made by the health
insurer:

A) in a court filing under the consumer ¥raud provisions of chapter

63 of Title 9. provided that the information shall be ffled under seal and that

prior to the information being unsealed, the court shall ghye 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;

[ — PP 3 T
{Er-when-ordered=-hyv-arcourtfor-cood-cause-showr-er
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activity, policy, 8¢ practice of the pharmacy benefit manager that presents,

directly or indirectlyany conflict of interest with the requirements of this

section.

dispensation of a substitute prescription drug for a

4) With regard to

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

the prescribed drug and the phar y benefit manager receives a benefit or

(5) If the pharmacy benefit manager derives any payment or benefit for

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

for certain prescription drugs or classes or brands of dr\es within the state

pass that payment or benefit on in full to the health insure

6) Disclose to the health insurer all financial terms andarraneements

for remuneration of any kind that apply between the pharmacv beRefit manager

and any prescription drug manufacturer that relate to benefits providedd to

Sl O TSR ST AL DNUR T,
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procdssing, and pharmacy network fees charged from retail pharmacies and

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

subsection may designate that material as confidential. Information designated
as conlidential 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 hea!l surer:

(A) _in a court filing ukder the consumer fraud provisions of chapter

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

rior to the information being unsealedy the court shall give notice and an

opportunity to be heard to the pharmacy b&pefit manager on why the

information should remain confidential:

B) when authorized by chapter 63 of Tile 9:

defined in subdivision 9471(2)(A) of this title pursuant to the¥grovisions 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 b&ween

. 3 SO (I}
TICATUT TITSUTCL .
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a)\In addition to any remedy available to the commissioner under this title

and any oNger remedy provided by law, a violation of this subchapter shall be
considered a Wolation of the Vermont consumer fraud act in subchapter | of
chapter 63 of Titl&y]. All rights, authority, and remedies available to the
attorney general and pNvate parties to enforce the Vermont consumer fraud act
shall be available to enforcdg the provisions of this subchapter.

(b) In connection with any %g¢tion for violation of the Vermont consumer

fraud act, the commissioner’s deteypinations concerning the interpretation and
administration of the provisions of thisubchapter and any rules adopted
hereunder shall carry a presumption of validjty. The attorney general and the
commissioner shall consult with each other pridg to the commencement of an

investigation or enforcement action with respect to May pharmacy benefit

manager. The commissioner may enforce a violation of\his subchapter by a
pharmacy benefit manager under section 9412 of this title. Notwithstanding
the foregoing, the commissioner and the attorney general may blpg a joint

VT LEG 218367.v|
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stthchipber

T

\{a} Except as provided in subsection (d) of this section, in addition to any
rently available to the commissioner under this title and anv other remedy
provided by law. a violation of this subchapter shall be considered a violation
of the Wermont _consumer fraud act in subchapter 1 _of chapter 63 of Title 1.
Except a\pmvided in_subsection (d) of this section, all rights, authority, and
remedies cMﬂub!e to the attorney general and private parties to enforce the
Vermont conMmer fraud act shall be available to enforce the provisions of this

subchapter.

(b) In connecNon with any action for violation of the Vermont consumer
fraud act, the conbgissioner's determinations concerning the interpretation
and administration ofthe provisions of this subchapter and any rules adopted
aresumption of validity. The attorney general and the
commissioner shall consit with each other prior o the commencement of any
investigation _or_enforcemdgt action _with _respect_to_any_pharmacy benefit

manager.
(c) The commissioner mavNnvestigate, examine, or otherwise enforce a

violation of this subchapter hv\phannacv benefit_ manager under section

9412 of this title as if the pharmacvkenefit manager were a health insurer.

he_exclusive authority to_investigate,
isions of this subchapter relating to a
ith the pharmacy benefit manager's
activity with_respect to, a health

(d) The commissioner shall hav
examine, and otherwise enforce the pro
pharmacy benefit manager in connection
contractual relationship with, and any oth
insurer defined by subdivision 947 1(2)(A) of t

(e) Notwithstanding the foregoing, the coNmissioner and the attorney
general may bring a joint enforcement action aga¥st 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; REGI§TRATION;

AUDIT

without

VT LEG 218367.v1
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in the state of Vermont and proposing to contract

for the provision of pharmacy benefit management shall notify health insurers

that a quotation &g an administrative-services-only contract with full pass
through of negotiated phces, rebates. and other such financial benefits which
would identify to the health hsurer external sources of revenue and profit, is

available when the pharmacy beneft manager provides a quotation for any

other alternative pricing arrangement. Owotations for an administrative-

services-only contract shall include a reasonaBig fee pavable by the health

insurer which represents a competitive pharmacy bengfit profit.
c)(1) In order to enable periodic verification of pricinwarrangements
pharmacy benefit managers shall allow access, in accordance rules

adopted by the commissioner, by the health insurer to financial and c®gtractual

information necessary to conduct a complete and independent audit design®s

A pplicable under an administrative-services-only contract

under subsection (b) of ttssection, full pass through of negotiated drug prices

and fees associated with all drues disp >d to beneficiaries of the health plan

in both retail and mail order settings or resulting fromany of the pharmac

P b alad o il

SOTTTICUTTT LIy SOCTIOTT
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(Br-rapp

subsection (b)Wwf this section, full pass through of all financial remuneration

associated with all driygs dispensed to beneficiaries of the health plan in both
retail and mail order settings“ar resulting from any of the pharmacy benefit
management functions defined in this section; and

C) any other verifications relatin®to the pricing arrangements and

activities of the pharmacy benefit manager requirethby the commissioner.

2) The pharmacy benefit manager and the health 1¥surer may waive the

audit provided for in subdivision (1) of this subsection in a contrisf if the

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

L it g ¢
I TS AV AITaurre,

P —— o ¥ i . .
L0 40000104 2000 113 4 e 02 e e T

benefit niwgagers operating in the state of Vermont and proposing to contract
for the provNon of pharmacy benefit management shall notify health insurers
when the phargcy benefit manager provides a quotation that a quotation for
an udmini.wmtive&ruiccs-m:!v contract with full pass through of negotiated
prices, rebates, and%vurh financial benefits which would identifv to the
health insurer external sdrces of revenue and profit is generally available and
its _manager offers that type of arrangemeni.
ive-services-only contract _shall _include a
h_insurer which represents a_competitive
n_shall not be interpreted 1o require a
unistrative-services-only contract.

whether the pharmacy be
Quotations _for an adminisi
reasonable fee pavable by the he
This subsec
pharmacy benefits manager to offer an ¢

ion of pricing arrangements in
enefit managers shall allow
unissioner, by the health
v contract to financial
¢ and independent

(c)(!) In order to enable periodic verifid
administrative-services-only contracts, pharmac
access, in_accordance with rules adopred by the ¢
insurer who is a party to the administrative-services-c
and contractual information necessary to conduct a comj
audit designed to verify the following:

(A)_full pass through of negotiated drug prices and [eN associated

VT LEG 218367.v|
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rions defined in the contract;

(B) full pass through of all financial remuneration associated with all
drugs Njspensed to beneficiaries of the health plan in both retail and mail
order .\'Mﬁ.v or_resulting from _anv_of the pharmacy benefit manaeement
[unctions dgfined in the contract; and

(C\n‘v other verifications relating to the pricing arrangements and
activities of thpharmacy benefit manager required by the contract if required
by the commissionger.

d) The departnignt’s reasonable expenses in administering the provisions
of this section may be 8harged to pharmacy benefit managers in the manner
provided for in section 18 8 Title 8. Such expenses shall be allocated in
proportion to the lives of Ve ' pnters covered by each pharmacy benefit
manager as repotrted annually to thg commissioner in a manner and form

prescribed by the commissioner.

¢) The commissioner may adopt suclules as are necessary or desirable in

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

proprietary information is kept confidential and Mgt disclosed by a health

insurer.

(f) _As used in this section:

(1) *Health insurer” is defined in subdivision 9471(2Wof this title.

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

“Pharmacy benefit management” is defined in subdivisio

VT LEG 218367.v]
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Sec. 9. \APPLICATION
Secs. 7 &nd 8 of this act apply to contracts executed or renewed on or after

September 1. 2Q07. For purposes of this section, a contract executed pursuant

to a memorandumf agreement executed prior to September 1, 2007 is

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

was executed after that de.
Sec. 10. 18 V.S.A. chapter 9%is amended to read:

CHAPTER 91. GENEREDBRUGS PRESCRIPTION DRUG

COST CONTAINMENT
Sec. 11. 18 V.S.A. chapter 91, sections %601-4608 are designated as
subchapter 1 which is added to read:
Subchapter 1. Generic\Drugs
Sec. 12. 18 V.S.A. chapter 91, subchapter 2 is addd to read:
Subchapter 2. Evidence-Based Educatioh,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 thit reflect
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experimentgl or investigational treatment or services under a clinical

investigation roved by an institutional review board.

§4622. EVIDENCE-BASED EDUCATION PROGRAM

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

health access shall establish'an evidence-based prescription drug education

program for health care professignals designed to provide information and

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

to physicians, pharmacists, and other hgalth care professionals authorized to
prescribe and dispense prescription drugs.\The department may collaborate

with other states in establishing this procram.

b) The department shall request information \nd collaboration from

physicians, pharmacists, private insurers, hospitals, fharmacy benefit

managers, the drug utilization review board, medical scigols, the attorne

general, and any other programs providing an evidence-basey education to
prescribers on prescription drugs in developing and maintainindhe program.

¢) The department may contract for technical and clinical supphrt in the

e et s o ; £ N
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(d) The dgpartment and the attorney general shall collaborate in reviewing

the marketing adtivities of pharmaceutical manufacturine companies in

Vermont and determining appropriate funding sources for the proeram

including awards from Suyits brought by the attorney general against

pharmaceutical manufacturgys.

Subchapter 3. Infolnation Requirements

§4631. CONNDENTIALITY OF PRESGRIPTION INFORMATION

(a) The general asSenbly finds that it has Bgcome an increasinely common

practice for information idenMying p Ad.other prescribers in
rescription records (o be used to targsg pharmaceutichl marketine and gifts

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

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

professional autonomy of physicians. It is the intent of the g®seral assembly to

ensure the privacy of Vermonters and health care professionals by pr' ibiting

the commercial use of prescription information.

=—trye ysed wrthrs sectior:

VT LEG 218367.v1



10

11

12

13

14

15

16

18

19

20

21

BILL AS INTRODUCED S.115
2007 Page 28

£i = * . F i
= SroTrpurpose B crreeTad S AT OIS

promdfion, 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 Mehavior of an individual health care professional, market

rescription drilgs to patients, or evaluate the effectiveness of a professional
pharmaceutical defyiling sales force.

(2) “Electronic Yansmission intermediary” means an entity that provides

the infrastructure that corlgects the computer systems or other electronic

devices used by health care yofessionals, prescribers, pharmacies. health care

facilities and pharmacy benefit anagers, health insurers, third-part

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

the secure transmission of an individud's prescription drug order, refill

authorization request, claim, payment, or &her prescription drue information.

3) “Health care facility” shall have th&same meaning as in section

0402 of this title.

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

9402 of this title.

5) “Health insurer” shall have the same meaning as\n section 9410 of
this title.
6) “Pharmacy” means any individual or entity licensed or Yegistered

VN s w T P ¥
. O T IOCEEOT
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adm¥pister prescription drugs in the course of professional practice.
5%, “‘Regulated records™ means information or documentation from a

prescriptiomgritten by a prescriber doing business in Vermont or a

prescription disgensed in Vermont.

c) A health insyrer, a self-insured emplover, an electronic transmission
intermediary, a pharmagy, or other similar entity shall not license, transfer, use
or sell regulated records which include prescription information containing

atient-identifiable or prescriber-identifiable data for any commercial purpose.

(d) This section shall not appl%to:

(1) the license, transfer, use, oigale of regulated records for the limited

purposes of pharmacy reimbursement; prascription drug formular

compliance; patient care management: utilizMion 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 Apatient or to the

patient’s authorized representative:

3) the transmission of prescription information between &n authorized

prescriber and a licensed pharmacy, between licensed pharmacies, & that may

et ; : TS rorred
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aboute patient’s health condition, adherence to a prescribed course of
therapy afd other information relating to the drug being dispensed, treatment
options, recal\or patient safety notices, or clinical trials;

5) the collgction, use, or disclosure of prescription information or other
regulatory activity as\guthorized by chapter 84, chapter 84A, or section 9410 of

this title, or as otherwise Wrovided by law:

6) the collection and &ansmission of prescription information to a
Vermont or federal law enforcem¥ent officer engaged in his or her official

duties as otherwise provided by law?

(7) the collection, use, transfer, ofgale of patient and prescriber

data for commercial purposes if the data do Not identify a person. and there is

no reasonable basis to believe that the data provMed could be used to identify a

pPErson.

(e) In addition to any other remedy provided by lawMhe attorney general

may file an action in superior court for a violation of this se8ion or of an
rules adopted under this section by the attorney general. The atdgrnev general
shall have the same authority to investigate and to obtain remedies ¥ if the

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

VT LEG 218367.v]
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,_ * % * Prescription Drug Data Confidentiality * * *
Sec. 13. 18\WV.S.A. chapter 91, subchapter 3 is added to read:

Subchapter 3. Information Requirements
§ 4631. CONFIRENTIALITY OF PRESCRIPTION INFORMATION

a) The generdhassembly finds that it has become an increasingly common
practice for inforihation _identifving physicians and other prescribers in
prescription records ¥ be used to target pharmaceutical marketing and gifts
toward physicians who\prescribe the most_expensive drugs for their patients.
This practice raises drughcosts for all Vermont residents and compromises the

rofessional autonomy of Pavsicians. It is the intent of the general assembly to
ensure the privacy of Vermoyters and health care professionals by prohibiting
the commercial use of prescrifion information.

(b) As used in this section:

(1) “Commercial _purpo: shall _include advertising, marketing,
promotion, or any activity that is_itgended to be used or is used to influence
sales or the market share of a pharniceutical product, influence or evaluate
the_prescribing behavior of an_indiviXual health care professional, market
prescription_drugs to patients, or evalude the effectiveness of a professional
pharmaceutical detailing sales force.

(2) _ “Electronic transmission interediary” means an_entity _that
rovides the infrastructure that _connects 1M computer svstems or_other
electronic devices used by health care professiokals, prescribers, pharmacies
health _care facilities and pharmacy benefit mandgers, health insurers, third-
party administrators, and agents and contractors o\those persons in_order to
facilitate the secure transmission of an_individual'sNprescription_drug order,

refill, _authorization request, claim, payment, or oNer prescription drug
information.

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

(4) __“Health care professional” shall have the sameNeaning as in
section 9402 of this title.

(5) “Health insurer” shall have the same meaning as in secldon 9410 of

R masaas
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undX: chapter 36 of Title 26.

(X) “Prescriber” means an individual allowed by law to prescribe and
administy prescription drugs in the course of professional practice.

(8) WRegulated records” means information or documentation from a
wrescription Ywritten by _a prescriber doing business _in__Vermont _or _a
prescription dizpensed in Vermont.

¢) A health Ygsurer, a_self-insured emplover, an_electronic_transmission
intermediary, a phNrmacy, or other similar entity shall not license, transfer,
use, or_sell _regulded records which include prescription _information
containing _patient-idatifiable _or prescriber-identifiable data for _any

commercial purpose.
d) This section shall nd apply to:

(1) the license, transfeRuse, or sale of regulated records for the limited
purposes __of _pharmacy __retgbursement; _prescription __drug _ formulary
compliance; patient care mana@d¢ment; utilization review by a health care
professional, the patient's health ilurer, or the agent of either; or health care
research;

2) the dispensing of prescriptton medications to a patient or_to the
patient's authorized representative;
(3) the transmission of prescription Nformation between an authorized

rescriber and a licensed pharmacy, between Ycensed pharmacies, or that ma
occur in the event a pharmacy’s ownership is cMgneed or transferred;

(4) care management educational communtations provided to a patient
about_the patient’s health condition, adherence a_prescribed course _of
therapy and other information relating to the drug b¥&ng dispensed, treatment
options, recall or patient safety notices, or clinical triall

(5) the collection, use, or disclosure of prescription\aformation or other
regulatory activity as authorized by chapter 84, chapter 8™, or section 9410
of this title, or as otherwise provided by law:

(6) _the collection _and transmission of prescription inf&mation to a
Vermont _or federal law _enforcement officer engaged in his oNher official
duties as otherwise provided by law;

(7) _the collection, use, transfer, or sale of patient and prescriXer data
for commercial purposes if the data do not identify a person, and ther®&is no
reasonable basis to believe that the data provided could be used to idenXy a

§ amisicn
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may fi 1 action_in_superior court for a violation of this section or of any
rules adopte der this section by the attorney general. The attorney general
shall have the sar uthority to _investigate and to obtain _remedies as _if the
action were brought ur the Vermont consumer fraud act, chapter 63 of
Title 9. Each violation of Mssection or of any rules adopted under this
section by the attorney general con¥wtes a separate civil violation for which
the attorney general may obtain relief.

Sec. 14. 18 V.S.A. § 9410(¢e) is amended to read:

(e)  Records or information protected by the visions of the
physician-patient privilege under subsection 1612(a) of Title | 2~ggotected by
section 4631 of this title, or otherwise required by law to be held con tial,
shall be filed in a manner that does not disclose the identity of the protec

—

(e) Rgcords or information protected by the provisions of the
physician-patidqt privilege under subsection 1612(a) of Title 12, protected by
section 4631 of this (g, or otherwise required by law to be held confidential,
shall be filed in a manner thiwdoes not disclose the identity of the protected
person.

Sec. 15. 18 V.S.A. chapter 91, subchapter™,js added to read:
Subchapter 4. Consumer Prdyisions

§4641. CO-PAYMENT PRICING

A person licensed or registered under chapter 36 of Title 26 shall charge a

consumer the lesser of the co-payment required by the insurer or the usis

retail cost of the prescription drug.

VT LEG 218367.v1
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SH O PRESERIPHONPRUEG-CO-PAYMENTS—

ealth insurance or other health benefit plan offered by a health insurer

licensedyunder this chapter shall require the insured to pay only the lesser of
the co-payn¥gnt required by the insurer or the usual retail cost of the
prescription d

* % * Unconscionable Pricing * * *
Sec. #7718 V.S.A. chaNer 91, subchapter 5 is added to read:

Subchagter 5. Unconscionable Pricing

§ 4651. PURPOSE

The purpose of this subchapter 1\ to ensure Vermonters affordable access to

prescription drugs necessary for the treyment of certain health conditions

determined to be a serious public health prdblem in the state.

§ 4652. DEFINITIONS

For purposes of this subchapter:

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

unconscionable prices of prescription drugs, including anyégreganization

interest.

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

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

MUIII—J
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purchasers

§ 4653. UNCRNSCIONABLE PRICING PROHIBITED

A manufacturey of prescription drugs or its licensee shall not sell, supply for

sale, or impose minithum resale requirements for a prescription drug necessar

to treat a serious public Bealth problem that results in that prescription drug
being sold in Vermont for atyunconscionable price.

§ 4654. SERIOUS PUBLIC HEALTH PROBLEM

a)(1) The commissioner of hedth may issue a declaration that a health

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

public health problem.

2) The attorney general may request aydetermination by the
commissioner of health on whether a health condjtion meets the criteria in this

section. If the attorney general makes a request undgr this subdivision, the

commissioner of health shall consider the request.

b) At minimum, the commissioner shall consider the f&llowing factors

when declaring that a health condition is a serious public healty problem:

VT LEG 218367.v1
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prescription drugs:

(3) the cost of a prescription drug or a class of prescription drugs used to

treat the healtfycondition to the extent that information is available;

4) whethefa prescription drug or class of prescription drugs is essential
for maintaining health or life;

5) whether consimers affected with the health condition are unable to
afford the prescription dru} at the current price; and

6) other relevant factoks as determined by the commissioner.

4655. UNCONSCIONABLE RRICING; PRIMA FACIE CASE

a) A prima facie case of uncond¢ionable pricing shall be established where

the wholesale price of a prescription di\yg in Vermont is over 30 percent higher

than the prices available to federal agencids under the federal supply schedule

the prices available through the Healthy Verfyonters program. or the most

favored purchase price.

(b) If a prima facie case of unconscionable prichag is shown, the burdens of

providing evidence and of proving by a preponderancdof the evidence shall

shift to the defendant to show that a prescription drug is ot unconscionabl
priced by showing the demonstrated costs of invention. devéopment. and

production of the prescription drug, global sales and profits to date

-----
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dgug by residents and the government of Vermont.
§ 4666. CONSUMER FRAUD ACTION
The Wttorney 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, authoriyy, and remedies available to enforce the consumer fraud act
shall be available\fo enforce the provisions of this subchapter.
§ 4657. CIVIL ACNON

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

competent jurisdiction for &violation of this chapter and to seek a remed

including declaratory and injufictive relief.

b) Whenever an affected party, other than the attorney general, brings an
action pursuant to this chapter, a cop¥% 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 fot 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 sgction 4657 of this title, a

court determines that any person has violated this chaptel the court is

p
authortzed terrender
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prosecuting the action;

4) costs and reasonable attorney’s fees:; and

Subchapter 5. Unconscionable Pricing

§ 4651. WURPOSE

The purphge of this subchapter is to ensure Vermonters affordable access to
prescription s _necessary for the treatment of certain health conditions
determined to be wyserious public health problem in the state.

§4652. DEFINITI

For purposes of this sbbchapter:

(1) “Affected party” mgans any person in Vermont directly or indirectly
affected by unconscionable Pjces of _prescription drugs, including any
organization representing  such Ngersons or any person or organization
representing the public interest.

(2) "Most favored purchase pridg” means the price offered with all
rights and privileges accorded by the sell®to the most favored purchaser in
Vermont.

(3) _“Purchaser” means any person who Neages primarily in selling

drugs directly to consumers.

(4) _“Seller” means any person who trades inNdrues for resale to

purchasers in this state.

1 M 3
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nont for an unconscionable price a prescription drug necessary to treat a
ws public health threat provided for in section 4654 of this title.

S 4658 SERIOUS PUBLIC HEALTH THREAT

(a)(1)\The commissioner of health may issue a declaration that a health
condition prevalent in Vermont to such an extent as to constitute
a serious pulic health threat.

(2) Th& attorney general may request _a_determination by the
commissioner of ealth on_whether a_health condition or disease meets the
criteria_in _this secNon. If the attorney general makes a request under this
subdivision, the comssioner of health shall consider the request.

commissioner shall consider the following factors
th_condition_or disease is a serious public health

(h) At minimum, t
when declarin
threat:

(1) the number of Vermoyters that suffer from the health condition:

(2) the costs to the .s‘m!c\emp[m’er-._vnnnsared insurance, and private
insurers of treating the health condWjon with prescription drugs:

g or a class of prescription drues used
ation is available:

(3) the cost of a prescription
to treat the health to the extent that info

(4) _whether a prescription drug Nr class of prescription drugs is

essential for maintaining health or life:

(5) whether consumers affected with theNoealth condition are unable to

afford the prescription drug at the current price:

(6) other relevant factors as determined by thd
§4655. UNCONSCIONABLE PRICING: PRIMA FA

A prima facie
4653 of this title shall be established where the manufaXurer's price of a
prescription _drug in_Vermont is over 30 percent highe:\hmz the prices
available to federal agencies in Vermont under the federal suppl schedule. the
prices available through the Healthy Vermonters program, or th
purchase price available in Vermont.

priced by showing the demonstrated costs of invention. development, d
production _of the prescription _drug, global sales and profits to det®

PR T
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shall be avatkable to enforce the provisions of this subchapter.

§4657. CI VIBACT!ON‘

(a) Any affected party shall have standing to file a civil suit in a court of
competent jurisdicKon for a violation of this chapter and to seek a remedy,
including declaratorWand injunctive relief,

other than the attorney general, brings an
ipter, a copy of any pleadings shall be served on the
attorney general pursuantNp Rule 5 of the Vermont Rules of Civil Procedure.
Failure to comply with th¥ provision shall_not_affect the validity of the
yroceedings commenced undenthis section.

§ 4658. REMEDIES FOR CIVIDACTIONS

If in an action_brought by an c}kc:ed party under section 4657 of this title,
a court determines that _any per.m\ has violated this chapter, the courl is
authorized to render:

action pursuant to this ¢

anent injunctions to enjoin the sales
ionable prices;

(3) an order requiring reimbursement the state of Vermont for the
reasonable value of its services and its exhenses in_investigating and
prosecuting the action;

(4) costs and reasonable attorney’s fees; and

(5) any other relief deemed appropriate by the coxrt.

Seé"l—&‘. 33 V.S.A. § 1998a is added to read:

§ 1998a. MANUFACTURER FEE

U shall have

VT LEG 218367.v1
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are paid for by Medicaid, the Vermont Health Access Program, Dr. Dynasaur,

VPharm ‘ar Vermont Rx shall pay a fee of $1,000.00 per calendar year (o the

agency of human services.

¢) Fees collegted under this section shall fund the implementation and

¥y

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

education program established in subchapter 2 of Title 18.

d) The secretary of humanp services or designee shall make rules for the

‘\

implementation of this section.

* % % Consumer Protectjon; False Advertising * * *

violation under this chiwter.
b) As provided in section™d73 of Title 18, a violation of section 9472

shall be considered a violation under ¥js chapter.

c¢)(1) It shall be a violation under this ch™ter for a manufacturer of

prescription drugs to present or cause (o be presentethin the state a regulated

advertisement, unless that advertisement meets the requirerguts concerning

N W
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Codg of Federal Regulations, Part 202 and state rules.
For purposes of this section:
A\ “Manufacturer of prescription drugs” means a person authorized

by law to manu¥acture, bottle, or pack drugs or biological products, a licensee

or affiliate of that p&rson, or a labeler that receives drugs or biological products

from a manufacturer orwholesaler and repackages them for later retail sale and
has a labeler code from theNederal Food and Drug Administration under 21
Code of Federal Regulations, 2927.20 (1999).

B) “Regulated advertiseMent” means the presentation to the general
public of a commercial message regarding a prescription drug or biological

product by a manufacturer of prescription dugs that is broadcast on television,

cable, or radio from a station or cable companWthat 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. & sold in the state.
d) No person shall sell, offer for sale, or distribute eledronic prescribing

software that advertises, uses instant messaging and pop-up ad\ertisements, or

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

of a health care professional through economic incentives or otherwishand

VT LEG 218367.v1
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vided in section 9473 of Title 18, a violation of section 9472 shall
violation under this chapter.

|_be _a violation under this_chapter for a manufacturer of
to present or cause to be presented in the state a regulated
advertisement does not comply with _the requirements
1 drugs and devices and prescription drug advertising of
federal law and reguldions under 21 United States Code, Sections 331 and
352(n) and 21 Code ofNFederal Regulations, Part 202 and state rules. A
warning or untitled letterNssued by the U.S. Food and Drug Administration
shall be prima facie evidenr.%: violation of federal law and regulations.

(2) For purposes of this Mection:

advertisement if t
conceriing misbran

scription drugs” means a person authorized
'k drugs or biological products, a licensee
ler that receives drugs or biological
saler and _repackages them for later
om__the federal Food and Drug
ulations, 2027.20 (1999).

s the presentation to the general
escription drug or biological
ugs that is broadcast _on
ompany_that _is physically
location in the state, or
\stributed, or sold in the

(A) “"Manufacturer of p

b
or_affiliate_of that_person, or a lc
products from _a _manufacturer or wh
retail_sale _and has a labeler code
Administration under 21 Code of Federal

(B) “Regulated advertisement” mec
public of a commercial message regarding a
product by a manufacturer _of prescription
television, cable, or radio from a_station or cable
located in the state, broadcast over the internet fro
printed in magazines or newspapers that are printed,
state,

tronic prescribing
fvertisements, or
ihing decision
herwise and
or act of a

(d) _No person shall sell,_offer for sale, or distribute e
software that advertises, uses instant messaging and pop-up
uses other means to influence or attempt to influence the pres
of a health care professional through economic incentives or
which _is triggered or_in_specific response to the input, selection,
health care professional or agent in prescribing a specific prescriptid
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simbursement, prescription drug formulary compliance, and patient care

mogagement,

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

(a) The dgmmissioner may suspend, revoke, or refuse to continue or renew
any license issud¢d 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 mofg of the following conditions:

¥ % %

(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 (0
sell, solicit. or negotiate the purchase 0f health insurance in this state by:

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

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

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

by an insurance agent or insurance company.

B) Using an appointment that was made to discus&Medicare products
or to solicit the sale of Medicare products to solicit sales of aky other insurance

products unless the consumer specifically agreed in advance of

appointment to discuss other types of insurance products durin

VT LEG 218367.v1
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* - = - -
1 L1 . L] (1] - (1] (1l » v - L “h \ . ¢4 il L/

and Medicare supplement plans;

19
Sec. 2T. RECQDIFICATION

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®52 of Title 2.

e B
Sec. 227 REPEAL

JetHoT2009-of Fitie-33- \

VT LEG 218367.v1
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SENATE HAMBER
5/7 2007

Appeartng (Sefdiizoeniy) on the
Calendar for Notics, on motion of
Senator __ Oyo ., the rules
were suspended and the bill was taken
up for immediate consideration,
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SENATE CHAMBER
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Taken up and pending the question
"Shall the Senais concur in the Houso
proposal(s) of amendment?” on mc
of Sen. _ (o, the Sen
refused to concur in the Hous
proposal(s) of amendment &
requested a Committee of Conference.
Thereupon, pursuant to the request of
the Sénate, the President appointed a3
members of the Commiliee of
Conference on the part of the Senate:
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o , 202
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o7
were suspsnded and billjvas ordered
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(pending entry) on the
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Sanator gu\m\ én , the rules

were suspended and the bili was taken

- up for immediate consideration.

' Assistant Sscretary

SENATE CHAMBER
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sa en up; pending questions, Shall
enate accept and adopt report of

Conference Committes? was decided

in affirmative

SEN? CHAMBER
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On motion of Sen. Sl rules
were suspended and biif was crdered




	Act 80 (2007) Part 1
	Act 80 (2007) Part 2
	Act 80 (2007) Part 3

