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S.175

Introduced by Senators Ashe, Ayer, Lyons, Pearson, and Sirotkin

Referred to Committee on Health and Welfare

Date: January 3, 2018

Subject: Health; prescription drugs; importation; Green Mountain Care Board;
Attorney General; bulk purchasing; health insurance; cost
containment

Statement of purpose of bill as introduced: This bill proposes to establish a

program to allow wholesale importation of prescription drugs from Canada

into Vermont. It would create a bulk purchasing program for prescription

drugs through the Department of Health and require prescription drug

manufacturers to provide notice before introducing new, high-cost drugs to the

market. The bill would also require health insurers to provide information

about the impact of prescription drug spending on premium rates as part of the

Green Mountain Care Board’s rate review process and direct the Board to

publish an annual report demonstrating the overall impact of drug costs on

health insurance premiums.

: EHIHIH'“ DT CHASITE, Tt Hio [THPECT Of PTESCTDHON Urerg Costs-on

An act relating to the wholesale importation of prescription drugs into
Vermont

It is hereby enacted by the General Assembly of the State of Vermont:
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* ok kAN Dholocalo Tnanartation Drograng ok k%

Se&. 1. 18 V.S.A. chapter 91, subchapter 4 is added to read:

dubchapter 4. Wholesale Prescription Drug Importation Program

§4651. W OLESALE IMPORTATION PROGRAM FOR PRESCRIPTION

DRUSGS; DESIGN

(a) The Agencwof Human Services, in consultation with interested

stakeholders and approWriate federal officials, shall design a wholesale

prescription drug importati§n program that complies with the applicable

requirements of 21 U.S.C. § 38, including the requirements regarding safety

and cost savings. The program deSen shall:

(1) designate a State agency thatghall either become a licensed drug

wholesaler or contract with a licensed drudvholesaler in order to seek federal

certification and approval to import safe prescption drugs and provide

significant prescription drug cost savings to Vermot consumers;

(2) use Canadian prescription drug suppliers reg@lated under the laws of

Canada or of one or more Canadian provinces, or both;

(3) ensure that only prescription drugs meeting the U.S.%00d and Drug

Administration’s safety, effectiveness, and other standards shall beSgnported by

or on behalf of the State:

(4) import only those prescription drugs expected to generate substaftial

VT LEG #327441 v.1
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&quirements of 21 U.S.C. §§ 360eee and 360eee-1 to the extent feasible and

practial prior to imported drugs coming into the possession of the State

wholesal% and that it complies fully after imported drugs are in the possession

of the State Wholesaler;

(6) prohib%the distribution, dispensing, or sale of imported products

outside Vermont’s bokders;

(7) establish a fee'§n each prescription or establish another financing

mechanism to ensure that théfproeram is funded adequately in a manner that

does not jeopardize significant c@@sumer savings; and

(8) include a robust audit func®on.

(b) On or before January 1, 2019, theMecretary of Human Services shall

submit the proposed design for a wholesale p¥escription drug importation

program to the House Committee on Health Cardnd the Senate Committees

on Health and Welfare and on Finance.

§ 4652. MONITORING FOR ANTICOMPETITIVE BBSEHAVIOR

The Agency of Human Services shall consult with the Off%e of the

Attorney General to identify the potential, and to monitor, for anicompetitive

behavior in industries that would be affected by a wholesale prescrip®on drug

1mportation program.

VT LEG #327441 v.1
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forpal request to the Secretary of the U.S. Department of Health and Human

Servic® for certification of the State’s wholesale prescription drug importation

program.

§ 4654. IMPIRMENTATION PROVISIONS

Upon certificatMyn and approval by the Secretary of the U.S. Department of

Health and Human SeMices, the Agency of Human Services shall begin

implementation of the whdesale prescription drug importation program and

shall begin operating the progfm within six months following the date of the

Secretary’s approval. As part of tfg implementation process, the Agency of

Human Services shall, in accordance Wgth State procurement and contract

laws, rules, and procedures as appropriate?

(1) become licensed as a wholesaler or &ter into a contract with a

Vermont-licensed wholesaler;

(2) contract with one or more Vermont-licensed¥distributors;

(3) contract with one or more licensed and regulate®&Canadian

suppliers;

(4) engage with health insurance plans, emplovers, pharma®es, health

care providers, and consumers;

(5) develop a registration process for health insurance plans,

VT LEG #327441 v.1
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(6) create a publicly available source for listing the prices of imported

prescption drug products that shall be made available to all participating

entities ail consumers;

(7) creXe an outreach and marketing plan to generate program

awareness,

(8) starting in e weeks before the program becomes operational, create

and staff a hotline to answigr questions and address the needs of consumers,

employers, health insurance p¥gns, pharmacies, health care providers, and

other affected sectors;

(9) establish the audit function Wnd a two-year audit work-plan

cycle; and

(10) conduct any other activities that th§ Agency determines to be

important for successful implementation of the prégram.

§ 4655. ANNUAL REPORTING

(a) Annually on or before January 15, the Agency of Mgman Services shall

report to the House Committee on Health Care and the Senate% ommittees on

Health and Welfare and on Finance regarding the operation of theyholesale

prescription drug importation program during the previous calendar y8gr

including:

VT LEG #327441 v.1
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(2) the number of participating pharmacies, health care providers, and

healthMgsurance plans;

(3) ®e number of prescriptions dispensed through the program;

(4) the &timated savings to consumers, health plans, employers, and the

State during the pr&vious calendar year and to date;

(5) information%egarding implementation of the audit plan and audit

findings; and

(6) any other informatiog the Secretary of Human Services deems

relevant.

(b) The provisions of 2 V.S.A. § 20&d) (expiration of required reports) shall

not apply to the report to be made under tifs section.

* * * Bulk Purchasing of Prescrgtion Drugs * * *
Sec. 2. 18 V.S.A. chapter 91, subchapter 5 is adde§to read:

Subchapter 5. Bulk Purchasin®

§ 4671. DEFINITIONS

As used in this subchapter:

(1) “Pharmacy benefit manager” shall have the same meanif¥g as in

section 9471 of this title.

(2) “Prescription drug claims processor’” means a person who does e

VT LEG #327441 v.1
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(B) adjudicates pharmacy claims;

C) transmits prescription drug prices and claims data between

pharmacies ‘&nd the bulk purchasing program established in this subchapter; or

(D) pr&gcesses payments to pharmacies related to the bulk purchasing

program established¥in this subchapter.

§ 4672. PRESCRIPTIGN DRUG BULK PURCHASING PROGRAM

(a) Purposes. There is edablished a bulk purchasing program for

prescription drugs in the Departigent of Health for the purposes of:

(1) purchasing prescription dMggs or reimbursing pharmacies for

prescription drugs, or both, in order to réceive discounted prices and rebates;

(2) making prescription drugs availaBe at the lowest possible cost to

participants in the program; and

(3) maximizing the purchasing power of presription drug consumers in

this State in order to negotiate the lowest possible priceSfor these consumers.

(b) Administration. The Department of Health shall adi&inister the

program by:

(1) negotiating price discounts and rebates on prescription dres with

prescription drug manufacturers;

(2) purchasing prescription drugs on behalf of participants in the

Dl
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prescMption drugs;

(4)Nleveloping a system for allocating and distributing among program

participants tfg program’s operational costs and any rebates obtained;

(5) cooper®ing with other states or regional consortia in the bulk

purchase of prescriptf§n drugs; and

(6) establishing terMas and conditions for pharmacies to enroll in the

program.

(c) Contracts. The Departme may enter into contracts with pharmacy

benefit managers or prescription drugflaims processors, or both.

(d) Application process.

(1) The Department shall create and di%ribute an application for

enrollment in the program.

(2) The Department may charge a participant Mgominal fee to:

(A) process the application for enrollment in th&program; and

(B) produce and distribute identification cards for tlg program.

(e) Program prices.

(1) The Department shall calculate and transmit to each enroll&g

pharmacy the program price for each prescription drug included in the

program.

VT LEG #327441 v.1
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pr&eram identification card.

nrollment.

(1) Wubject to subdivision (2) of this subsection and notwithstanding any

other provisiofof law to the contrary, the Department shall automatically

enroll in the progrm all consumers receiving prescription drugs through any

other State agency or Separtment.

(2) Notwithstandin®&subdivision (1) of this subsection, if another State

agency or department demons¥ates to the Department that program enrollment

would result in a net increase in c8ts to either the State or the consumers, the

other agency or department shall be edgmpt from automatic enrollment in the

bulk purchasing program established in th¥ subchapter.

§ 4673. FEDERAL WAIVER

If a federal waiver is necessary to enable the pMticipation of any Vermont

consumer in the bulk purchasing program established% this subchapter, the

Department shall take all necessary steps to obtain the waker, and any other

State agency or department that provides prescription drugs tO&Vermont

consumers shall cooperate with the Department in obtaining the wiiver.

§ 4674. RULES

The Department shall adopt rules pursuant to 3 V.S.A. chapter 25 as ndgded

VT LEG #327441 v.1
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(1) the enrollment of pharmacies in the program: and

(B the issuance of prescription drug identification cards to participants

in the prog%am.

§ 4675. REPORTING REQUIREMENTS

(a) Annually oMor before January 15, the Department of Health shall

provide a report on theWprogress of program implementation to the House

Committee on Health Carcdgnd the Senate Committees on Health and Welfare

and on Finance.

(b) Each report shall include ti§ following information:

(1) the number of participants ifthe program during the previous

calendar year and the number of participai¥s the Department anticipates for the

upcoming calendar vear;

(2) the number of participants for whom th&rogram has purchased

prescription drugs during the previous calendar year algd to date, as well as the

number of participants for whom the program expects to prchase prescription

drugs during the upcoming calendar year;

(3) the total and average individual savings on prescription @rug prices

for participants for the previous calendar year and to date, as well as tNg

projected total and average individual savings on prescription drug prices ¥r

VT LEG #327441 v.1
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-x— u < TVWare vApaY PO ST O, O

) any recommendations for legislation that the Department feels are

necessary%o implement the program further and to expand program

participation.

* * Health Insurance Plan Reporting * * *
Sec. 3. 8 V.S.A. § 4082 is amended to read:
§ 4062. FILING AND ARPROVAL OF POLICY FORMS AND PREMIUMS
* % %

(b)(1) In conjunction with a r&e filing required by subsection (a) of this
section, an insurer shall file a plain la%guage summary of the proposed rate.
All summaries shall include a brief justiff§ation of any rate increase requested,
the information that the Secretary of the U.SNDepartment of Health and
Human Services (HHS) requires for rate increase§over 10 percent, and any
other information required by the Board. The plain [§guage summary shall
be in the format required by the Secretary of HHS pursudigt to the Patient
Protection and Affordable Care Act of 2010, Public Law 111%48, as amended
by the Health Care and Education Reconciliation Act of 2010, PUglic Law 111-
152, and shall include notification of the public comment period estaWlished in
subsection (¢) of this section. In addition, the insurer shall post the sumri¥gries

on its website.

VT LEG #327441 v.1
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(1) for all covered prescription drugs, including generic drugs,

brand- e drugs excluding specialty drugs, and specialty drugs dispensed at

a pharmacy&network pharmacy, or mail-order pharmacy for outpatient use:

%) the percentage of the premium rate attributable to

prescription drug c®gts for the prior vear for each category of prescription

drugs;

(II) the veaMpver-year increase or decrease, expressed as a

percentage, in per-member, pernonth total health plan spending on each

category of prescription drugs; and

(I1I) the vear-over-year Wacrease or decrease in per-member,

per-month costs for prescription drugs comMared to other components of the

premium rate; and

(i1) the specialty tier formulary list.

(B) The insurer shall provide, if available, thepercentage of the

premium rate attributable to prescription drugs administere®&by a health care

provider in an outpatient setting that are part of the medical berlgfit as separate

from the pharmacy benefit.

(C) The insurer shall include information on its use of a pharrac

benefit manager, if any, including which components of the prescription driig

OVCTdgcC (C [10Cd 111 SUDAIV OI A) dlld (D) O [ UDA1V Ol dI'C
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Mharmacy benefit manager or managers used.

&(1) The Board shall provide information to the public on the Board’s
website pout the public availability of the filings and summaries required
under this sc§ion.

(2)(A) Bejnning nolater than January 12014 the The Board shall
post the rate filings Phrsuant to subsection (a) of this section and summaries
pursuant to subsection (O of this section on the Board’s website within five
calendar days ef following fMgng. The Board shall also establish a mechanism
by which members of the public%gay request to be notified automatically each
time a proposed rate is filed with the¥goard.

* %
Sec. 4. 18 V.S.A. § 4636 is added to read:

§ 4636. IMPACT OF PRESCRIPTION DRUG QQOSTS ON HEALTH

INSURANCE PREMIUMS; REPORT

(a) Each health insurer with more than 200 covered I™%¢s in this State shall

report to the Green Mountain Care Board, for all covered pre¥gription drugs,

including generic drugs, brand-name drugs, and specialty drugs pvided in an

outpatient setting or sold in a retail setting:

(1) the 25 most frequently prescribed drugs and the average wholeSle

VT LEG #327441 v.1
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whWlesale price for each drug: and

(W) the 25 drugs with the highest year-over-year price increases and the

average wilesale price for each drug.

(b) The Gr&n Mountain Care Board shall compile the information

reported pursuant M subsection (a) of this section into a consumer-friendly

report that demonstrat® the overall impact of drug costs on health insurance

premiums. The data in thé§eport shall be aggregated and shall not reveal

information as specific to a paMgcular health benefit plan.

(¢) The Board shall publish the%eport required pursuant to subsection (b)

of this section on its website on or bet®e January 1 of each year. Information

provided to the Board pursuant to this sect#n is exempt from inspection and

copying under the Public Records Act and sha% be kept confidential except to

the extent it is ageregated and included in the repo% described in subsection

(b) of this section.

* * * Notice of New High-Cost Drugs *% *
Sec. 5. 18 V.S.A. § 4637 is added to read:

§ 4637. NOTICE OF INTRODUCTION OF NEW HIGH-COST

PRESCRIPTION DRUGS

(a) As used in this section:

kln- aWa .-.n aWa o AVaNFaVat o2 Wa' .-.n--- “
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ar’’ 40 cootioan A4

(2) “Prescription drug” means a drug as defined in 21 U.S.C. § 321.

bMA prescription drug manufacturer shall notify the Office of the

Attorney &eneral in writing if it is introducing a new prescription drug to

market at a wilglesale acquisition cost that exceeds the threshold set for a

specialty drug und% the Medicare Part D program. The manufacturer shall

provide the written nofige within three calendar days following the release of

the drug in the commercial¥narket. A manufacturer may make the notification

pending approval by the U.S. F§od and Drug Administration (FDA) if

commercial availability is expectedWyithin three calendar days following the

approval.

(¢) Not later than 30 calendar days folloWging notification pursuant to

subsection (b) of this section, the manufacturer Sjall provide all of the

following information to the Office of the Attorney &eneral in a format that

the Office prescribes:

(1) a description of the marketing and pricing plans us8 in the launch

of the new drug in the United States and internationally;

(2) the estimated volume of patients who may be prescribed th&drug;

(3) whether the drug was granted breakthrough therapy designation®gr

priority review by the FDA prior to final approval; and

4 bo doto ond o100 o cuicition df thao diag naot doyalonod b

VT LEG #327441 v.1



10

11

12

13

14

15

16

17

18

19

20

21

BILL AS INTRODUCED AND PASSED BY SENATE AND HOUSE S.175
2018 Page 16 of 30

M) The manufacturer may limit the information reported pursuant to

subsect¥gn (c) of this section to that which is otherwise in the public domain or

publicly aviilable.

(e) The Oft%e of the Attorney General shall publish on its website at least

quarterly the inform¥gtion reported to it pursuant to this section. The

information shall be pulished in a manner that identifies the information that

1s disclosed on a per-drug Bgsis and shall not be aggregated in a manner that

would not allow identification & the drug.

(f) The Attorney General may Bging an action in the Civil Division of the

Superior Court, Washington County folinjunctive relief, costs, and attorney’s

fees and to impose on a manufacturer that Mils to provide the information

required by subsection (c) of this section a cividpenalty of not more than

$1,000.00 per day for every day after the notificati® period described in

subsection (b) of this section that the required informa®n is not reported. In

any action brought pursuant to this section, the Attorney GWneral shall have the

same authority to investigate and to obtain remedies as if the a8ion were

brought under the Consumer Protection Act, 9 V.S.A. chapter 63.

* % * Effective Date * * *

Sec. 6. EFFECTIVE DATE

VT LEG #327441 v.1
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SN 1. 18 V.S.A. chapter 91, subchapter 4 is added to read:
ubchapter 4. Wholesale Prescription Drug Importation Program

0 4651 WVHOLESALE IMPORTATION PROGRAM FOR PRESCRIPTION
RRUGS,; DESIGN

(a) Th&Agency of Human Services, in consultation with interested
stakeholders ®d appropriate federal officials, shall desien a wholesale
prescription dri¥ importation program that complies with the applicable
requirements of 2RU.S.C. § 384, including the requirements regarding safety
and cost savings. e program design shall:

(1) designate atate agency that shall either become a licensed drug
wholesaler or contract a licensed drug wholesaler in order to seek federal
certification and approvd& to import safe prescription drugs and provide
significant prescription drug%ost savings to Vermont consumers,

(2) use Canadian prescr®tion drug suppliers regulated under the laws
of Canada or of one or more Can&lian provinces, or both;

(3) ensure that only prescriptMn drugs meeting the U.S. Food and Drug
Administration s safety, effectiveness, ®d other standards shall be imported by
or on behalf of the State,

(4)  import only those prescrip®on drugs expected to generate
substantial savings for Vermont consumers;

(5) ensure that the program complies Nith the tracking and tracing
requirements of 21 U.S.C. §§ 360eee and 360eeByl to the extent feasible and
practical prior to imported drugs coming into Mg possession of the State
wholesaler and that it complies fully after imported dWyges are in the possession
of the State wholesaler;

(6) prohibit the distribution, dispensing, or sale & imported products
outside Vermont's borders;

(7) establish a fee on each prescription or establish aMgther financing
mechanism to ensure that the program is funded adequately in % manner that
does not jeopardize significant consumer savings, and

(8) include a robust audit function.

(b) On or before January 1, 2019, the Secretary of Human ServicMshall
submit the proposed design for a wholesale prescription drug impori®ion
program to the House Committee on Health Care and the Senate Commiti®&s

an Lloo g d Iolfaro agnnd o Lliunagnoo
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he Agency of Human Services shall consult with the Office of the Attorney
GenWal to identify the potential, and to monitor, for anticompetitive behavior
in inMstries that would be affected by a wholesale prescription drug
importa%on program.

0 4653. FRDERAL COMPLIANCE

(a) On or%efore July 1, 2019, the Agency of Human Services shall submit
a formal requeMto the Secretary of the U.S. Department of Health and Human
Services for certifigation of the State'’s wholesale prescription drug importation

program.

(b) The Agency W Human Services shall seek the appropriate federal
approvals, waivers, exWgptions, or agreements, or a combination thereof, as
needed to enable all coMged entities enrolled in or eligible for the federal
340B Drug Pricing Pro%am to participate in the State’s wholesale
prescription drug importatioMgprogram to the fullest extent possible without
jeopardizing their eligibility forhe 340B Program.

Q 4654. IMPLEMENTATION PRO/ISIONS

Upon certification and approval Mg the Secretary of the U.S. Department of
Health and Human Services, the AMgncy of Human Services shall begin
implementation of the wholesale prescrMgion drug importation program and
shall begin operating the program within & months following the date of the
Secretary’s approval. As part of the impleMentation process, the Agency of
Human Services shall, in accordance with Xgte procurement and contract
laws, rules, and procedures as appropriate:

(1) become licensed as a wholesaler or efer into a contract with a
Vermont-licensed wholesaler;

(2) contract with one or more Vermont-licensed dMgributors,

(3) contract with one or more licensed and Mgulated Canadian
suppliers;

(4) engage with health insurance plans, employers, pha¥gacies, health
care providers, and consumers;

(5) develop a registration process for health insuramge plans,
pharmacies, and prescription drug-administering health care provickgrs who
are willing to participate in the program;

(6) create a publicly available source for listing the prices of impoXed
prescription drug products that shall be made available to all participatiMg

VT LEG #327441 v.1
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avmgreness,

8) starting in the weeks before the program becomes operational,
create Mgd staff a hotline to answer questions and address the needs of
consumerMW employers, health insurance plans, pharmacies, health care
providers, a’g other affected sectors,

(9) estish the audit function and a two-year audit work-plan
cycle; and

(10) conduct Wy other activities that the Agency determines to be
important for successfulMgnplementation of the program.

9 4655. ANNUAL REPORNNG

(a) Annually on or before Mnuary 15, the Agency of Human Services shall
report to the House Committee Mg Health Care and the Senate Committees on
Health and Welfare and on FinanO&recarding the operation of the wholesale
prescription drug importation progcrn during the previous calendar year,

including:
(1) which prescription drugs were in®ded in the wholesale importation
program;

(2) the number of participating pharmaci®& health care providers, and
health insurance plans,

(3) the number of prescriptions dispensed throudWthe program;

(4) the estimated savings to consumers, health plan&employers, and the
State during the previous calendar year and to date;

(5) information recarding implementation of the audit Man and audit

findings, and

(6) any other information the Secretary of Human Servic® deems
relevant.

(b) The provisions of 2 V.S.A. § 20(d) (expiration of required reports) sMgll

VT LEG #327441 v.1
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SN 2. 18 V.S.A. chapter 91, subchapter 5 is added to read:
Subchapter 5. Bulk Purchasing
§ 4671 NDEFINITIONS

As usecd§n this subchapter:

(1) “Mgarmacy benefit manager” shall have the same meaning as in
section 9471 oMghis title.

(2) “PrescMption drug claims processor’” means a person who does one
or more of the folloWng:

(A) processeSand pays prescription drug claims;

(B) adjudicatesharmacy claims;

(C) transmits pr&cription drug prices and claims data between
pharmacies and the bulk pur8asing program established in this subchapter;
or

(D) processes payments B pharmacies related to the bulk purchasing
program established in this subchap®r.

(3) “Wholesale drug distributor®&shall have the same meaning as in 26

V.S.A4.§2022.
9 4672. PRESCRIPTION DRUG BULK POQCHASING PROGRAM

(a) Purposes. There is established aWpulk purchasing program for
prescription drugs in the Department of Health My the purposes of:

(1) purchasing prescription drugs or rnbursing pharmacies for
prescription drugs, or both, in order to receive discoigted prices and rebates,

(2) making prescription drugs available at the Wwest possible cost to
participants in the program; and

(3) maximizing the purchasing power of prescription ¥gug consumers in
this State in order to negotiate the lowest possible prices for t/Mse consumers.

(b)  Administration. The Department of Health shall minister the
program, with the assistance of a wholesale drug distributor if the®epartment
deems it appropriate, by:

(1) negotiating price discounts and rebates on prescription dr with
prescription drug manufacturers,

(2) purchasing prescription drugs on behalf of participants in %ge

VT LEG #327441 v.1
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pRgscription drugs;

4) developing a system for allocating and distributing among program
particgants the program s operational costs and any rebates obtained;

5 cooperating with other states or regional consortia in the bulk
purchase oXprescription drugs, and

(6) esMblishing terms and conditions for pharmacies to enroll in the
program.

(c) Contracts. 8 he Department may enter into contracts with one or more
of the following:

(1) pharmacy boRefit managers;

(2) prescription dri®g claims processors; or

(3) wholesale drug diXgibutors.

(d) Application process.

(1) The Department shaMcreate and distribute an application for
enrollment in the program.

(2) The Department may charge¥ participant a nominal fee to:

(A) process the application for Mgyollment in the program, and

(B) produce and distribute identifi®tion cards for the program.

(e) Program prices.

(1) The Department shall calculate anMtransmit to each enrolled
pharmacy the program price for each prescriptgn drug included in the

program.

(2) An enrolled pharmacy shall charge a prORram participant the
program price for a prescription drug if the participd presents a valid
program identification card.

(1) Enrollment.

(1) Subject to subdivision (2) of this subsection and notwit/Mganding any
other provision of law to the contrary, the Department shall ailgmatically
enroll in the program all consumers receiving prescription drugs thr@gch any
other State agency or department.

(2) Notwithstanding subdivision (1) of this subsection, if another Xate
agency or department demonstrates to the Department that progr®
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eWollment in the bulk purchasing program established in this subchapter:
S 40§3. FEDERAL WAIVER

If a¥ederal waiver is necessary to enable the participation of any Vermont
consumnin the bulk purchasing program established in this subchapter, the
Departme™ shall take all necessary steps to obtain the waiver, and any other
State agencW or department that provides prescription drugs to Vermont
consumers shd¥ cooperate with the Department in obtaining the waiver:

¢ 4674. RULES

The Department ¥all adopt rules pursuant to 3 V.S.A. chapter 25 as needed
to carry out the purpRses of this subchapter. At a minimum, the rules shall
address.

(1) the enrollment oXpharmacies in the program; and

(2) the issuance of pr&Xgription drug identification cards to participants
in the program.

9 4675. REPORTING REQUIRENENTS

(a) Annually on or before JanMgry 15, the Department of Health shall
provide a report on the progress of Wogram implementation to the House
Committee on Health Care and the Sene Committees on Health and Welfare
and on Finance.

(b) Each report shall include the followin&information.

(1) the number of participants in the¥rogram during the previous
calendar vear and the number of participants th&Department anticipates for
the upcoming calendar vear,

(2) the number of participants for whom the Wyogram has purchased
prescription drugs during the previous calendar vear ¢ to date, as well as
the number of participants for whom the program &pects to purchase
prescription drugs during the upcoming calendar year;

(3) the total and average individual savings on prescrip®on drug prices
for participants for the previous calendar year and to date, M well as the

projected total and average individual savings on prescription dri&g prices for
participants during the upcoming calendar year;

(4) progress toward expanding the program, and

(5) any recommendations for legislation that the Department feelSare
necessary to implement the program further and to expand progri
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SN 2a. WHOLESALE IMPORTATION AND BULK PURCHASING
PROGRAMS; CONDITION FOR IMPLEMENTATION

be Agency of Human Services and the Department of Health shall be
required ¥ design and commence implementation of the wholesale prescription
drug impation program described in Sec. 1 of this act and the bulk
purchasing Mo gram described in Sec. 2 of this act only to the extent that funds
are appropriai&l for either or both of these purposes in the budget bill enacted
by the General Mgsembly for fiscal year 2019.

*Q* Health Insurance Plan Reporting * * *
Sec. 3. 8 V.S.A. § 400is amended to read:
§4062. FILING AND ARPROVAL OF POLICY FORMS AND PREMIUMS

% %k ok

(b)(1) In conjunction witiRg rate filing required by subsection (a) of this
section, an insurer shall file a Main language summary of the proposed rate.
All summaries shall include a bridjjustification of any rate increase requested,
the information that the Secretarof the U.S. Department of Health and
Human Services (HHS) requires for Wgte increases over 10 percent, and any
other information required by the Boar% The plain language summary shall
be in the format required by the Secret®y of HHS pursuant to the Patient
Protection and Affordable Care Act of 201 Public Law 111-148, as amended
by the Health Care and Education Reconcilia®gn Act of 2010, Public Law 111-
152, and shall include notification of the publigomment period established in
subsection (c) of this section. In addition, the ins¥er shall post the summaries
on its website.

(2)(4) In conjunction with a rate filing required®y subsection (a) of this
section, an insurer shall disclose to the Board.:

(i) for all covered prescription drugs, incluMng generic drugs,
brand-name drugs excluding specialty drugs, and specialty Mugs dispensed at
a pharmacy, network pharmacy, or mail-order pharmacy for oi®patient use.

(1) the percentage of the premium rate aiXgbutable to
prescription drug costs for the prior year for each category of Mescription

drugs;

(1l) the vear-over-year increase or decrease, expressct as d
percentage, in per-member. per-month total health plan spending on %ch
category of prescription drugs, and
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pRmium rate; and

(ii) the specialty tier formulary list.

‘B) The insurer shall provide, if available, the percentage of the
premium¥gate attributable to prescription drugs administered by a health care
provider iMyan outpatient setting that are part of the medical benefit as
separate fromghe pharmacy benefit.

(C) e nsurer shall include information on its use of a pharmacy
benefit manager, % any, including which components of the prescription drug
coverage describedgn subdivisions (4) and (B) of this subdivision (2) are
managed by the ph®macy benefit manager, as well as the name of the
pharmacy benefit mana¥r or managers used.

(c)(1) The Board shalprovide information to the public on the Board's
website about the public aWgilability of the filings and summaries required
under this section.

(2)(A) Beginning nolateMghanJanuary—1—2014—the The Board shall
post the rate filings pursuant to sisection (a) of this section and summaries
pursuant to subsection (b) of this s&tion on the Board’s website within five
calendar days ef following filing. The%oard shall also establish a mechanism
by which members of the public may req¥gst to be notified automatically each

time a proposed rate is filed with the Board

% %k ok

Sec. 4. 18 V.S.A. § 4636 is added to read:

9 4636. IMPACT OF PRESCRIPTION DRUG COX'S ON HEALTH
INSURANCE PREMIUMS; REPORT

(a) Each health insurer with more than 200 covered¥yves in this State shall
report to the Green Mountain Care Board, for all covere®&prescription drugs,
including generic drugs, brand-name drugs, and specialtyNgrugs provided in
an outpatient setting or sold in a retail setting:

(1) the 25 most frequently prescribed drugs and the aver®e wholesale
price for each drug;

(2) the 25 most costly drugs by total plan spending and th®@average
wholesale price for each drug; and

(3) the 25 drugs with the highest year-over-year price increases andthe
average wholesale price for each drug.
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r&ort that demonstrates the overall impact of drug costs on health insurance
premgiums. The data in the report shall be ageregated and shall not reveal
inforMation as specific to a particular health benefit plan.

(c) Mge Board shall publish the report required pursuant to subsection (b)
of this seC¥on on its website on or before January 1 of each year. Information
provided toMhe Board pursuant to this section is exempt from inspection and
copying undeMghe Public Records Act and shall be kept confidential except to
the extent it is Wgaoregated and included in the report described in subsection
(b) of this section!

* M Notice of New High-Cost Drugs * * *
Sec. 5. 18 V.S.A. § 465%s added to read:

9 4637. NOTICE OF INTRODUCTION OF NEW HIGH-COST
PRESCRIPTION DRUGS

(a) As used in this section.

(1) “Manufacturer” shall %ave the same meaning as “pharmaceutical
manufacturer’’ in section 4631a of Mys title.

(2) “Prescription drug’” means &drug as defined in 21 U.S.C. § 321.

(b) A prescription drug manufacturerWhall notify the Office of the Attorney
General in writing if it is introducing a n® prescription drug to market at a
wholesale acquisition cost that exceeds the Wreshold set for a specialty drug
under the Medicare Part D program. The Manufacturer shall provide the
written notice within three calendar days followMge the release of the drug in
the commercial market. A manufacturer may md%e the notification pending
approval by the U.S. Food and Drug Administrai®n (FDA) if commercial
availability is expected within three calendar days follMing the approval.

(c) Not later than 30 calendar days following not8cation pursuant to
subsection (b) of this section, the manufacturer shall Wgovide all of the
following information to the Office of the Attorney General in%g format that the
Office prescribes.

(1) a description of the marketing and pricing plans used Mythe launch
of the new drug in the United States and internationally;

(2) the estimated volume of patients who may be prescribed the Mg,

(3) whether the drug was granted breakthrough therapy designati®g or
priority review by the FDA prior to final approval; and
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d) The manufacturer may limit the information reported pursuant to
subsS&tion (c) of this section to that which is otherwise in the public domain or
publick available.

(e) TMg Office of the Attorney General shall publish on its website at least
quarterly My information reported to it pursuant to this section. The
information sSXall be published in a manner that identifies the information that
is disclosed on% per-drug basis and shall not be aggregated in a manner that
would not allow Mentification of the drug.

(1) The Attorney¥general may bring an action in the Civil Division of the
Superior Court, Wash®ggeton County for injunctive relief, costs, and attorney's
fees and to impose on W manufacturer that fails to provide the information
required by subsection (Mof this section a civil penalty of not more than
31,000.00 per day for eveMy day after the notification period described in
subsection (b) of this section Mgt the required information is not reported. In
any action brought pursuant to%is section, the Attorney General shall have
the same authority to investigcate Mgd to obtain remedies as if the action were
brought under the Consumer Protect®gn Act, 9 V.S.A. chapter 63.

* % % Disclosures b&WPharmacists * * *
Sec. 6. 18 V.S.A. § 9473(b) is amended toRgad:

(b) A pharmacy benefit manager or oth® entity paying pharmacy claims
shall not:

(1) impose a higher co-payment for a prXgription drug than the co-
payment applicable to the type of drug purchased ¥gder the insured’s health
plan;

(2) impose a higher co-payment for a prescrMion drug than the
maximum allowable cost for the drug, er

(3) require a pharmacy to pass through any portion of ¥e insured’s co-
payment to the pharmacy benefit manager or other payer;

(4) prohibit or penalize a pharmacy or pharmacist fok providing
information to an insured recarding the insureds cost-sharing amOnt for a
prescription drug; or

(5) prohibit or penalize a pharmacy or pharmacist for the pharmac®g or
other pharmacy employee disclosing to an insured the cash price for%a
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(a) Sec. 6 (18 V.S.A. § 94 e
on July 1, 2018 and shall apply to all conl’ e
date.

Sec. 1. 18 V.S.A. chapter 91, subchapter 4 is added to read:

Subchapter 4. Wholesale Prescription Drug Importation Program

9 4651. WHOLESALE IMPORTATION PROGRAM FOR PRESCRIPTION
DRUGS; DESIGN

(a) The Agency of Human Services, in consultation with interested
stakeholders and appropriate federal officials, shall design a wholesale
prescription drug importation program that complies with the applicable
requirements of 21 U.S.C. § 384, including the requirements regarding safety
and cost savings. The program design shall:

(1) designate a State agency that shall either become a licensed drug
wholesaler or contract with a licensed drug wholesaler in order to seek federal
certification and approval to import safe prescription drugs and provide
significant prescription drug cost savings to Vermont consumers,

(2) use Canadian prescription drug suppliers regulated under the laws
of Canada or of one or more Canadian provinces, or both;

(3) ensure that only prescription drugs meeting the U.S. Food and Drug
Administration s safety, effectiveness, and other standards shall be imported by
or on behalf of the State,

(4)  import only those prescription drugs expected to generate
substantial savings for Vermont consumers;

(5) ensure that the program complies with the tracking and tracing
requirements of 21 U.S.C. §§ 360eee and 360eee-1 to the extent feasible and
practical prior to imported drugs coming into the possession of the State
wholesaler and that it complies fully after imported drugs are in the possession
of the State wholesaler;

(6) prohibit the distribution, dispensing, or sale of imported products
outside Vermont's borders;

(7) recommend a charge per prescription or another method of support
to ensure that the program is funded adequately in a manner that does not
jeopardize significant consumer savings, and
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(8) include a robust audit function.

(b) On or before January 1, 2019, the Secretary of Human Services shall
submit the proposed design for a wholesale prescription drug importation
program to the House Committees on Health Care and on Ways and Means
and the Senate Committees on Health and Welfare and on Finance.

9 4652. MONITORING FOR ANTICOMPETITIVE BEHAVIOR

The Agency of Human Services shall consult with the Olffice of the Attorney
General to identify the potential, and to monitor, for anticompetitive behavior
in industries that would be affected by a wholesale prescription drug
importation program.

9 4653. FEDERAL COMPLIANCE

(a) On or before July 1, 2019, the Agency of Human Services shall submit
a formal request to the Secretary of the U.S. Department of Health and Human
Services for certification of the State'’s wholesale prescription drug importation

program.

(b) The Agency of Human Services shall seek the appropriate federal
approvals, waivers, exemptions, or agreements, or a combination thereof, as
needed to enable all covered entities enrolled in or eligible for the federal
340B Drug Pricing Program to participate in the State’s wholesale
prescription drug importation program to the fullest extent possible without
jeopardizing their eligibility for the 340B Program.

¢ 4654. PROGRAM FINANCING

The Agency of Human Services shall not implement the wholesale prescription
drug importation program until the General Assembly enacts legislation
establishing a charee per prescription or another method of financial support
for the program.

9 4655. IMPLEMENTATION PROVISIONS

Upon the last to occur of the General Assembly enacting a method of
financial support pursuant to section 4654 of this chapter and receipt of
certification and approval by the Secretary of the U.S. Department of Health
and Human Services, the Agency of Human Services shall begin
implementation of the wholesale prescription drug importation program and
shall begin operating the program within six months. As part of the
implementation process, the Agency of Human Services shall, in accordance
with State procurement and contract laws, rules, and procedures as

appropriate.

(1) become licensed as a wholesaler or enter into a contract with a
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Vermont-licensed wholesaler;

(2) contract with one or more Vermont-licensed distributors;

(3) contract with one or more licensed and reculated Canadian
suppliers;

(4) engage with health insurance plans, employers, pharmacies, health
care providers, and consumers;

(5) develop a registration process for health insurance plans,
pharmacies, and prescription drug-administering health care providers who
are willing to participate in the program;

(6) create a publicly available source for listing the prices of imported
prescription drug products that shall be made available to all participating
entities and consumers;

(7) create an outreach and marketing plan to generate program
awareness;

(8) starting in the weeks before the program becomes operational,
create and staff a hotline to answer questions and address the needs of
consumers, employers, health insurance plans, pharmacies, health care
providers, and other affected sectors,

(9) establish the audit function and a two-year audit work-plan
cycle; and

(10) conduct any other activities that the Agency determines to be
important for successful implementation of the program.

9 4656. ANNUAL REPORTING

(a) Annually on or before January 15, the Agency of Human Services shall
report to the House Committees on Health Care and on Ways and Means and
the Senate Committees on Health and Welfare and on Finance regarding the
operation of the wholesale prescription drug importation program during the
previous calendar year, including:

(1) which prescription drugs were included in the wholesale importation
program;

(2) the number of participating pharmacies, health care providers, and
health insurance plans,

(3) the number of prescriptions dispensed through the program;

(4) the estimated savings to consumers, health plans, employers, and the
State during the previous calendar year and to date;
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(5) information regarding implementation of the audit plan and audit

findings, and

(6) any other information the Secretary of Human Services deems
relevant.

(b) The provisions of 2 V.S.A. § 20(d) (expiration of required reports) shall
not apply to the report to be made under this section.

Sec. 2. WHOLESALE IMPORTATION PROGRAM; DESIGN CONTINGENT
ON FUNDING

The Agency of Human Services shall be required to design the wholesale
prescription drug importation program described in Sec. 1 of this act only to
the extent that funds are appropriated for this purpose in the budget bill
enacted by the General Assembly for fiscal year 2019 or are otherwise made
available.
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