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H.353

Introduced by Representative Cordes of Lincoln

Referred to Committee on

Date:

Subject: Health; health insurance; prescription drugs; pharmacies; pharmacy
benefit managers

Statement of purpose of bill as introduced: This bill proposes to require

pharmacy benefit managers to obtain licensure from, rather than register with,

the Department of Financial Regulation. It would establish a detailed

regulatory framework for regulating pharmacy benefit managers and would

prohibit or restrict a number of pharmacy benefit management activities. The

bill would recodify most of the existing statutory provisions relating to

pharmacy benefit managers in one chapter, with some revisions. It would

allow health insurance plan beneficiaries to choose their own pharmacies, limit

direct solicitation by pharmacies and pharmacy benefit managers, and provide

pharmacies with additional rights during an audit. The bill would also require

the Agency of Human Services to select a wholesale drug distributor through a

competitive bidding process to be the sole source to distribute prescription

drugs to pharmacies for dispensing to Medicaid beneficiaries.

An act relating to pharmacy benefit management
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It is hereby enacted by the General Assembly of the State of Vermont:

Q A Lot o 1 ddod o

CHAPTER 77. PHARMACY BENEFIT MANAGERS

Subchapter 1. General Provisions

§ 3601. PURPOSE

The purpose W&f this chapter is to establish standards and criteria for the

licensure and regula%on of pharmacy benefit managers providing claims

processing services or oMer prescription drug or device services for health

benefit plans by:

(1) promoting, preserving ¥and protecting the public health, safety, and

welfare through effective regulation 3d licensure of pharmacy benefit

managers,

(2) promoting the solvency of the comMgercial health insurance industry,

the regulation of which is reserved to the states bWthe McCarran-Ferguson

Act, 15 U.S.C. §§ 10111015, as well as providing folconsumer savings and

for fairness in prescription drug benefits;

3) providing for the powers and duties of the Commiss¥gner of

Financial Regulation; and

(4) prescribing penalties and fines for violations of this chapter.

§ 3602. DEFINITIONS
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perfigrmed in connection with the processing and adjudicating of claims

relating%o pharmacist services that include receiving payments for pharmacist

services or Making payments to pharmacists or pharmacies for pharmac

services, or bot!

2) “Commis$oner” means the Commissioner of Financial Regulation.

(3) “Covered pers§n” means a member, policyholder, subscriber,

enrollee, beneficiary, depend¥nt, or other individual participating in a health

benefit plan.

(4) “Health benefit plan” meai® a policy, contract, certificate, or

agreement entered into, offered. or issueddby a health insurer to provide,

deliver, arrange for, pay for, or reimburse anyof the costs of physical, mental,

or behavioral health care services.

5) “Health insurer” has the same meaning as ifgsection 9402 of this

title and includes:

(A) health insurance companies, nonprofit hospital aWd medical

service corporations, and health maintenance organizations;

(B) employers, labor unions, and other group of persons orgdfized in

Vermont that provide a health benefit plan to beneficiaries who are employ¥g
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Statg that offers, administers, or provides financial support to State

governMent: and

D% Medicaid and any other public health care assistance program.

(6) “Max¥num allowable cost” means the per unit drug product

reimbursement amott, excluding dispensing fees. for a group of equivalent

multisource prescription¥gdrugs.

(7)_“Other prescriptioddrug or device services” means services other

than claims processing services P§ovided directly or indirectly, whether in

connection with or separate from claMus processing services, and may include:

(A) negotiating rebates, discours, or other financial incentives and

arrangements with drug companies:

(B) disbursing or distributing rebates;

C) managing or participating in incentive p¥ggrams or arrangements

for pharmacist services;

(D) negotiating or entering into contractual arrangen¥gnts with

pharmacists or pharmacies, or both;

(E) developing and maintaining formularies;
F) designing prescription benefit programs:; and

)™ dUVe 9 01 PIOLIOUILY SCLVICCS.
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to % V.S.A. chapter 36.

(W “Pharmacist services” means products, goods, and services, or a

combinatioW of these, provided as part of the practice of pharmacy.

(10) “Phwrmacy” means a place licensed by the Vermont Board of

Pharmacy at which¥gdrugs, chemicals, medicines, prescriptions, and poisons are

compounded, dispense® or sold at retail.

(11) “Pharmacy ben&it management” means an arrangement for the

procurement of prescription drigs at a negotiated rate for dispensation within

this State to beneficiaries, the admMystration or management of prescription

drug benefits provided by a health ben&it plan for the benefit of beneficiaries,

or any of the following services provided with regard to the administration of

pharmacy benefits:

(A) mail service pharmacy;

B) claims processing, retail network manageWgent, and payment of

claims to pharmacies for prescription drugs dispensed to béeficiaries;

C) clinical formulary development and management¥Mervices;

(D) rebate contracting and administration;

(E) certain patient compliance, therapeutic intervention, and Sgneric

substitution programs; and

(1) JISCdSC OI CHTONIC CdIt MTdITdSCIICIIU PIOgTa
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or &her entity, including a wholly or partially owned or controlled subsidiary

of a ph®¥macy benefit manager, that provides pharmacy benefit management

services forwealth benefit plans.

(B) T term “pharmacy benefit manager” does not include:

(1) a hellth care facility licensed in this State;

(i1) a health%gare professional licensed in this State;

(ii1) a consultan®gvho only provides advice as to the selection or

performance of a pharmacy benc&it manager; or

(iv) a health insurer to tfg extent that it performs any claims

processing and other prescription drug or¥gevice services exclusively for its

enrollees.

§ 3603. RULEMAKING

The Commissioner of Financial Regulation may adgpt rules in accordance

with 3 V.S.A. chapter 25 to carry out the provisions of thi%chapter. The rules

shall include, as appropriate, requirements that health insurerspaintain the

confidentiality of proprietary information.

§ 3604. REPORTING

Annually on or before January 15, the Department of Financial Regulati§
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berkfit managers’ compliance with the provisions of this chapter.

Stbchapter 2. Pharmacy Benefit Manager Licensure and Regulation

§ 3611. LINENSURE

(a) A persoMshall not establish or operate as a pharmacy benefit manager

for health benefit p¥gns in this State without first obtaining a license from the

Commissioner of Finargial Regulation.

(b) A person applying % a pharmacy benefit manager license shall submit

an application for licensure in M¢e form and manner prescribed by the

Commissioner and shall include wi% the application a nonrefundable

application fee of $100.00 and a licens®ge fee of $500.00.

¢) The Commissioner may refuse to isSie or renew a pharmacy benefit

manager license if the Commissioner determin® that the applicant or any

individual responsible for the conduct of the applichut’s affairs is not

competent, trustworthy, financially responsible, or of g&od personal and

business reputation, or has been found to have violated theSgsurance laws of

this State or any other jurisdiction, or has had an insurance or o%er certificate

of authority or license denied or revoked for cause by any jurisdict

d) Unless surrendered, suspended, or revoked by the Commissioni a
license issued under this section shall remain valid as long as the pharmac

DCLIC dlldgCl JUCS dil U C LOIIOWIITY.
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(2) Complies with the provisions of this chapter and any applicable

rules.
3) Submits a renewal application in the form and manner prescribed b

the CommissioNer and pays the annual license renewal fee of $500.00. The

renewal applicatiorand renewal fee shall be due to the Commissioner on or

before 90 days prior to%he anniversary of the effective date of the pharmac

benefit manager’s initial or%nost recent license.

e) The Commissioner may%dopt rules pursuant to 3 V.S.A. chapter 25 to

establish the licensing application, Wnancial, and reporting requirements for

pharmacy benefit managers in accordafge with this section.

§ 3612. PROHIBITED PRACTICES

(a) A participation contract between a pharMacy benefit manager and a

pharmacist shall not prohibit, restrict, or penalize a%harmacy or pharmacist in

any way from disclosing to any covered person any he®h care information

that the pharmacy or pharmacist deems appropriate, includigg:

(1) the nature of treatment, risks. or alternatives to treati¥ent;

(2) the availability of alternate therapies, consultations, or te

3) the decision of utilization reviewers or similar persons to autlgrize

or deny services;
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ins®ger.

(b) ¥ pharmacy benefit manager shall not prohibit a pharmacy or

pharmacist%rom:

(1) discising information regarding the total cost for pharmacist

services for a preschiption drug:

(2) providing infgrmation to a covered person regarding the covered

person’s cost-sharing amouMt for a prescription drug;

(3) _disclosing to a cover®8 person the cash price for a prescription drug;

4) selling a more affordable altdpative to the covered person if a more

affordable alternative is available.

¢) A pharmacy benefit manager contract a participating pharmacist or

pharmacy shall not prohibit, restrict, or limit discloWure of information to the

Commissioner, law enforcement, or State and federal g§yernment officials,

provided that:

(1) the recipient of the information represents that the re@ipient has the

authority, to the extent provided by State or federal law, to maintaif

proprietary information as confidential; and

(2) prior to disclosure of information designated as confidential, the
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appWars; and

B) requests confidential treatment for any oral communication of

the informaf¥gn.

(d) A pharm®My benefit manager shall not terminate a contract with or

penalize a pharmacistr pharmacy due to the pharmacist or pharmacy:

(1) disclosing inforgation about pharmacy benefit manager practices

except for information determWged to be a trade secret under State law or by

the Commissioner, when disclosed%n a manner other than in accordance with

subsection (c) of this section; or

(2) sharing any portion of the pharm3gy benefit manager contract with

the Commissioner pursuant to a complaint or quyy regarding the contract’s

compliance with the provisions of this chapter.

e)(1) A pharmacy benefit manager shall not require #covered person

purchasing a covered prescription drug to pay an amount grefer than the

lesser of:

(A) the cost-sharing amount under the terms of the health beWefit

plan;
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appiication of any known discounts, if the covered person were paying the

cash prige

(2) A%y amount paid by a covered person under subdivision (1) of this

subsection shallMge attributed toward any deductible, to the extent consistent

with Sec. 2707 of th Public Health Service Act (42 U.S.C. § 300gg-6). the

annual out-of-pocket ma%imums under the covered person’s health benefit

plan.

A pharmacy benefit mana%er shall not conduct or participate in spread

pricing in this State.

§ 3613. ENFORCEMENT

a) The Commissioner of Financial Regul%ion shall enforce compliance

with the provisions of this chapter.

b)(1) The Commissioner may examine or audit tif books and records of a

pharmacy benefit manager providing claims processing seWyices or other

prescription drug or device services for a health benefit plan tqdetermine

compliance with this chapter.

2) Information or data acquired in the course of an examinatiorQr

audit under subdivision (1) of this subsection shall be considered proprieta
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to Mscovery or admissible in evidence in any private civil action.

() e Commissioner may use any document or information provided

pursuant to Wubsection 3612 (¢) or (d) of this chapter in the performance of the

Commissioner’ Sduties to determine compliance with this chapter.

d) The Commiss§oner may impose a penalty on a pharmacy benefit

manager or the health inMgrer with which it is contracted, or both, for a

violation of this chapter. Th%&penalty shall be not less than $25.000.00 nor

more than $50.000.00 for each viglation of this chapter.

§ 3614. COMPLIANCE: CONSISTRNCY WITH FEDERAL LAW

Nothing in this chapter is intended or $hould be construed to conflict with

applicable federal law.

§ 3615. CHARGES FOR EXAMINATIONS, APRLICATIONS, REVIEWS,

AND INVESTIGATIONS

a) The Department of Financial Regulation may char® its reasonable
expenses in administering the provisions of this chapter to pha%gnacy benefit
managers in the manner provided for in 8 V.S.A. § 18. These exp&gses shall

be allocated in proportion to the lives of Vermonters covered by each

pharmacy benefit manager as reported annually to the Commissioner in a
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the%gharmacy benefit manager contracting with the Department of Vermont

Health Wccess if the Department of Vermont Health Access notifies the

Departmen®gf Financial Regulation of the conditions contained in its contract

with a pharmacWbenefit manager.

Subchapter 3. PMyrmacy Benefit Manager Relations with Health Insurers

§ 3621. INSURER AUNT OF PHARMACY BENEFIT MANAGER

ACTIVITIES

In order to enable periodic veWfication of pricing arrangements in

administrative-services-only contract¥ pharmacy benefit managers shall allow

access, in accordance with rules adopted Wy the Commissioner, by the health

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

and contractual information necessary to conduct% complete and independent

audit designed to verify the following:

(1) full pass through of negotiated drug prices and Mes associated with

all drugs dispensed to beneficiaries of the health benefit plan i%both retail and

mail order settings or resulting from any of the pharmacy benefit ihgnagement

functions defined in the contract;

(2) full pass through of all financial remuneration associated with a
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furtions defined in the contract; and

(W any other verifications relating to the pricing arrangements and

activities olghe pharmacy benefit manager required by the contract if required

by the Commisioner.

§ 3622. PHARMAYY BENEFIT MANAGERS; REQUIRED PRACTICES

WITH RESPERT TO HEALTH INSURERS

(a) A pharmacy benefitnanager that provides pharmacy benefit

management for a health benet¥plan has a fiduciary duty to its health insurer

client that includes a duty to be faifdgnd truthful toward the health insurer, to

act in the health insurer’s best interests%and to perform its duties with care,

skill, prudence, and diligence. In the case & a health benefit plan offered by a

health insurer as defined by subdivision 3602(3W A) of this title, the health

insurer shall remain responsible for administering the health benefit plan in

accordance with the health insurance policy or subscrib%r contract or plan and

in compliance with all applicable provisions of Title 8 and Wis title.

b) A pharmacy benefit manager shall provide notice to theNgealth insurer

that the terms contained in subsection (c) of this section may be in(dded in the

contract between the pharmacy benefit manager and the health insurer.

(c) A pharmacy benefit manager that provides pharmacy benefit

dIdZCIICIIL TO1 d TICAIUT PId dI1 o diT O C TOITOWIITY.
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heMgh insurer relating to the provision of benefits to beneficiaries through that

health Msurer’s health benefit plan and all financial and utilization information

relating to $grvices to that health insurer. A pharmacy benefit manager

providing inforation under this subsection may designate that material as

confidential. InforMgation designated as confidential by a pharmacy benefit

manager and provided % a health insurer under this subsection shall not be

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

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

insurer:

A) in a court filing under th&onsumer protection provisions of

9 V.S.A. chapter 63, provided that the infofpation shall be filed under seal and

that prior to the information being unsealed. th&court shall give notice and an

opportunity to be heard to the pharmacy benefit m#ager on why the

information should remain confidential:

(B) to State and federal government officials:

(C) when authorized by 9 V.S.A. chapter 63;

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

E) when ordered by the Commissioner as to a health insurer %s

defined in subdivision 3602(5)(A) of this chapter pursuant to the provision%of
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actiity, policy, or practice of the pharmacy benefit manager that presents

directIWor indirectly, any conflict of interest with the requirements of this

section.

(3) With%egard to the dispensation of a substitute prescription drug for a

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

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

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

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

pharmacy benefit manager as a restiit of the substitution.

4) If the pharmacy benefit man®ger derives any payment or benefit for

the dispensation of prescription drugs withMg the State based on volume of

sales for certain prescription drugs or classes oMbrands of drugs within the

State, pass that payment or benefit on in full to theWealth insurer.

5) Disclose to the health insurer all financial terfgs and arrangements

for remuneration of any kind that apply between the phar v benefit

manager and any prescription drug manufacturer that relate to Benefits

provided to beneficiaries under or services to the health insurer’s h8lth benefit

plan, including formulary management and drug-switch programs, edugtional

support, claims processing, and pharmacy network fees charged from retai
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Inf@mation designated as confidential by a pharmacy benefit manager and

provid®g to a health insurer under this subsection shall not be disclosed by the

health insulgr to any person without the consent of the pharmacy benefit

manager, excepathat disclosure may be made by the health insurer:

A) in a CRurt filing under the consumer protection provisions of

9 V.S.A. chapter 63, pr&ided that the information shall be filed under seal and

that prior to the informatioMbeing unsealed, the court shall give notice and an

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

information should remain confideMgial:

(B) when authorized by 9 V.S¥A.. chapter 63;

(C)_when ordered by a court for Mgod cause shown; or

D) when ordered by the Commissiorr as to a health insurer as

defined in subdivision 3602(5)(A) of this title purs¥ant to the provisions of

Title 8 and this title.

d) A pharmacy benefit manager contract with a health%gsurer shall not

contain any provision purporting to reserve discretion to the ph%rmacy benefit

manager to move a drug to a higher tier or remove a drug from its &ug

formulary any more frequently than two times per year.

¢) At least annually, a pharmacy benefit manager that provides pharma
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Bo%d the aggregate amount the pharmacy benefit manager retained on all

claims $harged to the health insurer for prescriptions filled during the

preceding Mglendar year in excess of the amount the pharmacy benefit manager

reimbursed phdgmacies.

(f) ComplianceWyith the requirements of this section is required for

pharmacy benefit man®gers entering into contracts with a health insurer in this

State for pharmacy benefitWanagement in this State.

Subchapter 4. Pharmacy Menefit Manager Relations with Pharmacies

§ 3631. PHARMACY BENEFIT MANAGERS; REQUIRED PRACTICES

WITH RESPECT TO PHARMACIES

(a) Within 14 calendar days following réceipt of a pharmacy claim, a

pharmacy benefit manager or other entity payifg pharmacy claims shall do one

of the following:

(1) Pay or reimburse the claim.

(2) Notify the pharmacy in writing that the claim is ®gntested or denied.

The notice shall include specific reasons supporting the contest®r denial and a

description of any additional information required for the pharmacWbenefit

manager or other payer to determine liability for the claim.

(b) In addition to the practices prohibited by section 3612 of this chapt a

PDITAITITACY DCHCTIU NP CT O OUICT CIULY PDayTTg PITAITIIACy Cld d O
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patignt responsibility, to the pharmacy benefit manager or other payer.

(¢) Bor each drug for which a pharmacy benefit manager establishes a

maximum Mlowable cost in order to determine the reimbursement rate, the

pharmacy benctit manager shall do all of the following:

(1) Make available, in a format that is readily accessible and

understandable by a ph%macist, the actual maximum allowable cost for each

drug and the source used tO¥etermine the maximum allowable cost, which

shall not be dependent upon in®gvidual beneficiary identification or benefit

stage.

(2) Update the maximum allowaWle cost at least once every seven

calendar days. In order to be subject to ma%imum allowable cost, a drug must

be widely available for purchase by all pharma®es in the State, without

limitations, from national or regional wholesalers a%d must not be obsolete or

temporarily unavailable.

3) Establish or maintain a reasonable administrativéégppeals process to

allow a dispensing pharmacy provider to contest a listed maxin®m allowable

cost.
4)(A) Respond in writing to any appealing pharmacy provider Within

10 calendar days after receipt of an appeal, provided that, except as providcy

UUULYV U ) ) U UUULYV U <), d U [JC 2 Plld dCY PDIUVIUC
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reibursement is adjudicated.

B) A pharmacy benefit manager shall allow a dispensing pharmacy

provider to %ppeal after the 10-calendar-day appeal period set forth in

subdivision (A)Wf this subdivision (4) if the prescription claim is subject to an

audit initiated by th&pharmacy benefit manager or its auditing agent.

(5) For a denied dpeal, provide the reason for the denial and identify

the national drug code and a%ermont-licensed wholesaler of an equivalent

drug product that may be purcha%d by contracted pharmacies at or below the

maximum allowable cost.

(6) For an appeal in which the app®aling pharmacy is successful:

A) make the change in the maximu¥g allowable cost within 30

business days after the redetermination; and

B) allow the appealing pharmacy or pharmagist to reverse and rebill

the claim in question.

d) If a pharmacy benefit manager denies a pharmacy’s or Wharmacist’s

appeal in whole or in part and the reimbursement amount is less t the

pharmacy’s reasonable acquisition cost plus a dispensing fee, the pharfhacy or

pharmacist may submit a claim to the health insurer for the balance and the¢
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ph&macist in this State an amount less than the amount the pharmacy benefit

manag® reimburses a pharmacy benefit manager affiliate for providing the

same phariMacist services. The reimbursement amount shall be calculated on a

per unit basis bsed on the generic product identifier or generic code number

and shall include a%yrofessional dispensing fee that shall be not less than the

professional dispensinMee established for the Vermont Medicaid program by

the Department of Vermon®lealth Access in accordance with 42 C.F.R.

Part 447.
A pharmacy benefit manageWshall not restrict, limit, or impose

requirements on a licensed pharmacy ifexcess of those set forth by the

Vermont Board of Pharmacy or by other St&e or federal law, nor shall it

withhold reimbursement for services on the baSks of noncompliance with

participation requirements.

2) A pharmacy benefit manager shall provide noti® to all participating

pharmacies prior to changing its drug formulary.

h)(1) A pharmacy benefit manager or other third party thageimburses a

340B covered entity for drugs that are subject to an agreement und® 42 U.S.C.

§ 256b through the 340B drug pricing program shall not reimburse the'%40B

covered entity for pharmacy-dispensed drugs at a rate lower than that paid Wgr
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adj®gtment on the 340B covered entity on the basis that the covered entity

participtes in the 340B program as set forth in 42 U.S.C. § 256b.

(2) Wath respect to a patient who is eligible to receive drugs that are

subject to an aglgement under 42 U.S.C. § 256b through the 340B drug pricing

program, a pharmac%benefit manager or other third party that makes payment

for the drugs shall not dMg¢riminate against a 340B covered entity in a manner

that prevents or interferes wih the patient’s choice to receive the drugs from

the 340B covered entity.

Sec. 2. 18 V.S.A. § 3802 is amendeo read:
§ 3802. PHARMACY RIGHTS DURI AN AUDIT

Notwithstanding any provision of law to tlg contrary, whenever a health
insurer, a third-party payer, or an entity represent®yg a responsible party
conducts an audit of the records of a pharmacy, the pif§ygmacy shall have a right

to all of the following:

(2) If an audit is to be conducted on-site at a pharmacy, the 8gtity
conducting the audit:

(A) shall give the pharmacy at least 14 days’ advance written notige
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coraining a federal holiday, unless the pharmacy agrees to alternative timing

for theudit-; and

C) sMygll not audit claims that:
(A)(1) ere submitted to the pharmacy benefit manager more than
18 months prior to the ®ate of the audit, unless:
®H(1) requiryd by federal law; or
Go(11) the origMating prescription was dated within the 24-
month period preceding the date of%he audit; or

B)(ii) exceed 200 selecteMprescription claims.

(3) If any audit is to be conducted reWotely, the entity conducting the

audit:

(A) shall give the pharmacy at least severbusiness days following

the pharmacy’s confirmation of receipt of the notice othe audit to respond to

the audit; and

(B) shall not audit claims that:

1) were submitted to the pharmacy benefit manager m¥e than
three months prior to the date of the audit or on a date earlier than that Wr

which the pharmacy could electronically retransmit a corrected claim; or

(1) CACCLU 1IVE SUICLLICU PICSUIIPUU d
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(19) To have the preliminary audit report delivered to the pharmacy
within 6§ 30 days following the eenclusion-of-the-audit pharmacy’s

preliminary ¥gsponse.

(21) To have a¥inal audit report delivered to the pharmacy within 120

30 days after the end of tig appeals period, as required by section 3803 of this

title.

(24) To have all payment data ré¥gted to audited claims, including:

(A) payment amount;

(B) any direct and indirect remunerati®g (DIR) or generic effective

rate (GER) fees assessed or other financial offsets;

(C) date of electronic payment or check date arM number;

(D) the specific contracted reimbursement basis forgach claim

including its basis, such as maximum allowable cost (MAC), who¥gsale

acquisition cost (WAC), average wholesale price (AWP), or average

manufacturer price (AMP); and
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§ 4939j. RETAIL PHARMACIES; FILLING OF PRESCRIPTIONS

(a) Ws used in this section:

(4) “Dir&t solicitation” means direct contact, including telephone,

computer, e-mail, i§stant messaging, or in-person contact, by a pharmac

provider or its agent to% beneficiary of a plan offered by a health insurer

without the beneficiary’s c@asent for the purpose of marketing the pharmacy

provider’s services.

(d)(1) A health insurer or pharmacybenefit manager shall permit a

beneficiary of a plan offered by the healthgsurer to fill a prescription at the

pharmacy of the beneficiary’s choice and shall'ot impose differential cost-

sharing requirements based on the choice of pharm%cy or otherwise promote

the use of one pharmacy over another.

2) A health insurer or pharmacy benefit manager shll permit a

participating network pharmacy to perform all pharmacy servicgs within the

lawful scope of the profession of pharmacy as set forth in 26 V.S. A

chapter 36.

(3) A health insurer or pharmacy benefit manager shall adhere to thé
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BoXd of Pharmacy and shall not establish classifications of or distinctions

betweeMprescription drugs, impose penalties on prescription drug claims,

attempt to dMtate the behavior of pharmacies or pharmacists, or place

restrictions on pMgrmacies or pharmacists that are more restrictive than or

inconsistent with StaMgor federal law or with rules adopted or guidance

provided by the Board o armacy.

(4) A pharmacy benefitpanager or licensed pharmacy shall not make a

direct solicitation to the beneficiarWof a plan offered by a health insurer unless

one or more of the following applies:

(A) the beneficiary has given wri{%n permission to the supplier or

the ordering health care professional to contact Mae beneficiary regarding the

furnishing of a prescription item that is to be rented & purchased;

(B) the supplier has furnished a prescription ite¥g to the beneficiary

and is contacting the beneficiary to coordinate delivery of thétem: or

C) if the contact relates to the furnishing of a prescripti® item other
than a prescription item already furnished to the beneficiary, the supp/¥r has

furnished at least one prescription item to the beneficiary within the 15-mOokth

PUITOU PTCCCTUTITE T UdC 01T WITTCIT UIC SUPPIICT ditCHIPLS TO HTdRC UIC COIILd
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§ 2Q11. WHOLESALE DRUG DISTRIBUTOR CONTRACT

(a) Ws used in this section:

(1) "Wead net cost” means the wholesale acquisition cost of a

prescription drig, less any applicable discounts and all vendor rebates, fees,

and incentives, incgding inventory management agreement fees, fee-for-

service agreements, voMme incentives, rebates, and reporting fees.

(2) “Wholesale drugWlistributor” has the same meaning as “wholesale

distributor” in 26 V.S.A. § 202%

b) The Agency of Human Serviges shall establish a competitive bidding

process for a wholesale drug distributoMor for several wholesale drug

distributors through a group purchasing ordgnization, through which the

selected wholesaler or group purchasing organtation shall be the sole source

to distribute prescription drugs to the community aMgd outpatient pharmacies

with which the wholesaler or group purchasing organiZ§tion enters into

contracts for prescription drugs dispensed to beneficiaries 3 Medicaid and

other State health assistance programs for which the Departmert of Vermont

Health Access pays pharmaceutical claims. The Agency of HumarServices

shall convene a group comprising one representative each from the Gré

Mountain Care Board, the Department of Vermont Health Access, the Vernignt
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prodess and to select the wholesale drug distributor or group purchasing

organiz&gion that the eroup determines:

1 ] offer the greatest cost savings to the Department of Vermont

Health Access;

(2) will proville complete transparency; and

(3) demonstrates Mwillingness to facilitate additional savings

throughout the State by expading the program to additional public and private

purchasers.

(¢) The wholesale drug distributo%or group purchasing organization

selected pursuant to subsection (b) of thiSgection shall:

(1) establish contracts with all Medical¥§participating community and

outpatient pharmacies operating in this State;

2) maintain compliance with all applicable fed&ral and State statutes,

rules, and regulations relating to the operation of a wholes@le drug distributor

or group purchasing organization;

3) segregate the commercial portion of its pharmacy busindgs from the

Vermont Medicaid portion;

(4) match the Department of Vermont Health Access’s reports of cla¥ns
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equll to the aggregate sum of the wholesaler’s or group purchasing

organiZation’s dead net costs for all claims dispensed during a given period

across all participating pharmacies:

(6) collaWorate with the Department of Vermont Health Access to

maximize the amoMgt of direct manufacturer rebates and minimize the costs of

the Medicaid formularW and

7) create a financiaMgnechanism through which pharmacies shall be

relieved of drug unit costs disp®8ased to Vermont Medicaid during the relevant

period identified pursuant to subdiYsion (5) of this subsection.

d) Only those community and outpgtient pharmacies that agree to

purchase their entire Vermont Medicaid inWgntory from the wholesaler or

group purchasing organization selected pursuamto this section shall be eligible

to establish or maintain enrollment as Medicaid-paMicipating pharmacy

providers.

(e) The Department of Vermont Health Access shall lin% reimbursements

to participating pharmacies to an amount equal to the establish® dispensing

fee for prescription claims dispensed; provided, however, that this fgovision

shall not be construed to prohibit the Department from reimbursing a

participating pharmacy for recognized ancillary services provided in
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Bhe following are repealed on July 1, 2021:

h 18 V.S.A. § 9421 (pharmacy benefit management; registration;

insurer audi®ef pharmacy benefit manager activities); and

(2) 18 V.SMA. chapter 221, subchapter 9 (8§ 9471-9474: pharmacy

benefit managers).

Sec. 6. APPLICABILIT

(a) _The provisions of Sec. % of this act (18 V.S.A. chapter 77, pharmacy

benefit managers) shall apply to a 8@ntract or health benefit plan issued,

offered, renewed, recredentialed, amented. or extended on or after the

effective date of this act, including any heal insurer that performs claims

processing or other prescription drug or device Sgrvices through a third party.

(b) A person doing business in this State as a phgmacy benefit manager on

or before the effective date of this act shall have six mon#¥gs following the

effective date of this act to come into compliance with the pr®isions of Sec. 1

of this act (18 V.S.A. chapter 77, pharmacy benefit manager licenSyre and

regulation).

Sec. 7. EFFECTIVE DATE

dl dl AU C1IC U ULy 1., LV

Sec. 1. INTENT
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It is the intent of the General Assembly to increase access to needed

medications by making prescription drugs more affordable and accessible to

Vermonters by increasing State regulation of pharmacy benefit managers and

pharmacy benefit management. It is also the intent of the General Assembly to

stabilize and safeguard against the loss of more independent and community

pharmacies, where pharmacists provide personalized care to Vermonters and

help them with their health care needs, including medication management,

medication adherence, and health screenings.

Sec. 2. 18 V.S.A. chapter 221, subchapter 9 is amended to read:
Subchapter 9. Pharmacy Benefit Managers
$9471. DEFINITIONS

As used in this subchapter:

(2) “Health insurer” is defined by section 9402 of this title and shall
include:
(A) a health insurance company, a nonprofit hospital and medical
service corporation, and health maintenance organizations;
(B) an employer, labor union, or other group of persons organized in
Vermont that provides a health plan to beneficiaries who are employed or

reside in Vermont; and
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(C) the State of Vermont and any agent or instrumentality of the State

that offers, administers, or provides financial support to State government;-a#d

$ 9472. PHARMACY BENEFIT MANAGERS; REQUIRED PRACTICES

WITH RESPECT TO HEALTH INSURERS AND COVERED

PERSONS

(a) A pharmacy benefit manager that provides pharmacy benefit

management for a health plan shall-discharge—its-duties—with-reasonable—care

like-aims has a fiduciary duty to its health insurer client that includes a duty to

be fair and truthful toward the health insurer, to act in the health insurer’s best

interests, and to perform its duties with care, skill, prudence, and diligence. 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.
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(b) A pharmacy benefit manager shall provide notice to the health insurer
that the terms contained in subsection (c) of this section may be included in the
contract between the pharmacy benefit manager and the health insurer.
(c) A pharmacy benefit manager that provides pharmacy benefit

management for a health plan shall do all of the following:

(1) Provide 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 designated as confidential by a pharmacy benefit
manager and provided to a health insurer under this subsection may shall 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 protection provisions of 9
V.S.A. chapter 63, 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) to State and federal government officials;
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(C) when authorized by 9 V.S.A. chapter 63;

€EXND) when ordered by a court for good cause shown, or

BHE) when ordered by the Commissioner as to a health insurer as
defined in subdivision 9471(2)(A) of this title pursuant to the provisions of
Title 8 and this title.

(2) Notify a health insurer in writing of any proposed or ongoing
activity, policy, or practice of the pharmacy benefit manager that presents,
directly or indirectly, any conflict of interest with the requirements of this
section.

(3) With regard to the dispensation of a 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) Unless—the—contract-provides—otherwise—if 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.
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(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
provided to beneficiaries under or services to the health insurer’s health plan,
including formulary management and drug-switch programs, educational
support, claims processing, and pharmacy network fees charged from retail
pharmacies and data sales fees. A pharmacy benefit manager providing
information under this subsection may designate that material as confidential.
Information designated as confidential by a pharmacy benefit manager and
provided to a health insurer under this subsection mey shall 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 protection provisions of 9
V.S.A. chapter 63, 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 9 V.S.A. chapter 63;

(C) when ordered by a court for good cause shown, or
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(D) when ordered by the Commissioner as to a health insurer as
defined in subdivision 9471(2)(A) of this title pursuant to the provisions of
Title 8 and this title.

(d) At least annually, a pharmacy benefit manager that provides pharmacy
benefit management for a health plan shall disclose to the health insurer, the
Department of Financial Regulation, and the Green Mountain Care Board the
aggregate amount the pharmacy benefit manager retained on all claims
charged to the health insurer for prescriptions filled during the preceding
calendar year in excess of the amount the pharmacy benefit manager
reimbursed pharmacies.

(e) A pharmacy benefit manager contract with a health insurer shall not

contain any provision purporting to reserve discretion to the pharmacy benefit

manager to move a _drug to a higher tier or remove a drug from its drug

formulary any more frequently than two times per year.

(N)(1) A pharmacy benefit manager shall not require a covered person

purchasing a covered prescription drug to pay an_amount greater than the

lesser of:

(4) the cost-sharing amount under the terms of the health benefit

plan;

(B) the maximum allowable cost for the drug; or
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(C) the amount the covered person would pay for the drug, after

application of any known discounts, if the covered person were paving the cash

price.

(2) Any amount paid by a covered person under subdivision (1) of this

subsection shall be attributed toward any deductible and, to the extent

consistent with Sec. 2707 of the Public Health Service Act (42 U.S.C. § 300gg-

6), the annual out-of-pocket maximums under the covered person’s health

benefit plan.

(g) 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. PHARMACY BENEFIT MANAGERS; REQUIRED PRACTICES
WITH RESPECT TO PHARMACIES

(a) Within 14 calendar days following receipt of a pharmacy claim, a
pharmacy benefit manager or other entity paying pharmacy claims shall do
one of the following:

(1) Pay or reimburse the claim.

(2) Notify the pharmacy in writing that the claim is contested or denied.
The notice shall include specific reasons supporting the contest or denial and a
description of any additional information required for the pharmacy benefit

manager or other payer to determine liability for the claim.
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(b) A participation contract between a pharmacy benefit manager and a

pharmacist shall not prohibit, restrict, or penalize a pharmacy or pharmacist

in any way from disclosing to any covered person any health care information

that the pharmacy or pharmacist deems appropriate, including:

(1) the nature of treatment, risks, or alternatives to treatment;

(2) the availability of alternate therapies, consultations, or tests;

(3) the decision of utilization reviewers or similar persons to authorize

or deny services;

(4) the process that is used to authorize or deny health care services; or

(5) information on finance incentives and structures used by the health

insurer.
(c) A pharmacy benefit manager or other entity paying pharmacy claims

shall not:

(1)

3} require a pharmacy to pass through any portion of the insured’s co-

payment,_or patient responsibility, to the pharmacy benefit manager or other

payer;
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(2) prohibit a pharmacy or pharmacist from discussing information

regarding the total cost for pharmacist services for a prescription drug;

4)(3) prohibit or penalize a pharmacy or pharmacist for providing
information to an insured regarding the insured’s cost-sharing amount for a
prescription drug, or

3)(4) prohibit or penalize a pharmacy or pharmacist for the pharmacist
or other pharmacy employee disclosing to an insured the cash price for a
prescription drug or selling a lower cost drug to the insured if one is available.

(d) A pharmacy benefit manager contract with a participating pharmacist

or pharmacy shall not prohibit, restrict, or limit disclosure of information to

the Commissioner, law enforcement, or State and federal government officials,

provided that:

(1) the recipient of the information represents that the recipient has the

authority, to the extent provided by State or federal law, to maintain

proprietary information as confidential; and

(2) prior to disclosure of information designated as confidential, the

pharmacist or pharmacy:

(A) marks as confidential any document in which the information

appears; and

(B) requests confidential treatment for any oral communication of the

information.
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(e) A pharmacy benefit manager shall not terminate a contract with or

penalize a pharmacist or pharmacy due to the pharmacist or pharmacy:

(1) disclosing information about pharmacy benefit manager practices,

except for information determined to be a trade secret under State law or by

the Commissioner, when disclosed in a manner other than in accordance with

subsection (d) of this section; or

(2) sharing any portion of the pharmacy benefit manager contract with

the Commissioner pursuant to a complaint or query regarding the contract’s

compliance with the provisions of this chapter:

te)(f) For each drug for which a pharmacy benefit manager establishes a
maximum allowable cost in order to determine the reimbursement rate, the
pharmacy benefit manager shall do all of the following:

(1) Make available, in a format that is readily accessible and
understandable by a pharmacist, the actual maximum allowable cost for each

drug and the source used to determine the maximum allowable cost, which

shall not be dependent upon individual beneficiary identification or benefit

Stage.

(2) Update the maximum allowable cost at least once every seven
calendar days. In order to be subject to maximum allowable cost, a drug must

be widely available for purchase by all pharmacies in the State, without
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limitations, from national or regional wholesalers and must not be obsolete or
temporarily unavailable.

(3) Establish or maintain a reasonable administrative appeals process
to allow a dispensing pharmacy provider to contest a listed maximum
allowable cost.

(4)(A) Respond in writing to any appealing pharmacy provider within

10 calendar days after receipt of an appeal, provided that, except as provided

in subdivision (B) of this subdivision (4). a dispensing pharmacy provider shall

file any appeal within 10 calendar days from the date its claim for
reimbursement is adjudicated.

(B) A pharmacy benefit manager shall allow a dispensing pharmacy

provider to appeal after the 10-calendar-day appeal period set forth in

subdivision (A) of this subdivision (4) if the prescription claim is subject to an

audit initiated by the pharmacy benefit manager or its auditing agent.

(5) For a denied appeal, provide the reason for the denial and identify

the national drug code and a Vermont-licensed wholesaler of an equivalent

drug product that may be purchased by contracted pharmacies at or below the

maximum allowable cost.

(6) For an appeal in which the appealing pharmacy is successful:

(A) make the change in the maximum allowable cost within 30

business days after the redetermination; and
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(B) allow the appealing pharmacy or pharmacist to reverse and rebill

the claim in question.

th(g) A pharmacy benefit manager shall not:

(1) require a claim for a drug to include a modifier or supplemental
transmission, or both, to indicate that the drug is a 340B drug unless the claim
is for payment, directly or indirectly, by Medicaid; or

(2) restrict access to a pharmacy network or adjust reimbursement rates
based on a pharmacy’s participation in a 340B contract pharmacy
arrangement.

(h)(1) A pharmacy benefit manager or other third party that reimburses a

340B covered entity for drugs that are subject to an agreement under 42

U.S.C. § 256b through the 340B drug pricing program shall not reimburse the

340B covered entity for pharmacy-dispensed drugs at a rate lower than that

paid for the same drug to pharmacies that are not 340B covered entities, and

the pharmacy benefit manager shall not assess any fee, charge-back, or other

adjustment on_the 340B covered entity on the basis that the covered entity

participates in the 340B program as set forth in 42 U.S.C. § 256b.

(2) With respect to a patient who is eligible to receive drugs that are

subject to an agreement under 42 U.S.C. § 256b through the 340B drug

pricing program, a pharmacy benefit manager or other third party that makes

payvment for the drugs shall not discriminate against a 340B covered entity in a
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manner that prevents or interferes with the patient’s choice to receive the drugs

from the 340B covered entity.

(i) A pharmacy benefit manager shall not reimburse a pharmacy or

pharmacist in this State an amount less than the amount the pharmacy benefit

manager reimburses a pharmacy benefit manager affiliate for providing the

same pharmacist services.

(1) A pharmacy benefit manager shall not restrict, limit, or impose

requirements on_a_licensed pharmacy in excess of those set forth by the

Vermont Board of Pharmacy or by other State or federal law, nor shall it

withhold reimbursement for services on_the basis of noncompliance with

participation requirements.

(k) A pharmacy benefit manager shall provide notice to all participating

pharmacies prior to changing its drug formulary.

Sec. 3. 18 V.S.A. § 3802 is amended to read:
$3802. PHARMACY RIGHTS DURING AN AUDIT

Notwithstanding any provision of law to the contrary, whenever a health
insurer, a third-party payer, or an entity representing a responsible party
conducts an audit of the records of a pharmacy, the pharmacy shall have a

right to all of the following:
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(2) If an audit is to be conducted on-site at a pharmacy, the entity
conducting the audit:
(A) shall give the pharmacy at least 14 days’ advance written notice
of the audit and the specific prescriptions to be included in the audit; and
(B) wmay shall not audit a pharmacy on Mondays or on weeks
containing a federal holiday, unless the pharmacy agrees to alternative timing
for the audit-; and
B)Neotto-have-an-entity
(C) _shall not audit claims that:
(i) were submitted to the pharmacy benefit manager more than
18 months prior to the date of the audit, unless:
@) required by federal law; or
GiHIl) the originating prescription was dated within the 24-
month period preceding the date of the audit; or
By(ii) exceed 200 selected prescription claims.

(3) _If any audit is to be conducted remotely, the entity conducting the

audit:

(A) shall give the pharmacy at least seven business days following

the pharmacy’s confirmation of receipt of the notice of the audit to respond to

the audit; and

(B) shall not audit claims that:
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(i) were submitted to the pharmacy benefit manager more than

three months prior to the date of the audit or on a date earlier than that for

which the pharmacy could electronically retransmit a corrected claim; or

(ii) exceed five selected prescription claims.

& sk ok

(19) To have the preliminary audit report delivered to the pharmacy

within 66 30 days following the eonclusion—of—the—audit pharmacy’s

preliminary response.

(21) To have a final audit report delivered to the pharmacy within 420
30 days after the end of the appeals period, as required by section 3803 of this

title.

(24) To have all payment data related to audited claims, including:

(4) pavment amount;

(B) any direct and indirect remuneration (DIR) or generic effective

rate (GER) fees assessed or other financial offsets;

(C) date of electronic payment or check date and number;

(D) the specific contracted reimbursement basis for each claim,

including its basis, such as maximum_allowable cost (MAC), wholesale
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acquisition cost (WAC), average wholesale price (AWP), or average

manufacturer price (AMP); and

(E) the respective values used to calculate each claim payment.

Sec. 4. 8 V.S.A. § 4089j is amended to read:

§4089j. RETAIL PHARMACIES; FILLING OF PRESCRIPTIONS

& sk ok

(d)(1) A health insurer or pharmacy benefit manager shall permit a

beneficiary of a plan offered by the health insurer to fill a prescription at the

in-network pharmacy of the beneficiary’s choice and, except with respect to

pharmacies owned or operated, or both, by a health care facility, as defined in

18 V.S.A. § 9432, shall not impose differential cost-sharing requirements based

on the choice of pharmacy or otherwise promote the use of one pharmacy over

another.

(2) A health insurer or pharmacy benefit manager shall permit a

participating network pharmacy to perform _all pharmacy services within the

lawful scope of the profession of pharmacy as set forth in 26 V.S.A. chapter 36.

(3) A health insurer or pharmacy benefit manager shall adhere to the

definitions of prescription drugs and the requirements and guidance regarding

the pharmacy profession established by State and federal law and the Vermont

Board of Pharmacy and shall not establish classifications of or distinctions

between prescription drugs, impose penalties on prescription drug claims,
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attempt to dictate the behavior of pharmacies or pharmacists, or place

restrictions _on _pharmacies or pharmacists that are more restrictive than or

inconsistent with State or federal law or with rules adopted or guidance

provided by the Board of Pharmacy.

(4) The provisions of this subsection shall not apply to Medicaid.

Sec. 5. DEPARTMENT OF FINANCIAL REGULATION; PHARMACY
BENEFIT MANAGEMENT; REPORT

(a) The Department of Financial Regulation, in consultation with

interested stakeholders, shall consider:

(1) whether pharmacy benefit managers should be required to be

licensed to operate in this State;

(2) whether pharmacy benefit managers should be prohibited from

conducting or participating in spread pricing;

(3) __in_collaboration with the Board of Pharmacy, whether any

amendments to the Board’s rules are needed to reflect necessary distinctions or

appropriate limitations on pharmacist scope of practice;

(4) whether there should be a minimum dispensing fee that pharmacy

benefit managers and health insurers must pay to pharmacies and pharmacists

for dispensing prescription drugs;

(5) how a pharmacy should be reimbursed for a claim if a pharmacy

benefit manager denies a pharmacy’s appeal in whole or in part, including
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whether the pharmacy should be allowed to submit a claim to the health

insurer __for the balance between the pharmacy benefit _manager’s

reimbursement and the pharmacy’s reasonable acquisition cost plus a

dispensing fee;

(6) whether there is a problem in Vermont of pharmacies soliciting

health insurance plan beneficiaries directly to market the pharmacy’s services

and, if so, how best to address the problem; and

(7) other issues relating to pharmacy benefit management and its effects

on Vermonters, on pharmacies and pharmacists, and on _health insurance in

this State.

(b) On_or before January 15, 2023, the Department of Financial

Regulation shall provide its findings and recommendations regarding the

issues described in subsection (a) of this section to the House Committee on

Health Care and the Senate Committees on Health and Welfare and on

Finance.
Sec. 6. APPLICABILITY

(a) The provisions of Sec. 2 of this act (18 V.S.A. chapter 221, subchapter

9, pharmacy benefit managers) shall apply to a contract or health plan issued,

offered, renewed, recredentialed, amended, or extended on or after the effective

date of this act, including any health insurer that performs claims processing

or other prescription drug or device services through a third party.
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(b) A person doing business in this State as a pharmacy benefit manager

on or before the effective date of this act shall have six months following the

effective date of this act to come into compliance with the provisions of Sec. 2

of this act (18 V.S.A. chapter 221, subchapter 9, pharmacy benefit managers).

Sec. 7. 2021 Acts and Resolves No. 74, Sec. E.227.2 is amended to read:

Sec. E.227.2 REPEAL

18 V.S.A. §9473¢dHg) (pharmacy benefit managers; 340B entities) is
repealed on Fannery—1-—2023 April 1, 2024.
Sec. 8. EFFECTIVE DATE

This act shall take effect on July 1, 2022.




