. COMMONWEALTH OF VIRGINIA

A Department of Health Professions

Perimeter Center, 9960 Mayland Drive, Second Floor (804) 367-4648 (Tel)
Henrico, Virginia 23233 (804) 527-4434(Fax)

Tentative Agenda of Pharmacy Benefit Manager Workgroup

November 13, 2015
9:00AM
TOPIC PAGES
Call to Order of Meeting: David E. Brown, D.C., DHP Director
¢ Revised List of Workgroup Members 1-2
Approval of Agenda
Approval of Minutes 3-35

Call for Public Comment

Discussion Topies:
» Oversight of PBMs by VDH OLC with potential ability to:
o license PBMs;
o describe in regulation information which may be collected and/or prohibited from being
collected by a PBM during the credentialing process of providers/pharmacies;
o define “specialty drug” to describe the criteria to be used in determining drug eligibility;
o receive complaints against PBMs and take enforcement action when warranted
Self-insured entities and ERISA considerations
Utilization of electronic prior authorization process
Oversight of “white bagging” and “brown bagging”
Patient drug waste associated with mail order pharmacy dispensing processes
Improved appeal process

Background Materials:
o Electronic Prior Authorization (ePA) National Adoption Scorecard — provided by NCPA 36-51

Discussion of Topics for Next Meeting

Adjourn

*+#%%*The workgroup will have a working lunch at approximately 12pm,****
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John Beckner, Senior Director, Strategic Initiatives, National Community Pharmacists
Association

Geoffrey S. Ferguson, RPh, Pharmacist Lead, Anthem Blue Cross and Blue Shield
Douglas Gray, Executive Director, Virginia Association of Health Plans

William L. Harp, MD, Executive Director, Virginia Board of Medicine
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Commonwealth of Virginia
Department of Health Professions
Pharmacy Benefit Manager Workgroup

Monday, October 19, 2015
Perimeter Center, 2nd Floor Conference Center, Board Room 4
Henrico, Virginia

***DRAFT***MEETING MINUTES

Members Present:

David E. Brown, D.C., Director, Department ofHealth Professions

John Beckner, Senior Director, Strategic InmatiVes, Na‘uonal Commumty Pharmac1sts
Association

Geoffrey S. Ferguson, RPh, Pharmac:st Lead, Anthem Blue Cross and Blue Shleld
Douglas Gray, Executive Director, Virginia Association of Health Plans

William L. Harp, MD, Executive Dirégtor, Vugima Board of Medicine (arrived at
approximately 11:00am)

Caroline D. Juran, Executive Director, Virginia Board of Phannacy

Michael Jurgensen, Senior Vice Pre31dent Health Poticy & Planning, Medical Society of
Virginia

Rusty Maney, Presiderit,. Vlrgmla Association of Chain Drug Stores

Jessica S, Mazer, Fsq., Assistant Vice Prcsldent Smte Affairs, Pharmaceutical Care
Management Assoglation il

Timothy 8. Musselman, Pharm.D., Executlve Dipector Virginia Pharmacists Association
Donna’ Proﬂ' tt, Pharmacy Manager, Virginia Department of Medical Assistance Services
Ellen B, Shinaberry, RPH PharmD, Member, Virginia Board of Pharmacy

John Sisto, Settior Director of Regulatory Affairs, Express-Seripts

Van Tompkins, Insurance Policy Advisor to the Commissioner, Virginia Bureau of Insurance
Kenneth J. Walker, MD, Member and President, Virginia Board of Medicine

Sara Wilson, Director, Vlrglma Department of Human Resource Management (left at
approximately 1:00pm)

Alternates Participating:

T.C. Jones, IV, Supervisor, COPN, MCHIP & PRA Programs, Office of Licensure and
Certification, Virginia Department of Health

Members Absent:

Diana Jordan, Director, Division of Disease Prevention, Virginia Department of Health
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Elaine Yeatts, Senior Policy Analyst, Department of Health Professions
Staff Present:

Laura Z. Rothrock, Executive Assistant & Operations Manager, Director’s Office, Department
of Health Professions

Opening Remarks

Dr. Brown called the meeting to order at 9:13am. He welcozmed the workgroup members and the
public and gave a brief overview of the purpose of the workg:oup The workgroup members and
staff introduced themselves.

Public Comment :

Three individuals addressed the workgroup: J ohn Lubkowski Pharmacy Manager Sentara; Tom
La Martina, independent drug store owner, Brookneal Drug Company, and John Seymour,
Pharmacist, Orange Pharmacy and Elkton Famﬂy Pharmacy. Workgroup members were given
the opportunity to ask questions of the individuals.

Mr. Lubkowski discussed the mlat:lonshlp between a hospital oncology practice and pharmacy
benefit managers (PBMS) PBMs ;requlre that the médications that patients receive come from a
specialty pharmacy rather than the pharmacy Whea:e receiving treatment, and patients are told
which specmlty pharmacy to use. Thﬁ dlﬂ"erence between “Brown-bagging” and “White-
bagging” was ex;:ﬂamed Brombaggmg ~ ship medicatlon to patient; Sentara does not allow.
Whte-baggmg ship to h{)Spltal who mixes and dispenses to the patient; Sentara does allow.
The followmg issues were discussed: 1) Patient safety there can be delays in treatment. 2)
Liability — Sentara does not have contro] of the medication before it gets to the hospital. 3) Risk
in patient dosing and administration — especially when medication needs to be reconstituted or
compounded. 4) Storage PBI\!{S will not accept medications back when a patient’s treatment is
stopped; Sentara is thea responmble for disposal.

Mr. La Martina discussed lock-outs with PBMs (e.g., Anthem Healthkeepers, AARP, Cigna)
which can be patient-specific or specific to a plan. Brookneal is losing customers because the
customers are being forced to go somewhere else. This is not fair, and Mr. La Martina wants an

equal playing field with the PBMs.

Mr. Seymour’s main concern was patients’ health care and what the PBMs are doing to interfere
with it, particularly concerning access to specific pharmacies and denial of medication. PBMs,
or their agents, will try to get patients to change who they are using to obtain their medications
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(this is referred to as “slamming™). They will call the patient and encourage them to use a
different pharmacy. Mr. Seymour indicated that 40% of patients with prior authorization
approval will abandon that treatment. There is also a financial impact to patients because PBMs
want name brands, not generics, to be used. As an independent pharmacist, Mr. Seymour is
accountable to the Board of Pharmacy, and there is a need for accountability of the PBMs.

Workgroup Comments

Mr. Gray provided additional handouts which are included with these minutes (Virginia Code
Sections from Title 38.2 - Insurance, Video: What is a Phamamy Benefit Manager, and Tips for
Self-Insured Plans).

Discussion took place concerning the reason for the ccreatlon of the wnrkgroup (i.e., concerns
expressed by Mr. John W. Frye of Rocky Mount, see Background Materials in the Agenda
Package), whether or not CVS has a consistent ¢redentialing process, and who has authority to
investigate these types of complaints. Ms. Tompking indicated that complamts to the Bureau of
Insurance (BOI) are usually in reference to payment of claims; not credentialing.

Process for Credentialing Providers . '

Mr, Sisto outlined Expre'ss-gé'ﬁpts’ credeﬁﬁéﬁng process and whether the process is the same for
chains and independent pharmacies. There was discussion about fully-insured versus self-
insured plans. Self-insured ‘plans are regulated at the federal level, not the state. Virginia
currently has no statutory authonty over self-msured plans. Additional research is needed as to
whether other states rcgulate the self-msured plans

Overmght of PBMs

ERISA (Emplmyee Retlrement Im:ome Secunty Act) is the law for self-insured plans. The BOI
and the Virginia Department of Health (VDH) have no direct oversight for PBMs. The VDH
does have authority over Managed Care Insurance Plans (MCIP). Prior authorization
requirements can be found in*Virginia Code §38.2-3407.15:3.

Process for Determining Drug Coverage

The use of Pharmacy and Therapeutics (P & T) Committees in determining drug coverage and
the 2015 Federal Court ruling about ERISA and PBMs (handout provided by Mr. Musselman is
included with these minutes) were discussed. Concerns include whether coverage decisions are
being made by someone other than a clinician, what is considered medical necessity, and what is
considered to be a specialty drug.
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Board of Pharmacy Licensure/Regulation Issues

Currently, Mississippi is the only state with oversight of PBMs. A statutory change would be
required in order for the Virginia Board of Pharmacy to regulate PBMs. The National
Association of Boards of Pharmacy (NABP) Task Force recommendations on the regulation of
PBMs (page 13 of the Agenda Package) were briefly discussed.

Topics to Consider for Future Meetings ,?_?:

1. White- and Brown-bagging appear to fall within altemai:e delivery requirements, A
product is dispensed from one pharmacy to another to do somethmg else with it (e.g.,
reconstitute or compound). If somethmg goes wrong, who is hable‘? Legal clarification
is needed. i

2. What is a “specialty” drug? A deﬁm‘uoﬁ and an idea of what constitutes one are needed.
Ms. Mazer will look into this. gl i1

Pharmaceutical waste, especially regarding mail order

ERISA, especially degree to Which it preempts state regulatlon

Assistance to pharmacists who havea complaint, and where they take that complaint.

Electronic prior authorization process. J ohi1 Beckner will  provide National Council for

Prescription Drug Programs N CPDP) mformaﬁen. i, :

S e s

Dr. Brown indicated that the next meeung w111 be on November 13 and that it is possible the
workgroup may finish it’s discussums at that meeting. Any comments may be sent to Dr.
Brown’ s aﬂentlon i

The meetingrwas adjoufhed a 1:50pm.

Prepared By: Laur_ﬁfz. Rothrock
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§ 38.2-3407.5. Denial of benefits for certain prescription drugs prohibited.

§ 38.2-3407.5:1. Coverage for prescription contraceptives.

§ 38.2-3407.6:1. Denial of benefits for certain prescription drugs prohibited.

§ 38.2-3407.7. Pharmacies; freedom of choice.

§ 38.2-3407.9:01. Prescription drug formularies.

§ 38.2-3407.9:02. Requirement for prescription drug coverage.

§ 38.2-3407.9:03. Payment of clean claims to administrators of pharmacy benefits.
§ 38.2-3407.15. Ethics and fairness in carrier business practices.

§ 38.2-3407.15:1. Carrier contracts with pharmacy providers; required provisions;
limit on termination or nonrenewal.

§ 38.2-3407.15:2. Carrier contracts; required provisions regarding prior authorization.

§ 38.2-3407.15:3. Carrier and intermediary contracts with pharmacy providers;
disclosure and updating of maximum allowable cost of drugs; limit on termination or

nonrenewal.

§ 38.2-3407.18. Requirements for orally administered cancer chemotherapy drugs.
§ 38.2-3451. Essential health benefits.

§ 38.2-4209.1. Pharmacies; freedom of choice.

§ 38.2-4312.1. Pharmacies; freedom of choice.

§ 38.2-5805. Provider contracts.



§ 38.2-3407.5. Denial of benefits for certain prescription drugs prohibited.

A. Each (i) insurer proposing to issue individual or group accident and sickness insurance policies providing
hospital, medical and surgical or major medical coverage on an expense incurred basis, (ii) corporation
providing individual or group accident and sickness subscription contracts, and (iii) health maintenance
organization providing a health care plan for health care services, whose policy, contract or plan, including any
certificate or evidence of coverage issued in connection with such policy, contract or plan, includes coverage for
prescription drugs, whether on an inpatient basis, outpatient basis, or both, shall provide in each such policy,
contract, plan, certificate, and evidence of coverage that such benefits will not be denied for any drug approved
by the United States Food and Drug Administration for use in the treatment of cancer on the basis that the drug
has not been approved by the United States Food and Drug Administration for the treatment of the specific type
of cancer for which the drug has been prescribed, provided the drug has been recognized as safe and effective
for treatment of that specific type of cancer in any of the standard reference compendia.

B. Each (i) insurer proposing to issue individual or group accident and sickness insurance policies providing
hospital, medical and surgical or major medical coverage on an expense-incurred basis, (ii) corporation
providing individual or group accident and sickness subscription contracts, and (iii) health maintenance
organization providing a health care plan for health care services, whose policy, contract or plan, including any
certificate or evidence of coverage issued in connection with such policy, contract or plan, includes coverage for
prescription drugs, whether on an inpatient basis, outpatient basis, or both, shall provide in each such policy,
contract, plan, certificate, and evidence of coverage that such benefits will not be denied for any drug prescribed
to treat a covered indication so long as the drug has been approved by the United States Food and Drug
Administration for at least one indication and the drug is recognized for treatment of the covered indication in
one of the standard reference compendia or in substantially accepted peer-reviewed medical literature.

C. For the purposes of subsections A and B:

"Peer-reviewed medical literature” means a scientific study published only after having been critically reviewed
for scientific accuracy, validity, and reliability by unbiased independent experts in a journal that has been
determined by the International Committee of Medical Journal Editors to have met the Uniform Requirements
for Manuscripts submitted to biomedical journals. Peer-reviewed medical literature does not include
publications or supplements to publications that are sponsored to a significant extent by a pharmaceutical

manufacturing company or health carrier.

"Standard reference compendia” means:

1. American Hospital Formulary Service Drug Information;

2. National Comprehensive Cancer Network's Drugs & Biologics Compendium; or

3. Elsevier Gold Standard's Clinical Pharmacology.



D. Coverage, as described in subsections A and B, includes medically necessary services associated with the
administration of the drug,

E. Subsections A and B shall not be construed to do any of the following:

1. Require coverage for any drug if the United States Food and Drug Administration has determined its use to
be contraindicated for the treatment of the specific type of cancer or indication for which the drug has been

prescribed;

2. Require coverage for experimental drugs not otherwise approved for any indication by the United States
Food and Drug Administration;

3. Alter any law with regard to provisions limiting the coverage of drugs that have not been approved by the
United States Food and Drug Administration;

4. Create, impair, alter, limit, modify, enlarge, abrogate, or prohibit reimbursement for drugs used in the
treatment of any other disease or condition; or

5. Require coverage for prescription drugs in any contract, policy or plan that does not otherwise provide such

coverage,

F. The provisions of this section shall not apply to short-term travel, or accident-only policies, or to short-term

nonrenewable policies of not more than six months' duration.

G. The provisions of subsection A are applicable to contracts, policies or plans delivered, issued for delivery or
renewed in this Commonwealth on and after July 1, 1994, and the provisions of subsection B are applicable to
contracts, policies or plans delivered, issued for delivery or renewed in this Commonwealth on and after July 1,

1997.

1994, ¢. 374; 1997, c. 656; 2010, c. 443.

§ 38.2-3407.5:1. Coverage for prescription contraceptives.

A. Each (i) insurer proposing to issue individual or group accident and sickness insurance policies providing
hospital, medical and surgical or major medical coverage on an expense incurred basis; (ii) corporation
providing individual or group accident and sickness subscription contracts; and (iii) health maintenance
organization providing a health care plan for health care services, whose policy, contract or plan, including any
certificate or evidence of coverage issued in connection with such policy, contract or plan, includes coverage for
prescription drugs on an outpatient basis, shall offer and make available coverage thereunder for any prescribed
drug or device approved by the United States Food and Drug Administration for use as a contraceptive.

B. No insurer, corporation or health maintenance organization shall impose upon any person receiving
prescription contraceptive benefits pursuant to this section any (i) copayment, coinsurance payment or fee that
is not equally imposed upon all individuals in the same benefit category, class, coinsurance level or copayment
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level receiving benefits for prescription drugs, or (ji) reduction in allowable reimbursement for prescription
drug benefits.

C. The provisions of subsection A shall not be construed to:

1. Require coverage for prescription coverage benefits in any contract, policy or plan that does not otherwise

provide coverage for prescription drugs;

2. Preclude the use of closed formularies, provided, however, that such formularies shall include oral, implant
and injectable contraceptive drugs, intrauterine devices and prescription barrier methods; or

3. Require coverage for experimental contraceptive drugs not approved by the United States Food and Drug
Administration. -

D. The provisions of this section shall not apply to short-term travel, accident-only, limited or specified disease
policies, or contracts designed for issuance to persons eligible for coverage under Title XVIII of the Social
Security Act, known as Medicare, or any other similar coverage under state or federal governmental plans, or to
short-term nonrenewable policies of not more than six months' duration.

E. The provisions of this section shall be applicable to contracts, policies or plans delivered, issued for delivery
or renewed in this Commonwealth on and after July 1, 1997.

1997, c. 748.

§ 38.2-3407.6:1. Denial of benefits for certain prescription drugs prohibited.

A. Each (i) insurer proposing to issue individual or group accident and sickness insurance policies providing
hospital, medical and surgical or major medical coverage on an expense-incurred basis, (ii) corporation
providing individual or group accident and sickness subscription contracts, and (iii) health maintenance
organization providing a health care plan for health care services, whose policy, contract or plan, including any
certificate or evidence of coverage issued in connection with such policy, contract or plan, includes coverage for
prescription drugs, whether on an inpatient basis, an outpatient basis, or both, shall provide in each such policy,
contract, plan, certificate, and evidence of coverage that such benefits shall not be denied for any drug approved
by the United States Food and Drug Administration for use in the treatment of cancer pain on the basis that the
dosage is in excess of the recommended dosage of the pain-relieving agent, if the prescription in excess of the
recommended dosage has been prescribed in compliance with §§ 54.1-2971.01, 54.1-3303 and 54.1-3408.1 for

a patient with intractable cancer pain.

B. The provisions of this section shall not apply to short-term travel, or accident-only policies, or to short-term

nonrenewable policies of not more than six months' duration.

C. The provisions of this section are applicable to contracts, policies or plans delivered, issued for delivery or
renewed in this Commonwealth on and after July 1, 1999.

{0



1999, c. 857.

§ 38.2-3407.7. Pharmacies; freedom of choice.

A. Notwithstanding any provision of § 38.2-3407 to the contrary, no insurer proposing to issue preferred
provider policies or contracts shall prohibit any person receiving pharmacy' benefits furnished thereunder from
selecting, without limitation, the pharmacy of his choice to furnish such benefits. This right of selection extends
to and includes pharmacies that are nonpreferred providers and that have previously notified the insurer, by
facsimile or otherwise, of their agreement to accept reimbursement for their services at rates applicable to
pharmacies that are preferred providers, including any copayment consistently imposed by the insurer, as
payment in full. Each insurer shall permit prompt electronic or telephonic transmittal of the reimbursement
agreement by the pharmacy and ensure prompt verification to the pharmacy of the terms of reimbursement, In
no event shall any person receiving a covered pharmacy benefit from a nonpreferred provider which has
submitted a reimbursement agreement be responsible for amounts that may be charged by the nonpreferred
provider in excess of the copayment and the insurer’s reimbursement applicable to all of its preferred pharmacy

providers.

B. No such insurer shall impose upon any person receiving pharmaceutical benefits furnished under any such
policy or contract:

1. Any copayment, fee or condition that is not equally imposed upon all individuals in the same benefit
category, class or copayment level, whether or not such benefits are furnished by pharmacists who are

nonpreferred providers;
2. Any monetary penalty that would affect or influence any such person's choice of pharmacy; or

3. Any reduction in allowable reimbursement for pharmacy services related to utilization of pharmacists who

are nonpreferred providers.

C. For purposes of this section, a prohibited condition or penalty shall include, without limitation: (i) denying
immediate access to electronic claims filing to a pharmacy that is a nonpreferred provider and that has complied
with subsection D or (ii) requiring a person receiving pharmacy benefits to make payment at point of service,
except to the extent such conditions and penalties are similarly imposed on preferred providers.

D. Any pharmacy that wishes to be covered by this section shall, if requested to do so in writing by an insurer,
within 30 days of the pharmacy's receipt of the request, execute and deliver to the insurer the direct service
agreement or preferred provider agreement that the insurer requires all of its preferred providers of pharmacy
benefits to execute. Any pharmacy that fails to timely execute and deliver such agreement shall not be covered
by this section with respect to that insurer unless and until the pharmacy executes and delivers the agreement.

E. The Commission shall have no jurisdiction to adjudicate controversies arising out of this section.

(



F. Nothing in this section shall limit the authority of an insurer proposing to issue preferred provider policies or
contracts to select a single mail order pharmacy provider as the exclusive provider of pharmacy services that are
delivered to the covered person's address by mail, common carrier, or delivery service. The provisions of this
section shall not apply to such contracts. As used in this subsection, "mail order pharmacy provider" means a
pharmacy permitted to conduct business in the Commonwealth whose primary business is to dispense a
prescription drug or device under a prescriptive drug order and to deliver the drug or device to a patient
primarily by mail, common carrier, or delivery service.

1994, ¢. 963; 1995, ¢. 467, 2010, cc. 157, 357.

§ 38.2-3407.9:01. Prescription drug formularies.

A. Each (i) insurer proposing to issue individual or group accident and sickness insurance policies providing
hospital, medical and surgical or major medical coverage on an expense-incurred basis, (ii) corporation
providing individual or group accident and sickness subscription contracts, and (iii) health maintenance
organization providing a health care plan for health care services, whose policy, contract or plan, including any
certificate or evidence of coverage issued in connection with such policy, contract or plan, includes coverage for
prescription drugs on an outpatient basis may apply a formulary to the prescription drug benefits provided by
the insurer, corporation, or health maintenance organization if the formulary is developed, reviewed at least
annually, and updated as necessary in consultation with and with the approval of a pharmacy and therapeutics
committee, a majority of whose members are actively practicing licensed pharmacists, physicians and other

licensed health care providers.

B. If an insurer, corporation, or health maintenance organization maintains one or more closed drug formularies,
each insurer, corporation, or health maintenance organization shall:

1. Make available to participating providers and pharmacists and to any nonpreferred or nonparticipating
pharmacists as described in §§ 38.2-3407.7 and 38.2-4312.1, the complete, current drug formulary or
formularies, or any updates thereto, maintained by the insurer, corporation, or health maintenance organization,
including a list of the prescription drugs on the formulary by major therapeutic category that specifies whether
particular prescription drug is preferred over other drugs;

2. Establish a process to allow an enrollee to obtain, without additional cost-sharing beyond that provided for
formulary prescription drugs in the enrollee's covered benefits, a specific, medically necessary nonformulary
prescription drug if the formulary drug is determined by the insurer, corporation, or health maintenance
organization, after reasonable investigation and consultation with the prescribing physician, to be an
inappropriate therapy for the medical condition of the enrollee. The insurer, corporation or health maintenance
organization shall act on such requests within one business day of receipt of the request; and

3. Establish a process to allow an enrollee to obtain, without additional cost-sharing beyond that provided for
formulary prescription drugs in the enrollee's covered benefits, a specific, medically necessary nonformulary
prescription drug when the énrollee has been receiving the specific nonformulary prescription drug for at least

6
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six months previous to the development or revision of the formulary and the prescribing physician has
determined that the formulary drug is an inappropriate therapy for the specific patient or that changing drug
therapy presents a significant health risk to the specific patient. After reasonable investigation and consultation
with the prescribing physician, the insurer, corporation or health maintenance organization shall act on such
requests within one business day of receipt of the request. For purposes of this subsection, substituting the
generic equivalent drug, which has been approved by the U.S. Food and Drug Administration, for a branded
version of such drug shall not constitute a change in drug therapy.

C. Each insurer, corporation, or health maintenance organization that applies a formulary to the prescription
drug benefits provided as set forth in subsection A shall provide to each affected group health benefit plan
policyholder or contract holder or each affected individual health benefit plan policyholder or contract holder
not less than 30 days' prior written notice of a modification to a formulary that results in the movement of a
prescription drug to a tier with higher cost-sharing requirements. This section does not apply to modifications

that occur at the time of coverage renewal.

1999, cc. 643, 649; 2000, c. 873; 2014, cc. 272, 297.

§ 38.2-3407.9:02. Requirement for prescription drug coverage.

No (i) insurer proposing to issue individual or group accident and sickness insurance policies providing
hospital, medical and surgical or major medical coverage on an expense-incurred basis, (ii) corporation
providing individual or group accident and sickness subscription contracts, or (iii) health maintenance
organization providing a health care plan for health care services, whose policy, contract or plan, including any
certificate or evidence of coverage issued in connection with such policy, contract or plan, includes coverage for
prescription drugs shall exclude coverage for any prescription drug solely on the basis of the length of time

since the drug obtained FDA approval.
2000, c. 508.

§ 38.2-3407.9:03. Payment of clean claims to administrators of pharmacy benefits.

A. As used in this section, "clean claim," "catrier," and "provider contract,” shall have the meanings set forth in
subsection A of § 38.2-3407.15.

B. Any contract between a carrier and its pharmacy benefits administrator or a carrier and a participating
pharmacy, or its contracting agent, that requires claims be submitted electronically shall require that payment be
made electronically to the participating provider or its designee for clean claims, as defined in subsection A of §
38.2-3407.15, submitted electronically. An electronic claim must be submitted in the form required by the
carrier and in compliance with 45 CFR Part 142, as amended, provided that the participating provider or
designee agrees to accept claims details for such payments electronically, in compliance with 45 CFR Part 142,
as amended, and provides accurate electronic funds transfer information to the carrier.
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C. This section shall apply with respect to contracts between a carrier and its pharmacy benefits administrator or
a carrier and a pharmacy, or its contracting agent, that are entered into, amended, extended, or renewed on or

after January 1, 2009.

2008, c. 104.

§ 38.2-3407.15. Ethics and fairness in carrier business practices.

A. As used in this section:

"Carrier," "enrollee" and "provider" shall have the meanings set forth in § 38.2-3407.10; however, a "carrier"
shall also include any person required to be licensed under this title which offers or operates a managed care
health insurance plan subject to Chapter 58 (§ 38.2-5800 et seq.) of this title or which provides or arranges for
the provision of health care services, health plans, networks or provider panels which are subject to regulation

as the business of insurance under this title.

"Claim" means any bill, claim, or proof of loss made by or on behalf of an enrollee or a provider to a carrier (or
its intermediary, administrator or representative} with which the provider has a provider contract for payment
for health care services under any health plan; however, a "claim" shall not include a request for payment of a

capitation or a withhold.

"Clean claim" means a claim (i) that has no material defect or impropriety (including any lack of any reasonably
required substantiation documentation) which substantially prevents timely payment from being made on the
claim or (i) with respect to which a carrier has failed timely to notify the person submitting the claim of any
such defect or impropriety in accordance with this section.

"Health care services" means items or services furnished to any individual for the purpose of preventing,

alleviating, curing, or healing human illness, injury or physical disability.

"Health plan" means any individual or group health care plan, subscription contract, evidence of coverage,
certificate, health services plan, medical or hospital services plan, accident and sickness insurance policy or
certificate, managed care health insurance plan, or other similar certificate, policy, contract or arrangement, and
any endorsement or rider thereto, to cover all or a portion of the cost of persons receiving covered health care
services, which is subject to state regulation and which is required to be offered, arranged or issued in the
Commonwealth by a carrier licensed under this title. Health plan does not mean (i) coverages issued pursuant to
Title X VIII of the Social Security Act, 42 U.S.C. § 1395 et seq. (Medicare), Title XIX of the Social Security
Act, 42 U.S.C. § 1396 et seq. (Medicaid) or Title XXI of the Social Security Act, 42 U.S.C. § 1397aa et seq.
(CHIP), 5 U.S.C. § 8901 et seq. (federal employees), or 10 U.S.C. § 1071 et seq. (TRICARE); or (ii) accident
only, credit or disability insurance, long-term care insurance, TRICARE supplement, Medicare supplement, or

workers' compensation coverages.
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"Provider contract" means any contract between a provider and a carrier (or a carrier's network, provider panel,
intermediary or representative) relating to the provision of health care services.

"Retroactive denial of a previously paid claim" or "retroactive denial of payment" means any attempt by a
carrier retroactively to collect payments already made to a provider with respect to a claim by reducing other
payments currently owed to the provider, by withholding or setting off against future payments, or in any other
manner reducing or affecting the future claim payments to the provider.

B. Subject to subsection H, every provider contract entered into by a carrier shall contain specific provisions
which shall require the carrier to adhere to and comply with the following minimum fair business standards in
the processing and payment of claims for health care services:

1. A carrier shall pay any claim within 40 days of receipt of the claim except where the obligation of the carrier
to pay a claim is not reasonably clear due to the existence of a reasonable basis supported by specific
information available for review by the person submitting the claim that:

a. The claim is determined by the carrier not to be a clean claim due to a good faith determination or dispute
regarding (i) the manner in which the claim form was completed or submitted, (ii) the eligibility of a person for
coverage, (iii) the responsibility of another carrier for all or part of the claim, (iv) the amount of the claim or the
amount currently due under the claim, (v) the benefits covered, or (vi) the manner in which services were

accessed or provided; or
b. The claim was submitted fraudulently.

Each carrier shall maintain a written or electronic record of the date of receipt of a claim. The person submitting
the claim shall be entitled to inspect such record on request and to rely on that record or on any other admissible
evidence as proof of the fact of receipt of the claim, including without limitation electronic or facsimile

confirmation of receipt of a claim.

2. A carrier shall, within 30 days after receipt of a claim, request electronically or in writing from the person
submitting the claim the information and documentation that the carrier reasonably believes will be required to
process and pay the claim or to determine if the claim is a clean claim, Upon receipt of the additional
information requested under this subsection necessary to make the original claim a clean claim, a carrier shall
make the payment of the claim in compliance with this section. No cartier may refuse to pay a claim for health
care services rendered pursnant to a provider contract which are covered benefits if the carrier fails timely to
notify or attempt to notify the person submitting the claim of the matters identified above unless such failure
was caused in material part by the person submitting the claims; however, nothing herein shall preclude such a
carrier from imposing a retroactive denial of payment of such a claim if permitted by the provider contract
unless such retroactive denial of payment of the claim would violate subdivision 6 of this subsection. Nothing in
this subsection shall require a carrier to pay a claim which is not a clean claim.
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3. Any interest owing or accruing on a claim under § 38.2-3407.1 or 38.2-4306.1 of this title, under any
provider contract or under any other applicable law, shall, if not sooner paid or required to be paid, be paid,
without necessity of demand, at the time the claim is paid or within 60 days thereafter.

4. a. Every carrier shall establish and implement reasonable policies to permit any provider with which there is a
provider contract (i) to confirm in advance during normal business hours by free telephone or electronic means
if available whether the health care services to be provided are medically necessary and a covered benefit and
(ii) to determine the carrier's requirements applicable to the provider (or to the type of health care services
which the provider has contracted to deliver under the provider contract) for (a) pre-certification or
authorization of coverage decisions, (b) retroactive reconsideration of a certification or authorization of
coverage decision or retroactive denial of a previously paid claim, (¢) provider-specific payment and
reimbursement methodology, coding levels and methodology, downcoding, and bundling of claims, and (d)
other provider-specific, applicable claims processing and payment matters necessary to meet the terms and
conditions of the provider contract, including determining whether a claim is a clean claim. If a carrier
routinely, as a matter of policy, bundles or downcodes claims submitted by a provider, the carrier shall clearly
disclose that practice in each provider contract. Further, such carrier shall either (1) disclose in its provider
contracts or on its website the specific bundling and downcoding policies that the carrier reasonably expects to
be applied to the provider or provider's services on a routine basis as a matter of policy or (2) disclose in each
provider contract a telephone or facsimile number or e-mail address that a provider can use to request the
specific bundling and downcoding policies that the carrier reasonably expects to be applied to that provider or
provider's services on a routine basis as a matter of policy. If such request is made by or on behalf of a provider,
a carrier shall provide the requesting provider with such policies within 10 business days following the date the

request is received.

b. Every carrier shall make available to such providers within 10 business days of receipt of a request, copies of
or reasonable electronic access to all such policies which are applicable to the particular provider or to
particular health care services identified by the provider. In the event the provision of the entire policy would
violate any applicable copyright law, the carrier may instead comply with this subsection by timely delivering
to the provider a clear explanation of the policy as it applies to the provider and to any health care services

identified by the provider.

5. Every carrier shall pay a claim if the carrier has previously authorized the health care service or has advised
the provider or enrollee in advance of the provision of health care services that the health care services are

medically necessary and a covered benefit, unless:

a. The documentation for the claim provided by the person submitting the claim clearly fails to support the

claim as originally authorized; or

b. The carrier's refusal is because (i) another payor is responsible for the payment, (ii) the provider has already
been paid for the health care services identified on the claim, (jii) the claim was submitted fraudulently or the
authorization was based in whole or material part on erroneous information provided to the carrier by the

provider, enrollee, or other person not related to the carrier, or (iv) the person receiving the health care services
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was not eligibie to receive them on the date of service and the carrier did not know, and with the exercise of
reasonable care could not have known, of the person's eligibility status.

6. No carrier may impose any retroactive denial of a previously paid claim unless the carrier has provided the
reason for the retroactive denial and (i) the original claim was submitted fraudulently, (ii) the original claim
payment was incorrect because the provider was already paid for the health care services identified on the claim
or the health care services identified on the claim were not delivered by the provider, or (iii) the time which has
elapsed since the date of the payment of the original challenged claim does not exceed the lesser of (a) 12
months or (b) the number of days within which the carrier requires under its provider contract that a claim be
submitted by the provider following the date on which a health care service is provided. Effective July 1, 2000,
a carrier shall notify a provider at least 30 days in advance of any retroactive denial of a claim.

7. Notwithstanding subdivision 6 of this subsection, with respect to provider contracts entered into, amended,
extended, or renewed on or after July 1, 2004, no carrier shall impose any retroactive denial of payment or in
any other way seek recovery or refund of a previously paid claim unless the carrier specifies in writing the
specific claim or claims for which the retroactive denial is to be imposed or the recovery or refund is sought.
The written communication shall also contain an explanation of why the claim is being retroactively adjusted.

8. No provider contract may fail to include or attach at the time it is presented to the provider for execution (i)
the fee schedule, reimbursement policy or statement as to the manner in which claims will be calculated and
paid which is applicable to the provider or to the range of health care services reasonably expected to be
delivered by that type of provider on a routine basis and (ii) all material addenda, schedules and exhibits thereto
and any policies (including those referred to in subdivision 4 of this subsection) applicable to the provider or to
the range of health care services reasonably expected to be delivered by that type of provider under the provider

contract.

9. No amendment to any provider contract or to any addenda, schedule, exhibit or policy thereto (or new
addenda, schedule, exhibit, or policy) applicable to the provider (or to the range of health care services
reasonably expected fo be delivered by that type of provider) shall be effective as to the provider, unless the
provider has been provided with the applicable portion of the proposed amendment (or of the proposed new
addenda, schedule, exhibit, or policy) at least 60 calendar days before the effective date and the provider has
failed to notify the carrier within 30 calendar days of receipt of the documentation of the provider's intention to
terminate the provider contract at the earliest date thereafter permitted under the provider contract.

10. In the event that the carrier's provision of a policy required to be provided under subdivision 8 or 9 of this
subsection would violate any applicable copyright law, the carrier may instead comply with this section by
providing a clear, written explanation of the policy as it applies to the provider.

11. All carriers shall establish, in writing, their claims payment dispute mechanism and shall make this

information available to providers.
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C. Without limiting the foregoing, in the processing of any payment of claims for health care services rendered
by providers under provider contracts and in performing under its provider contracts, every carrier subject to
regulation by this title shall adhere to and comply with the minimum fair business standards required under
subsection B, and the Commission shall have the jurisdiction to determine if a carrier has violated the standards
set forth in subsection B by failing to include the requisite provisions in its provider contracts and shall have
jurisdiction to determine if the carrier has failed to implement the minimum fair business standards set out in

subdivisions B 1 and B 2 in the performance of its provider contracts.

D. No carrier shall be in violation of this section if its failure to comply with this section is caused in material
part by the person submitting the claim or if the carrier's compliance is rendered impossible due to matters
beyond the carrier's reasonable control (such as an act of God, insurrection, strike, fire, or power outages) which
are not caused in material part by the carrier.

E. Any provider who suffers loss as the result of a carrier's violation of this section or a carrier's breach of any
provider contract provision required by this section shall be entitled to initiate an action to recover actual
damages. If the trier of fact finds that the violation or breach resulted from a carrier's gross negligence and
willful conduct, it may increase damages to an amount not exceeding three times the actual damages sustained.
Notwithstanding any other provision of law to the contrary, in addition to any damages awarded, such provider
also may be awarded reasonable attorney's fees and court costs. Each claim for payment which is paid or
processed in violation of this section or with respect to which a violation of this section exists shall constitute a
separate violation. The Commission shall not be deemed to be a "trier of fact" for purposes of this subsection.

F. No carrier (or its network, provider panel or intermediary) shall terminate or fail to renew the employment or
other contractual relationship with a provider, or any provider contract, or otherwise penalize any provider, for
invoking any of the provider's rights under this section or under the provider contract.

G. This section shall apply only to carriers subject to regulation under this title.

H. This section shall apply with respect to provider contracts entered into, amended, extended or renewed on or
after July 1, 1999.

1. Pursuant to the authority granted by § 38.2-223, the Commission may promulgate such rules and regulations
as it may deem necessary to implement this section.

J. The Commission shall have no jurisdiction to adjudicate individual controversies arising out of this section.

1999, cc. 709, 739; 2004, c. 425; 2005, c. 349; 2014, cc. 157, 417; 2015, c. 709,

§ 38.2-3407.15:1. Carrier contracts with pharmacy providers; required provisions;
limit on termination or nonrenewal.

A. As used in this section, unless the context requires a different meaning:

12

13



"Audit" includes any audit conducted or authorized by a carrier or its intermediary to determine whether the
participating pharmacy provider has complied with the terms and conditions for reimbursement under the

provider contract.
"Carrier" has the same meaning ascribed thereto in subsection A of § 38.2-3407.15.

"Clerical error” means any clerical or recordkeeping error or omission, such as typographical errors, scrivener's
errors, or computer errors, in the keeping, recording, handling, or transcribing of pharmacy records. "Clerical
error” does not include any clerical or recordkeeping error or omission that results in an overpayment by a
carrier or its intermediary or the dispensing of a prescription in breach of applicable law or regulation.

"Fraud" means a knowingly or willfully false act of misrepresentation or an act in deliberate ignorance of the
truth or falsity of the information as evidenced by a review of claims data, evaluation of provider statements,
physical review of pharmacy records, or use of similar investigative methods by the carrier or its intermediary.

"Overpayment" means a payment by the carzier or its intermediary to the pharmacy provider that is greater than
the rate or amount the provider is entitled to under the provider contract or applicable fee schedule.

"Pharmacy record” means a patient record, signature or delivery log, or prescription, including written, phoned-
in, faxed, or electronic prescriptions, whether original or substitute, that complies with applicable law and

regulation.

"Provider contract” has the same meaning ascribed thereto in subsection A of § 38.2-3407.15.

B. Any contract between a carrier and its intermediary, pursuant to which the intermediary has the right or
obligation to conduct audits of participating pharmacy providers, and any provider confract between a carrier
and a participating pharmacy provider or its contracting agent, pursuant to which the carrier has the right or
obligation to conduct audits of participating pharmacy providers, shall contain specific provisions that prohibit
the carrier or intermediary, in the absence of fraud, from recouping amounts calculated from or arising out of

any of the following:
1. Probability sampling, extrapolation, or other mathematical or statistical methods that allegedly project an

error;
2. Clerical errors by the participating pharmacy provider;

3. An act or omission of the participating pharmacy provider that was not specifically prohibited or required by
the provider contract when the claim was adjudicated unless the act or omission was a violation of applicable

law or regulation;

4. The refusal of a carrier or its intermediary to consider during an audit or audit appeal a pharmacy record in

electronic form to validate a claim;

5. Dispensing fees or interest on the claim, except in the event of an overpayment, if the prescription was

dispensed in accordance with applicable law or regulation;
13



6. Any claim authorized and dispensed more than 24 months pribr to the date of the audit unless the claim is
adjusted at the direction of the Commission, except that this time period shall be tolled while the denial of the

claim is being appealed;

7. An alleged breach of auditing requirements if they are not the same as the requirements that the carrier or
intermediary applies to other participating pharmacy providers in the same setting;

8. The refusal of the carrier or its intermediary to consider during an audit or audit appeal a pharmacy record, a
prescriber or patient verification, or a prescriber record to validate a claim; or

9. The alleged failure of the participating pharmacy provider to supply during an audit or audit appeal a
pharmacy record not specifically identified in the provider contract.

C. Any contract between a carrier and its intermediary, pursuant to which the intermediary has the right or
obligation to conduct audits of participating pharmacy providers, and any provider contract between a carrier
and a participating pharmacy provider or its contracting agent, pursuant to which the carrier has the right or
obligation to conduct audits of participating pharmacy providers, shall contain specific provisions that prohibit
the carrier or intermediary, in the absence of fraud by the participating pharmacy provider, from terminating or
failing to renew the contractual relationship with a participating pharmacy provider for invoking its rights under
any contractual provision required to be contained in the contract pursuant to subsection B.

D. The Commission shall have no jurisdiction to adjudicate individual controversies arising out of this section.

E. This section shall apply with respect to contracts described in subsection B or C entered into, amended,
extended, or renewed on or after January 1, 2015.

2014, c. 308.

§ 38.2-3407.15:2. Carrier contracts; required provisions regarding prior authorization.

A. As used in this section, unless the context requires a different meaning:

"Carrier" has the same meaning ascribed thereto in subsection A of § 38.2-3407.15.

"Prior authorization" means the approval process used by a carrier before certain drug benefits may be provided.
"Provider contract" has the same meaning ascribed thereto in subsection A of § 38.2-3407.15.

"Supplementation” means a request communicated by the carrier to the prescriber or his designee, for additional
information, limited to items specifically requested on the applicable prior authorization request, necessary to

approve or deny a prior authorization request.

B. Any provider confract between a carrier and a participating health care provider, or its contracting agent,

shall contain specific provisions that:
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1. Require the carrier to, in a method of its choosing, accept telephonic, facsimile, or electronic submission of
prior authorization requests that are delivered from e-prescribing systems, electronic health record systems, and
health information exchange platforms that utilize the National Council for Prescription Drug Programs'’

SCRIPT standards;

2. Require that the carrier communicate to the prescriber or his designee within 24 hours of submission of an
urgent prior authorization request to the carrier, if submitted telephonically or in an alternate method directed by
the carrier, that the request is approved, denied, or requires supplementation;

3. Require that the carrier communicate electronically, telephonically, or by facsimile to the prescriber or his
designee, within two business days of submission of a fully completed prior authorization request, that the

request is approved, denied, or requires supplementation;

4. Require that the carrier communicate electronically, telephonically, or by facsimile to the prescriber or his
designee, within two business days of submission of a properly completed supplementation from the prescriber
or his designee, that the request is approved or denied;

5. Require that if the prior authorization request is denied, the carrier shall communicate electronically,
telephonically, or by facsimile to the prescriber or his designee, within the timeframes established by
subdivision 3 or 4, as applicable, the reasons for the denial;

6. Require that prior authorization approved by another carrier be honored at least for the initial 30 days of a
member's prescription drug benefit coverage, subject to the provisions of the new carrier's evidence of coverage,
upon the carrier's receipt from the prescriber or his designee, of a record demonstrating the previous carrier's

prior authorization approval;
7. Require that a tracking system be used by the carrier for all prior authorization requests and that the

identification information be provided electronically, telephonically, or by facsimile to the prescriber or his
designee, upon the carrier's response to the prior authorization request; and

8. Require that the carrier's prescription drug formularies, all drug benefits subject to prior authorization by the
carrier, all of the catrier's prior authorization procedures, and all prior authorization request forms accepted by
the carrier be made available through one central location on the carrier's website and that such information be

updated by the carrier within seven days of approved changes.
C. The Commission shall have no jurisdiction to adjudicate individual controversies arising out of this section.

D. This section shall apply with respect to any contract between a carrier and a participating health care
provider, or its contracting agent, that is entered into, amended, extended, or renewed on or after J. anuary 1,

2016.

E. Notwithstanding any law to the contrary, the provisions of this section shall not apply to:
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1. Coverages issued pursuant to Title XVIII of the Social Security Act, 42U.S.C. § 1395 et seq. (Medicare),
Title XIX of the Social Security Act, 42 U.S.C. § 1396 et seq. (Medicaid), Title XXI of the Social Security Act,
42 U.S.C. § 1397aa et seq. (CHIP), 5 U.S.C. § 8901 et seq. (federal employees), or 10 U.S.C. § 1071 et seq.

(TRICARE);
2. The state employee health insurance plan established pursuant to § 2.2-2818;

3. Accident only, credit or disability insurance, long-term care insurance, TRICARE supplement, Medicare

supplement, or workers' compensation coverages;
4. Any dental services plan or optometric services plan as defined in § 38.2-4501; or

5. Any health maintenance organization that (i) contracts with one multispecialty group of physicians who are
employed by and are shareholders of the multispecialty group, which multispecialty group of physicians may
also contract with health care providers in the community; (ii) provides and arranges for the provision of
physician services by such multispecialty group physicians or by such contracted health care providers in the
community; and (iii) receives and processes at least 85 percent of prescription drug prior authorization requests
in a manner that is interoperable with e-prescribing systems, electronic health records, and health information

exchange platforms.

2015, cc. 515, 516.
§ 38.2-3407.15:3. Carrier and intermediary contracts with pharmacy providers;

disclosure and updating of maximum allowable cost of drugs; limit on termination or
nonrenewal.

A. As used in this section, unless the context requires a different meaning:
"Carrier" has the same meaning ascribed thereto in subsection A of § 38.2-3407.15.

"Maximum allowable cost" means the maximum dollar amount that a carrier or its intermediary will reimburse
a pharmacy provider for a group of drugs rated as "A", "AB", "NR", or "NA" in the most recent edition of the
Approved Drug Products with Therapeutic Equivalence Evaluations, also known as the Orange Book, published
by the U.S. Food and Drug Administration, or similarly rated by a nationally recognized reference.

"Provider contract" has the same meaning ascribed thereto in subsection A of § 38.2-3407.15.

B. Any contract between a carrier and its intermediary, pursuant to which the intermediary has the right or
obligation to establish a maximum allowable cost, and any provider contract between a carrier and a
participating pharmacy provider or its contracting agent, pursuant to which the carrier has the right or obligation
to establish a maximum allowable cost, shall contain specific provisions that require the intermediary or carrier

to:
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1. Update, not less frequently than once every seven days, the maximum allowable cost list, unless there has
been no change to the maximum allowable cost of any drug on the list since the last update;

2. Verify, not less frequently than once every seven days, that the drugs on the maximum allowable cost list are
available to participating pharmacy providers from at least one regional or national pharmacy wholesaler and
that the amount for each drug is not obsolete and promptly revise the maximum allowable cost if necessary to

comply with this subsection;
3. Provide a process for each participating pharmacy provider to readily access the maximum allowable cost list
specific to that provider; and

4. Prohibit the intermediary or carrier from terminating or failing to renew its contractual relationship with a
participating pharmacy provider for invoking its rights under any contractual provision required by this section.

C. Any contract between a carrier and its intermediary, pursuant to which the intermediary has the right or
obligation to establish a maximum allowable cost, and any provider contract between a carrier and a
participating pharmacy provider or its contracting agent, pursuant to which the carrier has the right or obligation
to establish a maximum allowable cost, shall contain specific provisions that require the intermediary or carrier
to provide a process for an appeal, investigation, and resolution of disputes regarding maximum allowable cost

drug pricing that includes:

1. A time period of 14 days from the date of initial claim adjudication for the participating pharmacy provider to
file its dispute request;

2. A requirement that the dispute request be investigated and resolved within 14 days of its initiation by the
participating pharmacy provider;

3. A telephone number at which the participating pharmacy provider may contact the carrier or its intermediary
to speak to a person responsible for processing dispute requests;

4. A requirement that a carrier or its intermediary, if a dispute request is denied, provide (i) a reason for the
denial, and (if) the national drug code of the drug under dispute that the carrier or its intermediary contends may
be purchased by the participating pharmacy provider for an amount that is equal to or less than the maximum

allowable cost; and

5. A requirement that a carrier or its intermediary, if a dispute is successful, update the maximum allowable cost
for the drug under dispute within five days of the determination of the dispute.

D. The Commission shall have no jurisdiction to adjudicate individual controversies arising out of this section.

E. This section shall apply with respect to contracts described in subsections B and C entered into, amended,

extended, or renewed on or after January 1, 2016.
2015, ¢, 518,
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§ 38.2-3407.18. Requirements for orally administered cancer chemotherapy-drugs.

A. Each (i) insurer proposing to issue individual or group accident and sickness insurance policies providing
hospital, medical and surgical, or major medical coverage on an expense-incurred basis; (ii) corporation
providing individual or group accident and sickness subscription contracts; and (ifi) health maintenance
organization providing a health care plan for health care services, whose policies, contracts, or plans, including
any certificate or evidence of coverage issued in connection with such policies, contracts, or plans, include
coverage for cancer chemotherapy drugs administered orally and intravenously or by injection shall provide that
the criteria for establishing cost sharing applicable to orally administered cancer chemotherapy drugs and cancer
chemotherapy drugs that are administered intravenously or by injection shall be consistently applied within the

same plan.

B. The requirements of this section shall apply to all insurance policies, contracts, and plans delivéred, issued
for delivery, reissued, renewed, or extended or at any time when any term of any such policy, contract, or plan
is changed or any premium adjustment is made, on and after the effective date of this section. The provisions of
this section shall not apply to short-term travel, accident only, or limited or specified disease policies or
contracts, nor to policies or contracts designed for issuance to persons eligible for coverage under Title XVIII of
the Social Security Act, known as Medicare, or any other similar coverage under state or federal governmental

plans.

C. This section shall apply to health coverage offered to state employees pursuant to § 2.2-2818 and to health
insurance coverage offered to employees of local governments, local officers, teachers, and retirees, and the
dependents of such employees, local officers, teachers and retirees pursuant to § 2.2-1204. In administering
such coverage, the criteria for establishing the level of copayments or coinsurance for orally administered
cancer treatment drugs and cancer chemotherapy drugs that are administered intravenously or by injection shall

be consistently applied within the same plan.

2012, cc. 634, 641; 2014, ¢. 814.

§ 38.2-3451. Essential health benefits.

A. Notwithstanding any provision of § 38.2-3431 or any other section of this title to the contrary, a health
carrier offering a health benefit plan providing individual or small group health insurance coverage shall
provide that such coverage includes the essential health benefits as required by § 1302(a) of the PPACA. The
essential health benefits package may also include associated cost-sharing requirements or limitations. No
qualified health insurance plan that is sold or offered for sale through an exchange established or operating in
the Commonwealth shall provide coverage for abortions, regardless of whether such coverage is provided
through the plan or is offered as a separate optional rider thereto, provided that such limitation shall not apply to
an abortion performed (i) when the life of the mother is endangered by a physical disorder, physical illness, or
physical injury, including a life-endangering physical condition caused by or arising from the pregnancy itself,
or (i) when the pregnancy is the result of an alleged act of rape or incest.
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B. The provisions of subsection A regarding the inclusion of the PPACA-required minimum essential pediatric
oral health benefits shall be deemed to be satisfied for health benefit plans made available in the small group
market or individual market in the Commonwealth outside an exchange, as defined in § 38.2-3455, issued for
policy or plan years beginning on or after Januvary 1, 2015, that do not include the PPACA-required minimum
essential pediatric oral health benefits if the health carrier has obtained reasonable assurance that such pediatric
oral health benefits are provided to the purchaser of the health benefit plan. The health carrier shall be deemed
to have obtained reasonable assurance that such pediatric oral health benefits are provided to the purchaser of

the health benefit plan if:

1. At least one qualified dental plan, as defined in § 38.2-3455, (i) offers the minimum essential pediatric oral
health benefits that are required under the PPACA and (ii) is available for purchase by the small group or

individual purchaser; and

2. The health carrier prominently discloses, in a form approved by the Commission, at the time that it offers the
health benefit plan that the plan does not provide the PPACA-required minimum essential pediatric oral health
benefits.

2013, c. 751; 2014, cc. 307, 369.
§ 38.2-4209.1. Pharmacies; freedom of choice.

A. Notwithstanding any provision of § 38.2-4209, no corporation providing preferred provider subscription
contracts shall prohibit any person receiving pharmaceutical benefits thereunder from selecting, without
limitation, the pharmacy of his choice to furnish such benefits. This right of selection extends to and includes
pharmacies that are nonpreferred providers and that have previously notified the corporation, by facsimile or
otherwise, of their agreement to accept reimbursement for their services at rates applicable to pharmacies that
are preferred providers, including any copayment consistently imposed by the corporation, as payment in full,
Each corporation shall permit prompt electronic or telephonic transmittal of the reimbursement agreement by
the pharmacy and ensure payment verification to the pharmacy of the terms of reimbursement. In no event shall
any person receiving a covered pharmacy benefit from a nonpreferred provider which has submitted a
reimbursement agreement be responsible for amounts that may be charged by the nonpreferred provider in
excess of the copayment and the corporation's reimbursement applicable to all of its preferred pharmacy

providers.

B. No such corporation shall impose upon any person receiving pharmaceutical benefits furnished under any

such contract:

1. Any copayment, fee or condition that is not equally imposed upon all individuals in the same benefit
category, class or copayment level, whether or not such benefits are furnished by pharmacists who are

nonpreferred providers;
2. Any monetary penalty that would affect or influence any such person's choice of pharmacy; or
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3. Any reduction in allowable reimbursement for pharmacy services related to utilization of pharmacists who

are nonpreferred providers.

C. For purposes of this section, a prohibited condition or penalty shall include, without limitation: (i) denying
immediate access to electronic claims filing to a pharmacy that is a nonpreferred provider and that has complied
with subsection D or (ii) requiring a person receiving pharmacy benefits to make payment at point of service,
except to the extent such conditions and penalties are similarly imposed on preferred providers.

D. Any pharmacy that wishes to be covered by this section shall, if requested to do so in writing by a
corporation, within 30 days of the pharmacy's receipt of the request, execute and deliver to the corporation the
direct service agreement or preferred provider agreement that the corporation requires all of its preferred
providers of pharmacy benefits to execute. Any pharmacy that fails to timely execute and deliver such
agreement shall not be covered by this section with respect to that corporation unless and until the pharmacy

executes and delivers the agreement.

E. The Commission shall have no jurisdiction to adjudicate controversies arising out of this section.

F. Nothing in this section shall limit the authority of a corporation issuing preferred provider policies or
contracts to select a single mail order pharmacy provider as the exclusive provider of pharmacy services that are
delivered to the covered person's address by mail, common carrier, or delivery service. The provisions of this
section shall not apply to such contracts. As used in this subsection, "mail order pharmacy provider" means a
pharmacy permittéd to conduct business in the Commonwealth whose primary business is to dispense a
prescription drug or device under a prescriptive drug order and to deliver the drug or device to a patient

primarily by mail, common carrier, or delivery service.

1994, c. 963; 1995, c. 467; 2010, cc. 157, 357.
§ 38.2-4312.1. Pharmacies; freedom of choice.

A. Notwithstanding any other provision in this chapter, no health maintenance organization providing health
care plans shall prohibit any person receiving pharmaceutical benefits thereunder from selecting, without
limitation, the pharmacy of his choice to furnish such benefits. This right of selection extends to and includes
pharmacies that are not participating providers under any such health care plan and that have previously notified
the health maintenance organization, by facsimile or otherwise, of their agreement to accept reimbursement for
their services at rates applicable to pharmacies that are participating providers, including any copayment
consistently imposed by the plan, as payment in full. Each health maintenance organization shall permit prompt
electronic or telephonic transmittal of the reimbursement agreement by the pharmacy and ensure prompt
verification to the pharmacy of the terms of reimbursement. In no event shall any person receiving a covered
pharmacy benefit from a nonparticipating provider which has submitted a reimbursement agreement be
responsible for amounts that may be charged by the nonparticipating provider in excess of the copayment and
the health maintenance organization's reimbursement applicable to all of its participating pharmacy providers.
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B. No such health maintenance organization shall impose upon any person receiving pharmaceutical benefits
furnished under any such health care plan:

1. Any copayment, fee or condition that is not equally imposed upon all individuals in the same benefit
category, class or copayment level, whether or not such benefits are furnished by pharmacists who are not

participating providers;
2. Any monetary penalty that would affect or influence any such person's choice of pharmacy; or

3. Any reduction in allowable reimbursement for pharmacy services related to utilization of pharmacists who

are not participating providers.

C. For purposes of this section, a prohibited condition or penalty shall include, without limitation: (i) denying
immediate access to electronic claims filing to a pharmacy that is a nonparticipating provider and that has
complied with subsection E or (ii) requiring a person receiving pharmacy benefits to make payment at point of
service, except to the extent such conditions and penalties are similarly imposed on participating providers.

D. The provisions of this section are not applicable to any pharmaceutical benefit covered by a health care plan
when those benefits are obtained from a pharmacy wholly owned and operated by, or exclusively operated for,
the health maintenance organization providing the health care plan.

E. Any pharmacy that wishes to be covered by this section shall, if requested to do so in writing by a health
maintenance organization, within 30 days of the pharmacy's receipt of the request, execute and deliver to the
health maintenance organization the direct service agreement or participating provider agreement that the health
maintenance organization requires all of its participating providers of pharmacy benefits to execute. Any
pharmacy that fails to timely execute and deliver such agreement shall not be covered by this section with
respect to that health maintenance organization unless and until the pharmacy executes and delivers the

agreement.

F. The Commission shall have no jurisdiction to adjudicate controversies arising out of this section.

G. Nothing in this section shall limit the authority of a health maintenance organization providing health care
plans to select a single mail order pharmacy provider as the exclusive provider of pharmacy services that are
delivered to the covered person's address by mail, common carrier, or delivery service. The provisions of this
section shall not apply to such contracts. As used in this subsection, "mail order pharmacy provider" means a
pharmacy permitted to conduct business in the Commonwealth whose primary business is to dispense a
prescription drug or device under a prescriptive drug order and to deliver the drug or device to a patient

primarily by mail, common carrier, or delivery service.

1994, c. 963; 1995, cc. 446, 467; 2010, cc. 157, 357.

§ 38.2-5805. Provider contracts.
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A. Each health carrier subject to subsection B of § 38.2-5801 shall file with the Commission a list of the current
providers who have executed a contract directly with the health carrier or indirectly through an intermediary
organization for the purpose of providing health care services pursuant to an MCHIP or for the benefit of a
covered person of an MCHIP. The list shall include the names and localities of the providers. The list shali be
updated by the health carrier at least annually and more frequently as required by the Commission in
accordance with provisions in this title or by the State Health Commissioner in accordance with provisions in

Title 32.1.

B. Every contract with a provider of health care services enabling an MCHIP to provide health care services
shall be in writing.

C. When the health carrier is a health maintenance organization, the contracts with providers enabling the
MCHIP to provide health care services to the covered persons shall contain a "hold harmless" clause setting
forth that, in the event such health carrier fails to pay for health care services as set forth in the contract, the
covered persons shall not be liable to the provider for any sums owed by the health carrier. The following

requirements shall apply to such contracts:

1. Such contracts shall require that if the provider terminates the agreement, the provider shall give the health

carrier at least sixty days' advance notice of termination.

2. No provider party to such a contract, or agent, trustee or assignee thereof, may maintain any action at law
against a covered person 10 collect sums owed by the health carrier.

3. If there is an intermediary organization enabling a health carrier subject to subsection B of § 38.2-5801 to
provide health care services by means of the intermediary organization's own contracts with health care
providers, the contracts between the intermediary organization and its providers shall be in writing.

4. The contracts shall set forth that, in the event either the health carrier or the intermediary organization fails to
pay for health care services as set forth in the contracts between the intermediary organization and its providers,
or in the contract between the intermediary organization and the health carrier, the covered person shall not be
liable to the provider for any sums owed by either the intermediary organization or the health carrier.

5. No provider party to such a contract, or agent, trustee or assignee thereof, may maintain any action at law
against a covered person to collect sums owed by the health carrier or the intermediary organization.

6. An agreement to provide health care services between an intermediary organization and a health carrier
subject to subsection B of § 38.2-5801 shall require that if the intermediary organization terminates the
agreement, the intermediary organization shall give the health carrier at least sixty days' advance notice of

termination.

7. An agreement to provide health care services between an intermediary organization and a provider shall
require that if the provider terminates the agreement, the provider shall give the intermediary organization at

least sixty days' advance notice of termination.
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8. Each such health carrier and intermediary organization shall be responsible for maintaining its executed
contracts enabling it to provide health care services. These contracts shall be available for the Commission's
review and examination for a period of five years after the expiration of any such contract.

9. The "hold harmless” clause required by this section shall read essentially as set forth in this subdivision. The
health carrier may use a corresponding provision-of different wording approved by the Commission that is not

less favorable in any respect to the covered persons.

Hold Harmless Clause

[Provider] hereby agrees that in no event, including, but not limited to nonpayment by the MCHIP or its health
carrier, the insolvency of the [health carrier], or breach of this agreement, shall [Provider] bill, charge, collect a
deposit from; seek compensation, remuneration or reimbursement from; or have any recourse against
subscribers or persons other than the health carrier for services provided pursuant to this Agreement. This
provision shall not prohibit collection of any applicable copayments or deductibles billed in accordance with the

terms of the subscriber agreement for the MCHIP.

[Provider] further agrees that (i) this provision shall survive the termination of this Agreement regardless of the
cause giving rise to such termination and shall be construed to be for the benefit of the plan's subscribers and
(i1) this provision supersedes any oral or written agreement to the contrary now existing or hereafter entered into
between [Provider] and the subscriber or persons acting on the subscriber's behalf,

10. If there is an intermediary organization between the health carrier and the health care providers, the hoid
harmless clause set forth in subdivision 5 shall be amended to include nonpayment by the plan, the health
carrier, and the intermediary organization and shall be included in any contract between the intermediary
organization and health care providers and in any contract between the health carrier on behalf of the MCHIP

and the intermediary organization.

D. The Commission may specify for each type of health carrier other than a health maintenance organization the
circumstances, if any, under which a health carrier for an MCHIP shall contract with a provider with the "hold
harmless" clause described in subsection C. The Commission may specify also the extent to which certain
accounting treatment, reserves, net worth or surplus shall be required for liabilities arising from provider

contracts without the "hold harmless” clause.

1998, c. 891.
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VIDEO: What is a Pharmacy Benefit Manager?

Express Scripts puts medicine within reach of tens of millions of people by aligning
with our clients, taking bold action and delivering patient-centered care to make
better health more affordable and accessible.



WHAT IS A PBM?

EXPRESS SCRIPTS®

D === | &

At Express Scripts, we work with plan sponsors to provide a benefit that delivers the best clinical outcome
and the lowest possible cost.

This means making sure the right medication gets to the right patient at the right time.

Employers, unions and government organizations throughout the nation rely on our services. We are in
their comer to negotiate with drug manufactures so no one pays more than they need to. Any dollar spent
that doesn't improve heailth is a dollar wasted.

Ensuring Access, Safety and Savings
PBMs drive waste out of the system, while ensuring patient safety.

When a patient fills a prescription, Express Scripts pharmacists are working behind the scenes to review
prescription history, ensure correct dosing, check for potential drug interactions and make sure the
medication is affordable.

And, compassionate care (/insights/pharmacy-options/video-how-express-scripts-practices-pharm is
just a phone call away — any day, any time.

Another way PBMs add value is by reviewing the thousands of drugs have been approved for use. An
independent panel of physicians and phamacist takes a close look at the drugs and provides a formulary
finsights/drug-options/how-we-build-a-formulary) — a list of medications proven to provide the best clinical
results for all conditions.

By delivering smarter solutions to patients and clients, PBMs provide better care and lower cost with every
prescription, every time.
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Tips for Self-Insured Plans

Tips to Help You Understand and Appeal Health Plan Decisions When the Coverage is Self-
Insured ,

If your coverage for health care is provided through your employer, it is very important to
know If the coverage is self-insured or fully-insured. If the coverage is fully-insured, the Virginia
Bureau of Insurance or other state insurance department may address any problems that you
have. If the coverage is self-insured, then problems will need to be addressed by the
Department of Labor {DOL), an agency of the federal government. The following information will
help you determine if your coverage is fully-insured or self-insured.

KEY TERMS YOU SHOULD KNOW

Managed Care Health Insurance plan {(MCHIP) - a health carrier, such as a Health
Maintenance Organization {(HMO) or a Preferred Provider Organization (PPO), that designs
arrangements to provide covered services in an efficient and cost-effective manner, to help

control the cost of your coverage.

Group Health Insurance - health insurance provided by an employer to empioyees and in
some cases family members, and paid for by the employer, the employees, or both; coverage
may be through an MCHIP or other type of health insurance.

Fully-insured - group health insurance where an employer pays a premium to an MCHIP or
other insurer and in return, the MCHIP or insurer assumes the financial risk of paying claims.
There is an insurance contract between the employer and the MCHIP or other insurer.

Self-insured - group coverage where the employer acts as its own insurer, and uses an MCHIP,
“insurer”, or administrator to administer the plan: establish a provider network, process claim
payments and conduct other tasks necessary to run the plan. There is no insurance contract
between the employer and the administrator because the employer bears the risk for payment of

claims.

ERISA - Employee Retirement Income Security Act that Congress passed in 1974 that provides
exclusive federal jurisdiction over single employer benefit plans, including self-insured plans.

DOL - U.S, Department of Labor, part of the federal government and responsible for ensuring
employers comply with ERISA.

To determine if your health care coverage is fully-insured or self-insured, check with the
Benefits Administrator or Plan Administrator in your employer’s Human Resource office. You may
also find clues in documents provided by the plan in any language that states the plan is only
acting as an administrator or providing “administrative services only” to the employer.

Large companies frequently self-insure for a variety of reasons, including consideration of
the costs involved. Some large companies offer both self-insured and fully-insured coverage, so

be sure to check for your specific coverage.

If you have a dispute with a self-insured plan, state regulatory agencies like the Bureau of
Insurance will not be able to formally assist you, because ERISA gives the federal government
exclusive regulatory jurisdiction over self-insured plans. Since there is no insurance contract
between the employer and administrator in a self-insured plan, the Bureau of Insurance cannot
intervene because it only regulates insurance companies. The Bureau of Insurance does not

,J‘



regulate employers. You can seek assistance from your employer by contacting the Plan
Administrator or Benefit Administrator. In addition, you can contact the DOL for assistance:

i

U.S. Department of Labor

Employee Benefits and Security Administration
Washington District Office

1335 Fast-West Highway, Suite 200

Silver Spring, Maryland 20910

(Phone: 301-713-2000)

(Toll-free: 866-444-EBSA (3272))

(Fax: 301-713-2008)

(Website: www.dol.gov/ebsa)

Self-insured plans also provide a way for individuals covered under the pian to file appeals
through the internal appeal procedure available with that particular plan.

Along with exemption from regulatory jurisdiction by the Bureau of Insurance, self-insured plans
are exempt from Virginia insurance laws, including those that pertain to mandated benefits,

appeals, and consumer rights.
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An Important 2015 Federal Court Ruling Confirms:

ERISA Does Not Prevent State Regulation of Pharmacy Benefits Managers

As a

frequent scare tactic, Pharmacy Benefit Managers (PBMs) and their national trade association, PCMA,

inaccurately argue that any State regulation of PBMs is preempted by the federal Employee Retirement Income
Security Act, otherwise referred to as ERISA. Recently a federal judge found this to not be the case. The following
summarizes the background and specific findings of that decision.

February 18, 2015: A federal court in Jowa squarely rejected PBM claims regarding ERISA preemption.
See PCMA v. Gerhart, No. 4;14-¢cv-345 (5.D. Iowa)

At issue was an Iowa law that places important reforms on the inequitable practices of PBMs—practices
that have not only harmed pharmacists, but also their customers by threatening the availability of needed

prescription drugs.

More specifically, the Iowa law that was challenged requires PBMs to—
o Disclose certain pricing information to the Iowa Insurance Commissioner upon request;
o Use nationally-recognized data when setting maximum reimbursement amounts for certain drugs;
and;
o Implement an appeal process that allows pharmacies to challenge the cost methodologies of PBMs.

PCMA brought a lawsuit in federal district court challenging the Iowa law, arguing among other claims,
that the law conflicts with and is preempted by the ERISA.

The court rejected these argurnents, and in the process, debunked many of the myths that PCMA has
commeonly circulated about ERISA preemption over PBM reform issues.

Specifically, the court held:
o State regulation of PBM:s is not preempted by ERISA where that law—

#  “does not require a particular price for any drug.”

= “does not set a pricing methodology for any drug”
= “does not unduly restrict the administration of any ERISA plan.”

o State regulation of PBMs does not have an impermissible “reference to” ERISA where it “does not

‘act immediately and exclusively upon ERISA plans’ and ‘the existence of ERISA plans’ is not

‘essential to the law’s operation.’”

o State regulation mandating certain disclosure requirements by PBMs does not conflict with
ERISA’s disclosure reguirements. Whereas ERISA requires certain disclosures that administrators
must provide to “participants and beneficiaries,” the Iowa law provides for disclosures between
PBMs and the Insurance Commissioner and pharmacists. Accordingly. there is no conflict.

In short, ERISA does not prevent States from enacting meaningful legislation necessary to reign in the
inequitable conduct of PBMs.
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