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Section 1. Title

This Act shall be known as‘and may be cited as the “[State] Pharmacy Benefits Manager
Licensure and Regulation Act.”

Section 2. Purpose
(a) This Act establishes the standards and criteria for the regulation and licensure of
pharmacy benefits managers providing claims processing services or other prescription

drug or device services for health benefit plans.

(b) The purpose of this Act is to:



(1) Promote, preserve, and protect the public health, safety, and welfare through
effective regulation and licensure of pharmacy benefits managers;

(2) Provide for powers and duties of the Insurance Commissioner, the State
Insurance Department; and

(3) Prescribe penalties and fines for violations of this Act.

Section 3. Definitions

For purposes of this Act:

(a) "Claims processing services™" means the administrative services performed in
connection with the processing and adjudicating of claims relating to pharmacist services
that include:

(b)

(1) Receiving payments for pharmacist services;
(2) Making payments to pharmacists or pharmacies for pharmacist services; or
(3) Both subdivisions (a)(1) and (2) of this section.
(1) "Health benefit plan™ means any individual, blanket, or group plan, policy, or
contract for healthcare services issued or-delivered by a healthcare insurer in this
state.
(2) “Health benefit plan’ does not include:

(1) Accidental-only plans;

(ii) Specified disease plans;

(11i) Disability income plans;

(iv) Plans that provide only for indemnity for hospital confinement;

(v) Long-term care only plans that do not include pharmacy benefits;

(vi) Other limited-benefit health insurance policies or plans; o¢

(vii) Health benefit plans provided under the Workers’ Compensation
Laws of this State; or

(viii) Health benefit plans that are self-funded-and-specificathy-exempted

from regulation by this State by The Employee Retirement Income
Security Act of 1974 (ERISA)



(c) “Health care facility” has the meaning given that term in [state law].

(d) “Health care service contractor’” has the meaning given that term in [state law].

(e) "Healthcare insurer” means an insurance company, a health maintenance organization,
or a hospital and medical service corporation.

(f) (1) “Manufacture” means:

(i) The production, preparation, gropagation, compounding,
conversion or processing of adrug, either directly or indirectly, by
extraction from substances©f natural origin or independently by
means of chemical synthesis, orby a comhination of extraction and
chemical synthesis; and

(ii) The packaging or repackaging of a drug or labeling or relabeling
of a drug container.

(2) “Manufacture” does not include the preparation or compounding of a
drug by an dndividual for the individual’s own use or the preparation,
compounding, packaging or labeling of a drug:

(i) By a health‘care practitioner incidental to administering or
dispensing a drug.in the course.of professional practice;

(ii) By a health care practitioner or at the practitioner’s authorization
and supervision.for the purpose of or incidental to research, teaching
or chemical analysis activities and not for sale;

(iii) By a.health care service contractor for dispensing to a subscriber or
delivery to a health care facility or outpatient clinic owned or operated by
the health care service con- tractor or an affiliate of the health care service
contractor;

(iv) By a centralized repackaging operation for distribution to subscribers
of health care service contractors or to pharmacies, health care facilities or
outpatient clinics operated by or affiliated with a health care service
contractor; or

(v) By a health care facility for dispensing to a patient or other person.




(0) “Manufacturer” means a company or a person that manufactures a prescription drug
that is sold in this state.

(eh) “Maximum Allowable Cost List” means a listing of drugs used by a pharmacy
benefits manager setting the maximum allowable cost on which reimbursement to a
pharmacy or pharmacist may be used.

(i) “New prescription drug” has the meaning prescribed by the [department] by rule.
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limitation:

(1) The reimbursement of prescription drugs at a negotiated contracted rate for
dispensation with the State of [State].4o covered individuals;

(2) The administration or management of prescription drug benefits provided by a
health plan for the benefit of covered individuals; and

(3) The administration of pharmacy benefits, including:

(&1) Negotiating rebates, discounts, or other financial incentives and
arrangements with drug companies;

(i1) Claims processing;

(4iil) Negotiating or entering into contractual arrangements with
pharmacists or pharmacies, or both;

(5iv) Developing formularies;_or

(v) Managing a retail pharmacy network.
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(k) “Patient assistance program” means a program that a manufacturer offers to the
general public in which a consumer may reduce the consumer’s out-of-pocket costs for
prescription drugs by using coupons or discount cards, receiving copayment assistance or
by other means.




(gl) “Pharmaceutical wholesaler” means a person or entity that sells and distributes
prescription pharmaceutical products, including without limitation a full line of brand-
name, generic, and over-the-counter pharmaceuticals, and that offers regular and private
delivery to a pharmacy

(hkm) "Pharmacist” means an individual licensed as a pharmacist by the State Board of
Pharmacy.

(in) "Pharmacist services" means products, goods, and services, or any combination of
products, goods, and services, provided as a part of the practice of pharmacy.

(jo) "Pharmacy™ means the place licensed by the State Board of Pharmacy in which
drugs, chemicals, medicines, prescriptions, and poisons are compounded, dispensed, or
sold at retail.

(fp) (1) "Pharmacy benefits manager" means a person, business, or entity, including a
wholly or partially owned or controlled subsidiary of a pharmacy benefits manager,

that provides_pharmacy benefits management services.-claims-processing-services-or
otherprescription-drug-or-device-services,-or-both-for health benefit plans.

(2) "Pharmacy benefits manager" does not include any:

(i) Healthcare facility licensed in [this State];
(i1) Healthcare professional licensed in [this State];

(iii) Consultant who only provides advice as to the selection or
performance of a pharmacy benefits manager; er

(iv) Entity that provides claims processing services or other prescription
drug or device services for the fee-for-service-[State]Medicaid Program
only in that capacity-; or

(v) Health benefit plans as defined in Section 3(b).




(rg) “Pharmacy benefits manager network™ means a network of pharmacists or
pharmacies that are-is offered by an agreement or insurance contract to provide
pharmacist services for health benefit plans.

(er) "Pharmacy benefits plan or program™ means a plan or program that pays for,
reimburses, covers the cost of, or otherwise provides for pharmacist services under a
health benefit plan.

(ps) "Pharmacy services administrative organization” means an organization that
contracts with pharmacies and pharmacy beneflts manaqers or thlrd -party payers for
administrative purposeshe
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(¥t) "Third party" means a person, business, or entity other than a pharmacy benefits
manager that is not an‘enrollee or insured in a health benefit plan.

(u) “Prescription drug”means a drug that must:

(L)Underfederal lawy be labeled:‘Caution: Federal law prohibits dispensing
without prescription’ prior to being dispensed or delivered; or

(2) Under any applicable federal or state law or requlation, be dispensed only by
prescription or restricted to use only by health care practitioners.

(V) “Price” means the wholesale acquisition cost as defined in 42 U.S.C. 1395w-

3a(C)(6)(B).

Section 4. License to do business — Annual statement — Assessment

(a) No person or entity shall administer the medication or device portion of pharmacy
benefits coverage provided by a covered entity or otherwise act as a pharmacy benefits
manager in this state unless the person or entity has obtained licensure through the
[insurance commissioner].

(b) To obtain licensure as a pharmacy benefits manager, the person or entity must
demonstrate to the department that the person or entity:




(©)

(1) Is authorized to transact business in this state;

(2) Is financially responsible, as determined by the department; and

(3) Has not had a prior license to be a pharmacy benefits manager denied or
revoked by the department within five (5) years of the date on which
licensure is sought.

(1) In addition to the showing required by subsection (a), a person or entity

seeking licensure as a pharmacy benefits manager shall also provide the
following information to the department:

(A) The person or entity's name, address, telephone number, email

address, and website address; and

(B) If the licensure is soughtfor an entity, the name, address,

telephone number, and email address for a contact person.

(2) Any material changes in the information described in this subsection (c)

shall be filed with the [department] within thirty (30) days of the change.

(d) A person or entity licensed as a pharmacy benefits manager shall seek renewal

of its license biennially as prescribed by requlation:

(e)

(1) Any person or entity seeking licensure as a pharmacy benefits manager

shall pay a fee in.the amount of one hundred dollars ($100) to the
[department] to obtain the license. Any person or entity seeking renewal of
alicense as:a pharmacy benefits manager shall pay a fee in the mount of
fifty dollars ($50) to renew the license:

(2) All fees paid pursuant to this section shall be used by the department for

(f)

purposes. of administering this section.

(1) Failure to.obtain licensure or renew a license pursuant to this section

while acting as apharmacy benefits manager in this state shall constitute a
violation of this section and shall be punishable by a fine of not less than one
hundred dollars ($100) and not to exceed five hundred dollars ($500).

(2) Any person assessed a fine pursuant to this section or denied a license or
renewal of a license may appeal the fine or denial pursuant to [state
administrative procedures act].All fees paid pursuant to this section shall be
used by the department for purposes of administering this section.




Section 5. Cempensation-Contracting Requirements — Prohibited Practices

(a)_Every contract between a pharmacy benefit manager and a pharmacist, pharmacy or
pharmacy service administrative organization shall be mutually agreed upon and




B b he [Freedom of Inf : 1 of thi |

(b) A pharmacy benefits manager or representative of a pharmacy benefits manager shall
not:

(1) Cause or knowingly permit the use of any advertisement, promotion, solicitation,
representation, proposal, or offer that is untrue, deceptive, or misleading;

(2) Unlessreviewed-and-approved-by-the-commissioner,—cCharge a pharmacist or

pharmacy a fee related to the adjudication of a claim, unless such fee is set out in the

contract including without limitation a fee for:.

(c) A contract between a pharmacy benefits manager and a pharmacy or pharmacy
service administrative organization shall outline the terms for auditing of claims and
retroactively adjusting such claims payment as appropriate pursuant.to [State Pharmacy

Audit Law].




(d) Termination of a pharmacy or pharmacist from a pharmacy benefits manager network
shall not release the pharmacy benefits manager from the obligation to make any
payment due to the pharmacy or pharmacist for pharmacist services properly rendered.

Section%6. Gag clauses prohibited

(@) A pharmacy benefits manager may not:

(1) Prohibit a pharmacist or_pharmacy from providing an insured individual
information on the amount of the insured’s cost share for such insured’s
prescription drug.and the clinicalefficacy of.a more affordable alternative drug if
one is available. Neither a pharmacy nora pharmacist shall be penalized by a
pharmacy henefits manager for disclesing such information to an insured or for
selling to an insured a more affordable alternative if one is available; or

(2) Charge or collect from aninsured a copayment that exceeds the total
submitted charges by the.network pharmacy.?

(b) For purposes of subsection (a)(1) of this section, the more affordable alternative drug
does not include a price that is reduced due to a copay assistance program, drug
manufacturer coupon, product voucher, or other reduction in the individual’s cost

sharing.

2 DRAFTING NOTE: States wishing to consider alternative language may wish to consider the following
for subsection (a)(2): (2) Charge or collect from an insured a copayment for a prescription drug at the point
of sale in an amount that exceeds the lesser of: (1) the contracted copayment amount, or (2) the amount an
individual would pay for a prescription if that individual were paying cash.




Section 87.  Enforcement

£a)}-The Insurance Commissioner shall enforce this Act.

Section 98.  Rules

(@) 5-The Insurance Commissioner may adopt rules regulatingpharmacy-benefits
managers-that-are-net-inconsistent-withpursuant to this Act.




(b) Rules adopted under this Act shall set penalties or fines, including without limitation
monetary fines, suspension of licensure, and revocation of licensure for violations of this
Act and rules adopted under this Act.

Section 1489. Applicability

(a) This/Act 1s applicable to a contract or health benefit plan issued_or -renewed,
recredentisledamended—or-extended-on and after .

(eb) This Act is not applicable to health benefit plans that are seH-funded-and-speciticatly

exempted from regulation by this State by The Employee Retirement Income Security
Act of 1974 (ERISA)_or for prescription drug coverage pursuant to Title | (Medicare
Prescription Drug Benefit) of the Medicare Prescription Drug, Improvement and
Modernization Act of 2003 or Title 18 of the Social Security Act.-

(c) This Act shall not apply to Excepted Benefits as those terms are defined in 45 C.F.R.
Sections 146.145(c)(2) through (c)(5).

Section 1110. Anrndal-ReportReporting Requirements




(a) (1) A pharmacy benefits manager shall file an annual report with the
commissioner pursuant to the timing, format, and requirements issued by rule of
the State Insurance Department to demonstrate compliance with sections (5) and

(6) of this Act.

(b2) The annual report shall be considered proprietary and confidential and not
subject to the [Freedom of Information Act]® of this State.

(b) No later.than [date], a manufacturer shall report the information described in
subsection (c).of this section to the [department] regarding each prescription drug for
which:

(1) The price was $100.0r more for a one-month supply or for a course of treatment
lasting less than one month; and

(2) There was a net increase of 10 percent or more in the price of the prescription
drug described in paragraph (1) of this subsection over the course of the previous

calendar year.

(c) For each prescription drug described in subsection (b) of this section, a manufacturer
shall report to the [department], in the form and manner prescribed by the

[department]:




(1) The name and price of the prescription drug and the net increase, expressed

as a percentage, in the price of the drug over the course of the previous

calendar year:;

(2) The length of time the prescription drug has been on the market;

(3) The factors that contributed to the price increase, including a statement

regarding whether a change or improvement in the drug necessitates the price

increase. If so, the manufacturer shall describe the change or improvement:

(4) The name of any generic version of the prescription drug available on the

market;

(5) The research and development costs associated with the prescription drug that

were paid using public funds;

(6) The direct costs incurred by the manufacturer:

(A) To manufacture the prescription drug;

(B) To.market.the prescription drug;

(C) To distribute the prescription drug; and

(D).For ongoing safety and effectiveness research associated with the
prescription drug;

(7):The total sales revenue for the prescription drug during the previous
calendar year;

(8) The manufacturer’s profit attributable to the prescription drug during the
previous calendar year:;

(9) The introductory price of the prescription drug when it was approved for
marketing by the United States Food and Drug Administration and the net
yearly increase, by calendar year, in the price of the prescription drug during
the previous five years;

(10) The 10 highest prices paid for the prescription drug during the previous
calendar vear in any country other than the United States;

(11) Any other information that the manufacturer deems relevant to the price

increase described in subsection (b)(2) of this section; and




(12) The documentation necessary to support the information reported under this
subsection.

(d) The [department] may use any prescription drug price information the [department]
deems appropriate to verify that manufacturers have properly reported price increases

as required by subsections (b) and (c) of this section.

(e) A manufacturer shall accompany the report provided under subsection (b) of this
section with the following information about each patient assistance program offered
by the manufacturer to consumers residing in this state for the prescription drugs
described in subsection (b) of this section:

(1) The number of consumers who participated in the program:

(2) The total value of the coupons; discounts, copayment assistance or other
reduction in costs provided to consumers in this state who participated in the

program;

(3) For each drug, the number of.refills that qualify for the program, if
applicable;

(4) If the program expires after a specified period of time, the period of time
that the program is available to each.consumer; and

(5) The eligibility criteria for.the program and how eligibility is verified for
accuracy.

(f) Bedinning [date], 30 days or less.after a manufacturer introduces a new prescription
drug for sale in the United States at a price that exceeds the threshold established by the
Centers for Medicare and Medicaid Services for specialty drugs in the Medicare Part D
program, the manufacturer shall notify the [department], in the form and manner
prescribed by the [department], of all the following information:

(1) A description of the marketing used in the introduction of the new
prescription drug;

(2) The methodology used to establish the price of the new prescription drug;

(3) Whether the United States Food and Drug Administration granted the new
prescription drug a breakthrough therapy designation or a priority review;




(s)

(4) If the new prescription drug was not developed by the manufacturer, the

date of and the price paid for acquisition of the new prescription drug by the

manufacturer;

(5) The manufacturer’s estimate of the average number of patients who will be

prescribed the new prescription drug each month; and

(6) The research and development costs associated with the new prescription

drug that were paid using public funds.

(1) After receiving the report or information described in subsections (b), (c), ()

or (f) of this section, the [department] may make a written request to the

manufacturer for supporting documentation or additional information

concerning the report. The [department] shall prescribe by rule the periods:

(A)Following the receipt of the.report or information during which the

[department] may request additional information; and

(B) Following a request by.the [department] for additional information

during which a manufacturer may respond te the request.

(2) The [department] may extend the period prescribed under paragraph (1)(B) of

this subsection, as necessary, on a case-by-case basis.

(h) A manufacturer may be subject to a civil penalty, as provided in subsection (n) of this

section for:

(1) Failing to submit. timely reports or notices as required by this section;

(2) Failing to provide information required under this section;

(3) Failing to respond ina timely manner to a written request by the [department]
for additional information under subsection (q) of this section; or

(4) Providing inaccurate or incomplete information under this section.

(i) Except as provided in subsection (j) of this section, the [department] shall post to its

website all of the following information:

(1) A list of the prescription drugs reported under subsection (b) of this section and
the manufacturers of those prescription drugs:

(2) Information reported to the [department] under subsections (c) and (g) to (qg) of
this section; and




(3) Written requests by the [department] for additional information under
subsection (q) of this section.

(i) (1) The [department] may not post to its website any information described in
subsection (i) of this section if:

(A) The information is conditionally exempt from disclosure under [state law] as
a trade secret; and

(B) The public interest does not require disclosure of the information.

(2) If the [department] withholds any information from public disclosure pursuant
to this subsection, the [department] shall post to its website a report describing the
nature of the information and the [department]’s basis for withholding the
information from disclosure.

(3) A person may petition the Attorney General, as provided in [state law], to
review a decision by the [department] to withhold information pursuant to this
subsection.

(k) The [department] shall-make available to consumers, online and by telephone, a
process for consumers to notify.the [department] about an.increase in the price of a
prescription drug.

(1) The [department] may adopt rules as.necessary for carrying out the provisions of this
sectionincluding but:not limited to rules establishing fees to be paid by manufacturers to
be used solely to pay the costs of the [department] in carrying out the provisions of this
section.

(m) No later than December 15 of each year, the [department] shall compile and report
the information collected by the [department] under this section to the interim committees
of the [leqislature] related to health. The report shall include recommendations for
legislative changes, if any, to contain the cost of prescription drugs and reduce the
impact of price increases on consumers, the [Department of Corrections], the [Public
Emplovees’ Benefit Board], the [Oregon Health Authority], the [Department of Human
Services], the [Oregon Educators Benefit Board] and health insurance premiums in the
commercial market.

(n) A manufacturer that fails to report or provide information as required by subsection
(b) of this section may be subject to a civil penalty as provided in this section.




(0)The [insurance department] shall adopt a schedule of penalties, not to exceed $10,000
per day of violation, based on the severity of each violation.

(p) The [department] shall impose civil penalties under this section as provided in [state

law].

(a) The [department] may remit or mitigate civil penalties under this section upon terms
and conditions the department considers proper and consistent with the public health and

safety.

(r) Civil penalties collected under this section shall be paid over to the [State Treasurer]
and deposited in the [General Fund] to be made available for general governmental

EeXpPenses.

(s) An insurer shall include with any filing under [state law] the following information
regarding drugs reimbursed by the insurer‘under policies or certificates issued in this
state:

(1) The 25 most frequently prescribed drugs;

(2) The 25 most costly drugs as a portion.of total annual spending;

(3) The 25 drugs that have caused the greatest increase in total plan spending from
one vyear to the next; and

(4) The impact of the costs of prescription drugs on premium rates.

(t) The [insurance department] shall.conduct a public hearing annually on prescription
drug prices, information reported to the [department] under subsection (b) of this section
and information.described in subsection (s) of this section.

(u) The [department] shall reqularly update the interim committees of the [legislature]
related to health on the information described in subsection (s) of this section.

(V) Subsection (s) of this section applies to an insurer that issues policies or certificates
of health insurance for sale in this state that include a prescription drug benefit.

Section 12. Maximum Allowable Cost Lists

A contract between a health insurer and a pharmacy benefits manager must require that
the pharmacy benefits manager:

(a) Update maximum allowable cost pricing information at least every 7 calendar days;




and

(b) Maintain a process that will, in a timely manner, eliminate drugs from maximum
allowable cost lists or modify drug prices to remain consistent with changes in pricing
data used in formulating maximum allowable cost prices and product availability.







Section £312. Severability Clause

If any provision of this act.or the application of this act to any person or circumstance is
held invalid, the invalidity shall not affect other provisions or applications of this act
which can be given effect without the invalid provision or application, and to this end, the
provisions of this act are declared severable.

Section 1413. Effective Date
This Act is effective immediately.
[DRAFTING NOTE: States may wish to include separate language clarifying that

rulemaking authority begins upon the effective date of the legislation, while the effective
date for licensure and other provisions are effective at a later date to accommodate

rulemaking]




