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FILED ON: 6/12/2018

HOUSE ...............No.4605

The Commontwealth of Massachusetts

In the One Hundred and Ninetieth General Court
(2017-2018)

An Act establishing the Honorable Peter V. Kocot Act to enhance access to high quality,
affordable and transparent healthcare in the Commonwealth.

Be it enacted by the Senate and House of Representatives in General Court assembled, and by the authority
of the same, as follows:

SECTION 1. Chapter 3 of the General Laws is hereby amended by inserting after section

38C the following section:-

Section 38D. (a) For the purposes of this section, the term “scope of practice proposal”
shall mean any general or special legislation that would change the authority of a health care
provider to provide certain health services or otherwise alter the procedures, actions and
processes that a healthcare practitioner is permitted to undertake in keeping with the terms of

their professional license.

(b) Joint committees of the general court and the house and senate committees on ways
and means, when reporting on a bill containing a scope of practice proposal referred to the
committee, shall include a review and evaluation conducted by the center for health information
and analysis and the recommendations of the health policy commission to the general court

pursuant to this section.
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(c) Upon the request of a joint standing committee of the general court having jurisdiction
or the house or senate committees on ways and means, the center for health information and
analysis shall conduct a review and evaluation of the scope of practice proposals in accordance

with this section within 180 days of the request.

(d) The center for health information and analysis shall review and evaluate the scope of
practice proposal. The center shall review and evaluate the scope of practice proposal and shall
accept written testimony submitted by interested parties. The center may take into consideration
any additional data and research it deems relevant when conducting the review and evaluation.
Such review and evaluation shall include, but not be limited to: (i) an assessment of any public
health and safety risks that may be associated with the request; (ii) whether the request may
enhance equitable access to health care services; (iii) whether the request enhances access to
affordable health care, including how the proposal will impact costs, prices and cost trends in
public and private health care, with particular attention to factors that contribute to cost growth
within the commonwealth's health care system; (iv) an assessment of relevant scope of practice
standards and legal restrictions, both in the commonwealth and in other states, including whether
the request appropriately enhances the ability of a profession to practice to the accepted level of
the profession's education and training under current standards; and (v) an analysis on the
potential change to the reimbursement rate due to an expanded scope of practice and certification
of a medical professional. The center, when carrying out the duties prescribed in this section,
shall seek input on the scope of practice proposal from the department of public health, the Betsy
Lehman center for patient safety and medical error reduction and such other entities as the center
determines necessary in order to provide its written findings as described in subsection (e) of this

section.
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(e) At the conclusion of its review and evaluation of the scope of practice proposal, the
center for health information and analysis shall provide a written report of its findings to the
health policy commission. The center for health information and analysis shall include with its
written findings all materials that were presented to the committee for review and consideration

during the review process.

(f) The health policy commission established in section 2 of chapter 6D shall review and
evaluate the scope of practice information submitted by the center for health information and
analysis. The health policy commission shall hold a public hearing in connection with its review
and evaluation of the scope of practice proposal and shall accept written testimony submitted by
interested parties. The health policy commission, when carrying out the duties prescribed in this
section, shall review input on the scope of practice proposal from the department of public
health, the Betsy Lehman center for patient safety and medical error reduction and such other
entities as the health policy commission determines necessary in order to provide its written
findings as described in subsection (g) of this section. The commission may take into
consideration any additional data and research it deems relevant when conducting the review and

evaluation.

(g) At the conclusion of its review and evaluation of the scope of practice proposal, the
health policy commission shall provide a written report of its findings to the committee which
initiated the request. The health policy commission shall include with its written findings all
materials that were presented to the committee and center for review and consideration during
the review process. The health policy commission shall make a recommendation that the scope

of practice proposal is positive, negative or neutral.
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SECTION 2. Section 16T of chapter 6A of the General Laws is hereby repealed.

SECTION 3. Section 1 of chapter 6D of the General Laws, as appearing in the 2016
Official Edition, is hereby amended by inserting after the definition of “Health care provider” the

following definition:-

“Health care resource”, a resource, whether personal or institutional and whether owned
or operated by any person, the commonwealth or political subdivision thereof, the principal
purpose of which is to provide, or facilitate the provision of, services for the prevention,
detection, diagnosis or treatment of those physical and mental conditions experienced by humans
which usually are the result of, or result in, disease, injury, deformity or pain; provided, that the
term “treatment” shall include custodial and rehabilitative care incident to infirmity,

developmental disability or old age.

SECTION 4. Said section 1 of said chapter 6D, as so appearing, is hereby further

amended by inserting the following definitions:-

“Early notice”, advanced notification by a pharmaceutical manufacturing company of a

new drug, device or other development coming to market.

“Pharmaceutical manufacturing company”, any entity engaged in the production,
preparation, propagation, compounding, conversion or processing of prescription drugs, either
directly or indirectly, by extraction from substances of natural origin, or independently by means
of chemical synthesis or by a combination of extraction and chemical synthesis, or any entity
engaged in the packaging, repackaging, labeling, relabeling or distribution of prescription drugs;

provided however, that “pharmaceutical manufacturing company” shall not include a wholesale
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drug distributor licensed pursuant to section 36A of chapter 112 or a retail pharmacist registered

pursuant to section 38 of said chapter 112.

“Pharmacy benefit manager”, any person, business or entity, however organized, that
administers, either directly or through its subsidiaries, pharmacy benefit services for prescription
drugs and devices on behalf of health benefit plan sponsors, including, but not limited to, self-

insured employers, insurance companies and labor unions.

“Pharmacy benefit services” shall include, but not be limited to: formulary
administration; drug benefit design; pharmacy network contracting; pharmacy claims processing;
mail and specialty drug pharmacy services; and cost containment, clinical, safety, adherence

programs for pharmacy services.

For the purposes of the chapter, a health benefit plan that does not contract with a

pharmacy benefit manager shall be a pharmacy benefit manager.

SECTION 5. Said section 1 of said chapter 6D, as so appearing, is hereby further

amended by inserting after the definition of “Physician” the following definition:-

“Pipeline drugs”, prescription drug products containing a new molecular entity for which
the sponsor has submitted a new drug application or biologics license application and received an

action date from the federal Food and Drug Administration.

SECTION 6. Section 4 of said chapter 6D, as so appearing, is hereby amended by
striking out, in line 7, the words “manufacturers” and inserting in place thereof the following

words:- “manufacturing companies, pharmacy benefit managers.
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SECTION 7. Section 5 of said chapter 6D, as so appearing, is hereby amended by
striking out, in line 10, the words “and (vii)” and inserting in place thereof the following words:-
*“; (vii) monitor the location and distribution of health care services and health care resources;

and (viii).

SECTION 8. Section 6 of said chapter 6D, as so appearing, is hereby amended by adding

the following paragraph:-

If the analysis of spending trends with respect to the pharmaceutical or biopharmaceutical
products increases the expenses of the commission, the estimated increases in the commission’s
expenses shall be assessed fully to pharmaceutical manufacturing companies and pharmacy
benefit managers in the same manner as the assessment pursuant to section 68 of chapter 118E.
A pharmacy benefit manager that is a surcharge payor subject to the preceding paragraph and
administers its own prescription drug, prescription device or pharmacist services or prescription
drug and device and pharmacist services portion shall not be subject to additional assessment

under this paragraph.

SECTION 9. Section 7 of said chapter 6D, as so appearing, is hereby amended by

striking out subsection (a) and inserting in place thereof the following subsection:-

(a) The commission, in consultation with the advisory council, shall administer the
Healthcare Payment Reform Fund, established under section 100 of chapter 194 of the acts of
2011. The fund shall be used for the following purposes: (1) to support the activities of the
commission; (2) to foster innovation in health care payment and service delivery; and (3) to
further the integration of physical, behavioral and oral health along the health care delivery

continuum.

6 of 128



121

122

123

124

125

126

127

128

129

130

131

132

133

134

135

136

137

138

139

140

141

142

SECTION 10. Said section 7 of said chapter 6D, as so appearing, is hereby further

amended by striking out subsection (d) and inserting in place thereof the following subsection:-

(d) The commission shall consider proposals that achieve 1 or more of the following
goals: (1) to support safety-net provider, disproportionate share hospital and community health
center participation in new payment and health care payment and service delivery models; (ii) to
support the successful implementation of performance improvement plans by health care entities
pursuant to subsection (c¢) of section 10; (ii1) to support cooperative efforts between
representatives of employees and management that are focused on controlling costs and
improving the quality of care through workforce engagement; (iv) to support the evaluation of
telemedicine, mobile integrated health, digital health and other connected health technologies to
improve health outcomes among underserved patients with chronic diseases; (v) to develop the
capacity to safely and effectively treat chronic, common and complex diseases in rural and
underserved areas and to monitor outcomes of those treatments; (vi) to appropriately redirect
inpatient and post-acute care to high value community settings; and (vii) any other goals as

determined by the commission.

SECTION 11. Said chapter 6D is hereby further amended by inserting after section 7 the

following 2 sections:-

Section 7A. (a) There shall be established and set upon the books of the commonwealth a
separate fund to be known as the Prevention and Wellness Trust Fund to be expended, without
further appropriation, by the commission. The commission, as trustee, shall administer the fund.
The commission, in consultation with the Prevention and Wellness Advisory Board established

pursuant to section 7B, shall make expenditures from the fund consistent with subsections (d)
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and (e); provided, that not more than 10 per cent of the amounts held in the fund in any 1 year
shall be used by the commission for the combined cost of program administration, technical

assistance to grantees or program evaluation.

(b) The commission may incur expenses and the comptroller may certify payment of
amounts in anticipation of expected receipts; provided, however, that no expenditure shall be
made from the fund which shall cause the fund to be in deficit at the close of a fiscal year.
Revenues deposited in the fund that are unexpended at the end of the fiscal year shall not revert

to the General Fund and shall be available for expenditure in the following fiscal year.

(c) All expenditures from the Prevention and Wellness Trust Fund shall support 1 or
more of the following purposes: (i) increasing access to community-based preventive services
and interventions which complement and expand the ability of MassHealth to promote
coordinated care, integrate community-based services with clinical care and develop innovative
methods of addressing social determinants of health; (ii) reducing the impact of health conditions
that are the largest drivers of poor health, health disparities, reduced quality of life and high
health care costs through community-based interventions; or (iii) developing a stronger

evidence-base of effective prevention programming.

(d)(1) The commission shall annually award not more than 70 per cent of the Prevention
and Wellness Trust Fund through a statewide competitive grant process to municipalities,
community-based organizations, health care providers, regional-planning agencies and health
plans, all of whom apply for the implementation, evaluation and dissemination of evidence-based
community preventive health activities. To be eligible to receive a grant pursuant to this

subsection, a recipient shall consist of a partnership that includes at minimum: (i) a municipality
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or aregional planning agency; (ii) a community-based health or social service provider; (iii) a
public health or community action agency with expertise in implementing community-wide
health interventions; (iv) a health care provider or a health plan; and (v) where feasible, a
Medicaid-certified accountable care organization or a Medicaid certified community partner
organization. Expenditures from the fund for such purposes shall supplement and not replace
existing local, state, private or federal public health-related funding. An entity that is awarded
funds through this program shall demonstrate the ability to: (i) utilize best practices in
accounting; (ii) contract with a fiscal agent who will perform the accounting functions on its
behalf; or (iii) be provided with technical assistance by the commission to ensure best practices

are followed.

(2) The commission shall annually award not less than 20 per cent of the Prevention and
Wellness Trust Fund through a special grant program and funding allocation to be distributed by
a regionally-based competitive bid process. The special grant program shall be targeted to
entities located in geographic regions of the state that: (i) demonstrate a higher than average
prevalence of preventable health conditions and (ii) are underrepresented in the grant program
established pursuant to paragraph (1).The commission, in consultation with the prevention and
wellness advisory board, shall work directly with municipalities or community-based
organizations in regions that meet the conditions in both clauses (i) and (ii) of the second

sentence to develop grant proposals that meet the purposes listed in subsection (c).

(e)(1) A grant proposal submitted pursuant to subsection (d) shall include, but not be
limited to: (i) a plan that defines specific goals for the reduction in preventable health conditions
and health care costs over a multi-year period; (ii) the evidence-based or evidence-informed

programs the applicant shall use to meet the goals; (ii1) a budget necessary to implement the
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plan, including a detailed description of the funding or in-kind contributions the applicant will be
providing in support of the proposal; (iv) any other private funding or private sector participation
the applicant anticipates in support of the proposal; (v) a commitment to include women, racial

and ethnic minorities and low-income individuals; and (vi) the anticipated number of individuals

that would be affected by implementation of the plan.

(2) The center for health information and analysis shall, in consultation with the
commission and the prevention and wellness advisory board, develop guidelines for an annual
review of the progress made by each grantee. Each grantee shall participate in any evaluation or

accountability process implemented or authorized by the commission.

(f) The commission shall, annually on or before January 31, report on expenditures from
the Prevention and Wellness Trust Fund. The report shall include, but not be limited to: (i) the
revenue credited to the fund; (ii) revenue and expenditure projections and details of all
anticipated expenditures from the fund for the next fiscal year; (iii) the amount of fund
expenditures attributable to the administrative costs of the commission; (iv) an itemized list of
the funds expended through grants awarded pursuant to paragraphs (1) and (2) of subsection (d)
and a description of the grantee activities; and (v) the results of the annual evaluation of the
effectiveness of the activities funded through grants conducted by the center for health
information and analysis pursuant to section 25 of chapter 12C. The report shall be provided to
the secretary of health and human services, the commissioner of the department of public health,
the executive director of the center for health information and analysis, the executive director of
the health policy commission, and the chairs of the house and senate committees on ways and
means, the joint committee on health care financing and the joint committee on public health,

and shall be posted on the commission’s website.
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(g) The commission shall, in consultation with the center for health information and
analysis and under the advice and guidance of the prevention and wellness advisory board,
annually report on its strategy for administration and allocation of the fund, including relevant
evaluation criteria. The report shall set forth the rationale for such strategy, which may include:
(1) a list of the most prevalent preventable health conditions in the commonwealth, including
health disparities experienced by populations based on race, ethnicity, gender, disability status,
sexual orientation, geography, or socio-economic status; (ii) a list of the most costly preventable
health conditions in the commonwealth; and (iii) a list of evidence-based or evidence-informed
community-based programs related to the conditions identified in clauses (i) and (ii). The report
shall recommend specific areas of focus for allocation of funds. If appropriate, the report shall
reference goals and best practices established by the National Prevention and Public Health
Promotion Council and the Centers for Disease Control and Prevention, including, but not
limited to the Hi-5 Initiative, the national prevention strategy, and the Healthy People report and

the Guide to Community Prevention.

(h) The commission shall promulgate regulations necessary to carry out this section.

Section 7B. (a) There shall be a prevention and wellness advisory board to make
recommendations to: (i) the commission concerning the administration and allocation of the
Prevention and Wellness Trust Fund established in section 7A; and (ii) the center for health
information and analysis concerning evaluation criteria for grantees awarded funds pursuant to

section 7A; and (iii) perform any other functions specifically granted to it by law.

(b) The board shall consist of: the commissioner of public health or a designee, who shall

serve as chair; the executive director of the health policy commission or a designee; the secretary
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of health and human services or a designee; the executive director of the center for health
information and analysis or a designee; the house and senate chairs of the joint committee on
health care financing or their designees; the house and senate chairs of the joint committee on
public health or their designees; and 15 persons to be appointed by the governor, 1 of whom shall
be a person with expertise in the field of public health economics; 1 of whom shall be a person
with expertise in public health research; 1 of whom shall be a person with expertise in the field
of health equity; 1 of whom shall be a person from a local board of health for a city or town with
a population greater than 50,000; 1 of whom shall be a person of a board of health for a city or
town with a population of fewer than 50,000; 2 of whom shall be representatives of health
insurance carriers; 1 of whom shall be a person from a consumer health organization; 1 of whom
shall be a person from a hospital association; 1 of whom shall be a person from a statewide
public health organization; 1 of whom shall be a representative of the interest of businesses; 1 of
whom shall be a public health nurse or a school nurse; 1 of whom shall be a person from an
association representing community health workers; 1 of whom shall represent a statewide
association of community-based service providers addressing public health; and 1 of whom shall
be a person with expertise in the design and implementation of community-wide public health

Interventions.

SECTION 12. Section 8 of said chapter 6D, as so appearing, is hereby amended by
inserting after the word “organization” , in lines 6 and 7, the following words:-, pharmacy benefit

manager, pharmaceutical manufacturing company.

SECTION 13. Said section 8 of said chapter 6D, as so appearing, is hereby further
amended by inserting after the word “organizations”, in line 14, the following words:-, pharmacy

benefit managers, pharmaceutical manufacturing companies.
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SECTION 14. Said section 8 of said chapter 6D, as so appearing, is hereby further
amended by striking out, in lines 32 and 33 , the words “and (xi) any witness identified by the
attorney general or the center” and inserting in place thereof the following words:- “(xi) 2
pharmacy benefit managers; (xii) 3 pharmaceutical manufacturing companies, 1 of which shall
be representative of a publically traded drug manufacturing, 1 of which shall be representative
of and doing business in generic drug manufacturing and 1 of which shall have been in existence
for fewer than 10 years; (xiii) the assistant secretary for MassHealth; and (xiv) any witness

identified by the attorney general or the center.

SECTION 15. Said section 8 of said chapter 6D, as so appearing, is hereby further

amended by striking out, in line 48, the first time it appears, the word “and”.

SECTION 16. Said section 8 of said chapter 6D, as so appearing, is hereby further
amended by inserting after the word “commission” , in line 59, the first time it appears, the
following words:-; (iii) in the case of pharmacy benefit managers and pharmaceutical
manufacturing companies, testimony that is suitable for public release and that is not likely to
compromise the financial, competitive or proprietary nature of any information and date
concerning factors underlying prescription drug costs and price increases; the impact of
aggregate manufacturer rebates, discounts and other price concessions on net pricing; and any
other matters as determined by the commission; and (iv) in the case of the assistant secretary for
MassHealth, testimony concerning the structure, benefits, caseload and financing related
programs administered by the office or entered into in partnership with other state and federal
agencies and the agency’s activities to align or redesign those programs in order to encourage the

development of more integrated and efficient health care delivery systems. No pharmaceutical
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manufacturing company identified as a witness under this section, or any testimony by any such

company, shall be subject to the provisions of section 17 of chapter 12C.

SECTION 17. Subsection (g) of said section 8 of said chapter 6D, as so appearing, is
hereby amended by striking out the second sentence and inserting in place thereof the following
sentence:- The report shall be based on the commission's analysis of information provided at the
hearings by witnesses, providers, provider organizations, insurers, pharmaceutical manufacturing
companies and pharmacy benefit managers, registration data collected pursuant to section 11,
data collected or analyzed by the center pursuant to sections 8, 9, 10,10A and 10B of chapter
12C and any other available information that the commission considers necessary to fulfill its

duties in this section, as defined in regulations promulgated by the commission.

SECTION 18. Section 9 of said chapter 6D, as so appearing, is hereby amended by
inserting after the word “organization”, in line 72, the following words:-, pharmacy benefit

manager, pharmaceutical manufacturing company.

SECTION 19. Section 10 of said chapter 6D, as so appearing, is hereby amended by
inserting after the figure “$500,0007, in line 152, the following words:- the first time that a
determination is made, not more than $750,000 for a second determination and not more than
$1,000,000 for a third or subsequent determination; provided, however, that a civil penalty
assessed pursuant to 1 of the above clauses shall be a first offense if a previously assessed
penalty was assessed pursuant to a different clause. A civil penalty assessed pursuant to this
subsection shall be deposited into the Community Hospital Reinvestment Trust Fund established

in section 2TTTT of chapter 29.
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SECTION 20. Said chapter 6D is hereby further amended by inserting after section 10,

the following section:-

Section 10A. (a) If a proposed contract between two health care entities has been
determined by the division of insurance to be influenced by unwarranted factors of price
variation, the commission may, following a referral from and in consultation with the division,
require the relevant health care entities to file a performance improvement plan. The commission
shall provide written notice to such health care entities that they are each required to file a

performance improvement plan.

(b) Within 45 days of receipt of such written notice, the health care entities shall either:

(1) each file a performance improvement plan with both the commission and the division;

or

(2) each file an application with the commission to waive or extend the requirement to

file a performance improvement plan.

(c) A health care entity may file any documentation or supporting evidence to support the
health care entity's application to waive or extend the requirement to file a performance
improvement plan. The commission shall require the health care entity to submit any other

relevant information it deems necessary in considering the waiver or extension application.

(d) The commission may waive or delay the requirement for a health care entity to file a
performance improvement plan in response to a waiver or extension request filed under
subsection (b) in consideration of all information received from the health care entity, based on a

consideration of the following factors:
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(1) the rate of payment was a result of warranted factors or other reasonable factors for

price variation;

(2) the costs, price and payment trends of the health care entity over time, and any

demonstrated improvement to reduce total healthcare expenditures;

(3) any ongoing strategies or investments that the health care entity is implementing to

improve future long-term efficiency and reduce cost growth;

(4) whether the factors that led to unwarranted price variation can reasonably be

considered to be unanticipated and outside of the control of the health care entity;

(5) the overall financial condition of the health care entity;

(6) any other factors the commission considers relevant.

(e) If the commission declines to waive or extend the requirement for the health care
entity to file a performance improvement plan, the commission shall provide written notice to the
health care entity that its application for a waiver or extension was denied and the health care

entity shall file a performance improvement plan.

() A health care entity shall file a performance improvement plan: (i) within 45 days of
receipt of a notice under subsection (a); (ii) if the health care entity has requested a waiver or
extension, within 45 days of receipt of a notice that such waiver or extension has been denied; or
(ii1) if the health care entity is granted an extension, on the date given on such extension. The
performance improvement plan shall be generated by the health care entity; shall identify the
causes of the entity’s rate of payment; and shall include, but not be limited to, specific strategies,

adjustments and action steps the entity proposes to implement to improve rate of payment and
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cost performance. The performance improvement plan shall include specific identifiable and
measurable expected outcomes and a timetable for implementation. The timetable for a

performance improvement plan shall not exceed 18 months.

(g) The commission shall approve any performance improvement plan that it determines
is reasonably likely to address the underlying cause of the entity's cost growth and has a

reasonable expectation for successful implementation.

(h) If the commission determines that the performance improvement plan is unacceptable
or incomplete, the commission may provide consultation on the criteria that have not been met
and may allow an additional time period of up to 30 calendar days for resubmission; provided,
however, that all aspects of the performance improvement plan shall be proposed by the health

care entity and the commission shall not require specific elements for approval.

(1) Upon approval of the proposed performance improvement plan, the commission shall
notify the health care entity to begin immediate implementation of the performance improvement
plan. The commission shall provide assistance to the health care entity in the successful

implementation of the performance improvement plan.

(j) The health care entity shall, in good faith, work to implement the performance
improvement plan. At any point during the implementation of the performance improvement
pla