AMENDED IN ASSEMBLY APRIL 26, 2016
AMENDED IN ASSEMBLY APRIL 7, 2016

CALIFORNIA LEGISLATURE—2015—16 REGULAR SESSION

ASSEMBLY BILL No. 2209

Introduced by Assembly Member Bonilla

February 18, 2016

An act to add Section 1372.5-ef to the Health and Safety Code, and
to add Section 10123.25 to the Insurance Code, relating to health care
coverage.

LEGISLATIVE COUNSEL’S DIGEST

AB 2209, as amended, Bonilla. Headlth care coverage: clinical
pathways.

Existing law, the Knox-Keene Health Care Service Plan Act of 1975,
provides for the licensure and regulation of health care service plans
by the Department of Managed Health Care. A willful violation of the
act isacrime. Existing law also provides for the regulation of health
insurers by the Department of Insurance. Existing law requires health
care service plan contracts and health insurance policies to provide
coverage for specified benefits.

Fhe

This bill would require a health care service plan or health insurer
that-adepts-the-use-ef develops and implements a clinical pathway, as
defined, to comply with certain requirements, including that the plan
or health insurer ensures that each clinical pathway is developed in
accordance with specified procedures. The bill would prohibit a plan
or health insurer from, among other things-adepting developing and

implementing aclinical pathway that-hineerseduesation;,researeh; patient
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sereening;-or discourages patient accessto clinical trials. The bill would
require a plan or health insurer that-adepts-the-tse-of develops and
implements a clinical pathway to make publicly available specified
information for each clinica pathway—adepted: developed and
implemented. Because a willful violation of the act by a health care
service plan would be acrime, this bill would impose a state-mandated
local program.

The California Constitution requires the state to reimburse local
agencies and school districts for certain costs mandated by the state.
Statutory provisions establish proceduresfor making that reimbursement.

Thisbill would provide that no reimbursement is required by this act
for a specified reason.

Vote: majority. Appropriation: no. Fiscal committee: yes.
State-mandated local program: yes.

The people of the Sate of California do enact as follows:

1 SECTION 1. Section 1372.5 isadded to the Health and Safety
2 Code, to read:

3 1372.5. (&) This section shall be known and may be cited as
4 thePatient-Centered Clinical Pathway Act of 2016.

5  (b) For purposes of this section, the following definitions shall
6 apply:

7 (1) “Clinical pathway” means atauitidisctphnary-managerment
8 teel treatment plan based on evidence-based practices used by
9 providerstavelvedn to direct patient care, for a defined patient
10 or patient group with apartiedtar specific disease or condition, or
11 undergoing aparticdtar specific procedure, that is used by the
12 provider-asateel to make medical treatment decisionste-manage
13 the for an enrollee’s or subscriber’s care, in which the different
14 tasks, interventions, or treatment regimens used by the provider
15 involved in the enrollee’'s or subscriber’s care are—defined;
16 optimized; strictly defined and sequenced. The use of a clinical
17 pathway by a provider relates to the practice of medicine and is
18 not acoverage decision.

19 (2) “Coverage decision” shall have the same meaning as set
20 forthin subdivision (c) of Section 1374.30.

21  (3) Care provided as a result of a clinical pathway is subject
22 to this chapter, including the provisions regarding grievances,
23 appeals, or independent medical review (Article 5.55 (commencing
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with Section 1374.30)), and the external medical review process
to examine coverage decisions regarding experimental or
investigational therapies pursuant to Section 1370.4.

(© (1) A health care service plan that-adeptstheuseef develops
and implements aclinical pathway shall do al of the following:

(A) Ensurethat each clinical pathway isdeveloped in accordance
with the following procedures:

(i) The clinical pathway is developed by a multidisciplinary
group of actively practicing physicians with clinical expertise in
the therapeutic area or an organization generally recognized within
the relevant medical community as a body with clinical expertise
in the therapeutic area. A health care service plan may collaborate
with prescribing practitionersto include clinical pathwaysthat are
already established or integrated into the prescribing practitioners
treatment patterns, provided the clinical pathway isin compliance
with the requirements of this subparagraph.

(if) Prior to finalization, the clinical pathway is reviewed and
endorsed by aformal, identified review panel of which all panel
members are actively practicing physicianswithin their respective
medical specialties, and a majority of panel members are
board-certified physicians in the relevant medical specialty.

(B) Ensurethat each clinical pathway specifiesthat aprescribing
practitioner participating in a clinical pathway should make
recommendations concerning the treatment, management, or
prevention of the relevant disease or condition for aspecific patient
in accordance with the prescribing practitioner’ s clinical judgment
and the individual patient’s needs and medical circumstances.

(C) H—Review and update, as appropriate, but not less than

annually, each cllnlcal pathway—l—lewe#e&#—aelweal—pa&hway—s
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regular-basis: Health care service providers shall consider requests
from network phys ciansonini t| atingareview of cI ini cal pathways

(D) Provide prescribing practitioners, enrollees or subscribers,
and the public with readily available accessto all of thefollowing:

(i) Each clinical pathway.

(if) All scientific data and evidence summaries evaluated in the
development of the pathway.

(iii) The names of the physicians and other members who
conducted the research, developed the analysis, and assessed the
clinical pathway.

(2) A hedlth care service plan shal not do either of the
following:

(A) Adept-Develop and implement a clinical pathway that
hinders—education,—+esearch,—patient—sereentng,—or discourages
patient accessto clinical trials.

(B) Requireany practitioner participation in apathway protocol
or adherence to specific treatments within the clinical pathway.

(d) A health care service plan that-adepts-the-tse-ef develops
and implements a clinical pathway shall make publicly available
for each clinical pathway all of the following information:

(1) Thescope of theclinical pathway, including the therapeutic
area covered by the clinical pathway and any limitations on the
patient population or treatment setting for which the clinical
pathway was designed, or other limitations on the scope of the
clinical pathway.

(2) Thekey clinical features of the clinical pathway, including
the decisionmaking steps and key treatment recommendations to
be made at each step.

(3) The names, qualifications, and any conflicts of interest of
the physicians or organi zation that devel oped the clinical pathway.

(4) Aligting of al panel memberswho participated in thereview
of the clinical pathway. The listing shall include the institutional
affiliations, medical specialties, and any conflicts of interest of the
panel members.

(5) The sources of evidence on which the clinical pathway is

based.H-theelinteal-pathway-tsbasedHpart-onachnica-practice
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(7) Information on the process for, and timing of, the health
care service plan’s review and update of clinical pathways, as
required under subparagraph (C) of paragraph (1) of subdivision
(c).

(e) Nothing in thissection shall be construed to require a health
care service plan contract to cover a benefit not otherwiserequired
by law or not otherwise covered under the plan contract.

SEC. 2. Section 10123.25 is added to the Insurance Code, to
read:

10123.25. (a) This section shall be known and may be cited
as the-Pattent-Centered Clinical Pathway Act of 2016.

(b) For purposes of this section, the following definitions shall
apply:

(1) “Clinical pathway” means atuitidiseiphnary-management
teel treatment plan based on evidence-based practices used by
providerstavelved-n to direct patient care, for a defined patient
or patient group with apartieular specific disease or condition, or
undergoing a-partiedtar specific procedure, that is used by the
provider-as-atoet to make medical treatment decisionste-manage
the for an insured’s or policyholder’s care, in which the different
tasks, interventions, or treatment regimens used by the provider
involved in the insured’'s or policyholder’s care are—defined;
oeptimized; strictly defined and sequenced. The use of a clinical
pathway by a provider relates to the practice of medicine and is
not a coverage decision.
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(2) “Coverage decision” shall have the same meaning as set
forth in subdivision (c) of Section 10169.

(3) Care provided as a result of a clinical pathway is subject
to this chapter, including filing a complaint or appeal and
independent medical review (Article 3.5 (commencing with Section
10169)).

(©) (1) A health insurer that-adepts-the-use-of develops and
implements aclinical pathway shall do all of the following:

(A) Ensurethat each clinical pathway isdevel oped in accordance
with the following procedures:

(i) The clinical pathway is developed by a multidisciplinary
group of actively practicing physicians with clinical expertisein
the therapeutic area or an organization generally recognized within
the relevant medical community as a body with clinical expertise
in the therapeutic area. A health insurer may collaborate with
prescribing practitioners to include clinical pathways that are
already established or integrated into the prescribing practitioners
treatment patterns, provided the clinical pathway isin compliance
with the requirements of this subparagraph.

(i) Prior to finalization, the clinical pathway is reviewed and
endorsed by aformal, identified review panel of which all panel
members are actively practicing physicianswithin their respective
medical specialties, and a majority of panel members are
board-certified physiciansin the relevant medical specialty.

(B) Ensurethat each clinical pathway specifiesthat aprescribing
practitioner participating in a clinical pathway should make
recommendations concerning the treatment, management, or
prevention of the relevant disease or condition for aspecific patient
in accordance with the prescribing practitioner’s clinical judgment
and the individual patient’s needs and medical circumstances.

(C) h—Review and update, as appropriate, but not less than
annually, each cllnlcal pathway—l-leweo‘ekﬁ—aelmeal—pathway—s
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Health careservice prow ders shall consider requestsfrom network
phySI cians on |n|t|at| ng a revleN of cli nlcal pathways

(D) Provide prescribing practitioners,—asudreds; insureds or
policyholders, and the public with readily available access to all
of the following:

(i) Eachclinical pathway.

(i1) All scientific data and evidence summaries evaluated in the
development of the pathway.

(iii) The names of the physicians and other members who
conducted the research, developed the analysis, and assessed the
clinical pathway.

(2) A hedthinsurer shal not do either of the following:

(A) Adept-Develop and implement a clinical pathway that

discourages
patient access to clinical trials.

(B) Requireany practitioner participation in apathway protocol
or adherence to specific treatments within the clinical pathway.

(d) A health insurer that—adepts—the—use—of develops and
implements a clinical pathway shall make publicly available for
each clinical pathway all of the following information:

(1) Thescopeof theclinical pathway, including the therapeutic
area covered by the clinical pathway and any limitations on the
patient population or treatment setting for which the clinical
pathway was designed, or other limitations on the scope of the
clinical pathway.

(2) Thekey clinical features of the clinical pathway, including
the decisionmaking steps and key treatment recommendations to
be made at each step.

(3) The names, qualifications, and any conflicts of interest of
the physicians or organization that devel oped the clinical pathway.

(4) Alisting of al panel memberswho participated in thereview
of the clinical pathway. The listing shall include the institutional
affiliations, medical specialties, and any conflictsof interest of the
panel members.
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(5 The sources of evi dence on WhICh the clini cal pathway is

(6) A narrative providing a—cemprehensive summary of the
evldence on WhICh the cllnlcal pathway |s—based—melﬂel+ﬂg

(7) Information on the process for, and timing of, the health
insurer’sreview and update of clinical pathways, asrequired under
subparagraph (C) of paragraph (1) of subdivision (c).

(e) Nothing in thissection shall be construed to require a health
insurance policy to cover a benefit not otherwise required by law
or not otherwise covered under the health insurance policy.

SEC. 3. No reimbursement is required by this act pursuant to
Section 6 of Article X111 B of the California Constitution because
the only costs that may be incurred by a local agency or school
district will be incurred because this act creates a new crime or
infraction, eliminates a crime or infraction, or changesthe penalty
for acrime or infraction, within the meaning of Section 17556 of
the Government Code, or changes the definition of acrimewithin
the meaning of Section 6 of Article XIII B of the California
Constitution.
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