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® Analytic approach: Based on bill language, analysis
includes board-certified infectious disease providers and
excludes primary care providers, who meet AB 2372
requirements premandate, including primary care and
excludes HIV care.

® Enrollees covered. CHBRP estimates that in 2016,
25.2 million Californians have state-regulated coverage
that would be subject to AB 2372.

® Benefit coverage. AB 2372 does not alter benefit
coverage, but could increase enrollees’ choice of type of
PCPs who are HIV specialists.

e Utilization. CHBRP is unable to estimate enrollee
utilization of designating an HIV specialist as a PCP.

® Impact on expenditures. Unknown.

® EHBs. AB 2372 does not expand or mandate coverage
for services; the bill allows for HIV specialists to be
designated as PCPs.

® Medical effectiveness. There is a very low
preponderance of evidence from studies with weak
research designs that care for non-HIV co-morbidities
provided by physicians with more experience/expertise
in HIV non-HIV is associated with poorer processes of
care than care provided by physicians with less
experience/expertise in HIV.

® Public health. There appear to be more than 900 HIV
specialists (some of whom are AAHVM credentialed and
many more who likely meet the AB 2372 specialist
definition) who treat some of the 120,000 people living
with HIV (PLWH) in California. However, the use of
primary care services provided by HIV specialists and
the resulting health outcomes for PLWH is unknown.
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REVISION HISTORY

Date Description of Revisions

Language was added to clarify the low preponderance of evidence for

April 29, 2016 medical effectiveness findings on the treatment of HIV co-morbidities.
. Language was added to clarify the lack of claims data detail sufficient to
April 29, 2016 . . S
determine any impact on utilization as a result of the mandate.
April 29, 2016 Language was added to clarify assumptions made in the analytical

approach.

ABOUT CHBRP

The California Health Benefits Review Program (CHBRP) was
established in 2002 to provide the California Legislature with
independent analysis of the medical, financial, and public health
impacts of proposed health insurance benefit mandates and repeals, -
per its authorizing statute. The state funds CHBRP through an CA L I F
annual assessment on health plans and insurers in California. HEALTH BLNEFITS REVIE

An analytic staff in the University of California’s Office of the President supports a task force of faculty
and research staff from several campuses of the University of California to complete each CHBRP
analysis. A strict conflict-of-interest policy ensures that the analyses are undertaken without bias. A
certified, independent actuary helps to estimate the financial impact, and content experts with
comprehensive subject-matter expertise are consulted to provide essential background and input on
the analytic approach for each report.

More detailed information on CHBRP's analysis methodology, as well as all CHBRP reports and
publications are available at www.chbrp.org.
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POLICY CONTEXT

The California Assembly Committee on Health has requested that the California Health Benefits Review
Program (CHBRP)" conduct an evidence-based assessment of the medical, financial, and public health
impacts of AB 2372, HIV Specialists.

If enacted, AB 2372 would affect the health insurance of approximately 25.2 million enrollees (65.2% of
all Californians). This represents 100% of the 25.2 million Californians who will have health insurance
regulated by the state that may be subject to any state health insurance law. Specifically, health care
service plans regulated by the Department of Managed Health Care (DMHC), and health insurance
policies regulated by the California Department of Insurance (CDI), would be subject to AB 2372.

Bill-Specific Analysis of AB 2372, HIV Specialists

Bill Language

AB 2372 would require state-regulated health insurance plans to include an HIV specialist, as defined, as
an eligible primary care physician, if they meet the plan or insurers’ criteria for all specialists seeking
primary care physician (PCP) status. “Primary care physician” means a physician, as defined in Section
14254 of the Welfare and Institutions Code, who has the responsibility for providing initial and primary
care to patients, for maintaining the continuity of patient care, and for initiating referral for specialist care.
This means providing care for the majority of health care problems, including, but not limited to,
preventive services, acute and chronic conditions, and psychosocial issues. “HIV specialist” means a
physician or a nurse practitioner who meets the criteria for an HIV specialist as published by the
American Academy of HIV Medicine or the HIV Medicine Association, or who is contracted to provide
outpatient medical care under the federal Ryan White CARE Act of 1990 (Public Law 101-381).

Key Assumptions

In this analysis, CHBRP differentiates between PCP HIV specialist and non-PCP HIV specialist. CHBRP
clarifies that the “HIV specialty” designation may be obtained through a credentialing society or through
patient care experience; it is not a formal board-certified specialty or subspecialty (e.g., internal medicine,
infectious disease, etc.) that is recognized by the California Medical Board (or taught by medical schools).

Based on bill language parameters, this analysis:

e assumes that AB 2372 would not impact current PCPs who are also HIV specialists because they
meet the bill's definition of a PCP premandate.

e assumes that AB 2372 would primarily impact board-certified infectious disease specialists who
treat patients with HIV, and are not currently PCPs, but meet the bill's definition of HIV specialist.

e focuses on delivery of primary care services to people living with HIV (PLWH) rather than on
delivery of HIV care because health plans already cover care for HIV provided by non-PCP HIV
specialists.

e evaluates the clinical literature for evidence that non-PCP HIV specialists provided equivalent or
better quality of primary care than PCP HIV specialists.

! CHBRP's authorizing statute is available at www.chbrp.org/docs/authorizing_statute.pdf.
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AB 2372 Definitions of Specialty Physician

Below are the explanations of the organizations that define HIV specialist criteria according to AB 2473.
CHBRP will use the term “HIV Specialist™” to indicate those credentialed by AAHIVM and “HIV
specialist” to designate any provider meeting of the three bill definitions: the published criteria established
by the American Academy of HIV Medicine (AAHIVM) or the HIV Medicine Association (HIVMA); or a
provider who is contracted to provide outpatient medical care under the federal Ryan White
Comprehensive AIDS Resources Emergency (CARE) Act of 1990 (Public Law 101-381).

HIV specialist certifications

AAHIVM

The Practicing HIV Specialist™ (AAHIVS)2 is a trademarked credential offered by the AAHIVM to those
who apply and meet the following conditions:

1. Be alicensed Physician, Nurse Practitioner, Physician Assistant, or Doctor of Pharmacology.

2. Take part in ongoing medical education programs (at least 15 CME or continuing medical
education credits annually as well as complete a self-assessment examination; or compete 30
hours of CME credits and be required to participate annually in an HIV Medicine Competency
Maintenance Exam).

3. Participate in, if receiving less than 30 credits of CME/year, a self-testing assessment program to
measure core competencies. Substitutions acceptable: Certain training programs, HIV-specific
fellowships, lecturing, and many other types of educational activity are acceptable as a substitute
for actual accredited CME/CEU/CE, but explanation is required on the Credentialing
application. Concise education activity summary records help facilitate the application process
and may be submitted separately by mail or fax for convenience; details are provided within the
online Credentialing application.

4. Have treated a minimum of at least 20 HIV patients in the past two years. Note: Providers with
fewer than 20 regular HIV patients may still apply by selecting “1-19” as their patient count on the
application. Once approved, the “lower-volume” applicant is then paired with a local, experienced
Academy-credentialed Member as part of the Academy's Clinical Consult Program.

AAHIVS Application Process: The applicants provide supporting documents demonstrating their
education. The AAHIVM validates all submissions with a review of the application and profile, and follows
up with inquiries where needed. The applicant must then sign an agreement verifying their authenticity,
and agreeing to abide by the AAHIVM Code of Professional Ethics, as set forth on the AAHIVM
credentialing website.

HIVMA

The organization provides a definition of specialty medical providers who manage the care of HIV-
infected patients in an outpatient or clinic setting.

To be a Qualified HIV Physician®, a provider must meet three categories:
1. Patient Management: Management of at least 25 HIV-infected patients in the preceding 36
months.
2. Continuing Medical Education: At least 40 hours of HIV-related continuing medical education in
the preceding 36 months, earning a minimum of 10 hours per year.

2 American Academy of HIV Medicine Practicing HIV Specialist Eligibility Requirements. Downloaded from:
http://www.aahivm.org/aahivs

® HIV Medicine Association Qualified HIV Physician Criteria (March 2013). Available at:
http://www.hivma.org/hiv_guidelines/#definition%200f%20an%20experienced%20hiv%20physician.
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3. Board Certification or Significant Clinical Experience: Board certification or equivalent in one or
more medical specialties or subspecialties recognized by the American Board of Medical
Specialties or the American Osteopathic Association is preferred. Significant clinical and
professional experience in HIV medicine, defined as a minimum of at least five years, should be
considered in the absence of board certification.

Ryan White Comprehensive AIDS Resources Emergency (CARE) Act of 1990

The Ryan White CARE Act” funds a federal program developed to assist persons living with AIDS/HIV
who have no health insurance or lack financial resources to access care. The program provides grant
funding to cities, states, and local community-based organizations to provide HIV care and treatment
services, supporting primary medical care and support services.

Interaction with Existing Requirements

Proposed legislation can interact with state and federal requirements. When possible, CHBRP indicates
possible overlaps or interactions.

Health benefit mandates may interact and align with the following state and federal mandates or
provisions.

California law and regulations
California definition of PCPs and specialists

In California, primary care physicians are defined in Sections 14254 of the Welfare and Institutions Code
and Title 10, Section 2240 of the California Code of Regulations:

"Primary care physician" is a physician who has the responsibility for providing initial and primary care to
patients, for maintaining the continuity of patient care, and for initiating referral for specialist care. A
primary care physician shall be either a physician who has limited his or her practice of medicine to
general practice or who is a board-certified or board-eligible internist, pediatrician, obstetrician-
gynecologist, or family practitioner.

Specialists are defined in Section 14255 of the Welfare and Institutions Code:

"Specialist" means a physician who is board certified or board eligible in the specialty of medical care
provided.

Knox-Keene Act

Health and Safety Code, Title 28, Section 1367.2 (e) requires health plans to provide accessibility to all
medically necessary specialists.

Health and Safety Code Section 1351 designates specialists as allergy, anesthesiology, dermatology,
cardiology and other internal medicine specialists, neonatology, neurology, oncology, ophthalmology,
orthopedics, pathology, psychiatry, radiology, surgeries, otolaryngology, urology, and other designated as
appropriate.

‘us Department of Health and Human Services. Available at: http://hab.hrsa.gov/abouthab/legislation.html.
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Health and Safety Code Section 1374.16 requires health plans to make standing referrals to specialists
when medically necessary. Plans are not required to refer out of network, unless there is no contracting
specialist in that discipline within the plan’s network — in which case the plan would have to cover an out-
of-network specialist referral.

Health and Safety Code Section 1374.16 specifically recognizes HIV/AIDS as a specialty as defined by
the federal government or a national voluntary health organization.

Although it does not explicitly define specialist, Title 10, Section 2240 of the California Code of
Regulations requires:

There are adequate full-time equivalents of primary care and specialist providers in the network accepting
new patients covered by the policy to accommodate anticipated enroliment growth.

Similar requirements in other states

CHBRP is aware of two other states that have regulations regarding the definition of an HIV specialist
similar to those proposed in AB 2372.

¢ New York law requires that managed care organizations provide treatment for those on HIV
Special Needs Plans (SNPs) by HIV specialists. An HIV specialist is defined by the New York
State Department of Health AIDS Institute; the result of an expert panel.®

e Maryland, in its administrative code, requires that health insurers cover treatment by HIV/AIDS
specialists. An HIV specialist must either have an American Board of Medical Specialties
certification in infectious diseases, or have performed a minimum amount of HIV care and
completed an HIV education requirement, which can be filled by passing the AAHIVM
credentialing exam.

Affordable Care Act

The Affordable Care Act (ACA) has impacted health insurance in California, expanding the Medi-Cal
program (Medicaid in California)6 and making subsidized and nonsubsidized health insurance available
through Covered California, the state’s health insurance marketplace.’

A number of ACA provisions have the potential to or do interact with state benefit mandates. Below is an
analysis of how AB 2372 may interact with requirements of the ACA, including the requirement for certain

health insurance to cover essential health benefits (EHBs).8

CHBRP is unaware of any federal laws or regulations that would interact with the provisions of AB 2372.

% Department of Health (2009). Defining the HIV Specialist. Available at: http://www.hivguidelines.org/wp-
content/uploads/2009/06/hiv-specialist-report.pdf

® The Medi-Cal expansion is to 133% of the federal poverty level (FPL) — 138% with a 5% income disregard.

" The ACA requires the establishment of health insurance exchanges in every state, now referred to as health
insurance marketplaces.

® The ACA requires nongrandfathered small-group and individual market health insurance — including but not limited
to QHPs sold in Covered California — to cover 10 specified categories of EHBs. Resources on EHBs and other ACA
impacts are available on the CHBRP website: http://www.chbrp.org/other_publications/index.php.
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Essential Health Benefits

State health insurance marketplaces, such as Covered California, are responsible for certifying and
selling qualified health plans (QHPS) in the small-group and individual markets. Health insurance offered
in Covered California is required to at least meet the minimum standard of benefits as defined by the ACA
as essential health benefits (EHBs), and available in the Kaiser Foundation Health Plan Small Group
Health Maintenance Organization (HMO) 30 plan, the state’s benchmark plan for federal EHBs.**

States may require such QHPs to offer benefits that exceed EH Bs.™! However, a state that chooses to do
so must make payments to defray the cost of those additionally mandated benefits, either by paying the
purchaser directly or by paying the QHP.*** On the other hand, “state rules related to provider types,
cost sharing, or reimbursement methods” would not meet the definition of state benefit mandates that
could exceed EHBs.™

AB 2372 and EHBs

AB 2372 allows certain physicians to be designated as primary care physicians, expanding the providers
eligible to provide essential health benefits, but does not mandate coverage of additional benefits.
Therefore, the provisions of AB 2372 do not appear not to exceed EHBs, and would not trigger the ACA
requirement that the state defray the cost of additional benefit coverage for enrollees in qualified health
plans (QHPs)™ in Covered California.

® The U.S. Department of Health and Human Services (HHS) has allowed each state to define its own EHBs for 2014
and 2015 by selecting one of a set of specified benchmark plan options. CCIIO, Essential Health Benefits Bulletin.
Available at: cciio.cms.gov/resources/files/Files2/12162011/essential_health benefits_bulletin.pdf.

9 H&SC § 1367.005; IC Section 10112.27.

" ACA § 1311(d)(3).

12 State benefit mandates enacted on or before December 31, 2011, may be included in a state’s EHBs, according to
the U.S. Department of Health and Human Services (HHS). Patient Protection and Affordable Care Act: Standards
Related to Essential Health Benefits, Actuarial Value, and Accreditation. Final Rule. Federal Register, Vol. 78, No. 37.
February 25, 2013. Available at: www.gpo.gov\fdsys\pkg\FR-2013-02-25\pdf\2013-04084.pdf.

18 However, as laid out in the Final Rule on EHBs HHS released in February 2013, state benefit mandates enacted
on or before December 31, 2011, would be included in the a state’s EHBs and there would be no requirement that the
state defray the costs of those state mandated benefits. For state benefit mandates enacted after December 31,
2011, that are identified as exceeding EHBSs, the state would be required to defray the cost.

14 Essential Health Benefits. Final Rule. A state’s health insurance marketplace would be responsible for determining
when a state benefit mandate exceeds EHBs, and QHP issuers would be responsible for calculating the cost that
must be defrayed.

' |n California, QHPs are nongrandfathered small-group and individual market DMHC-regulated plans and CDI-
regulated policies sold in Covered California, the state’s health insurance marketplace.

Revised on April 29, 2016 www.chbrp.org


http://www.chbrp.org/
http://cciio.cms.gov/resources/files/Files2/12162011/essential_health_benefits_bulletin.pdf
http://www.gpo.gov/fdsys/pkg/FR-2013-02-25/pdf/2013-04084.pdf

Analysis of California Assembly Bill (AB) 2372

BACKGROUND ON HIV/AIDS AND HIV SPECIALISTS

HIV/AIDS

Human immunodeficiency virus (HIV) attacks the body’s immune system, specifically the CD4 cells (T
cells) that fight infections, thus greatly increasing the risk of opportunistic diseases. HIV infection leads to
acquired immunodeficiency syndrome (AIDS) if left untreated. Due to advances in drug treatment,
HIV/AIDS has progressed from an acute illness with a high mortality rate to a manageable chronic illness
where patients achieve close to normal life expectancy.

Treatment of HIVV/AIDS

Proper treatment of HIV reduces viral load, increases the body’s CD4 count, improves immune status,
greatly reduces the risk of opportunistic diseases, improves quality of life, reduces rates of transmission,
and provides near-normal life expectancy (Gallant et al., 2011). HIV/AIDS is treated with highly active
anti-retroviral therapy (HAART) usually through a combination of at least three prescription medications,
representing at least two different drug categories. Regimen complexity has decreased over the years,
but still may present challenges to some patients. These medication regimens reduce the viral load in the
blood stream, enabling the body to fend off secondary infections and diseases and reduce the risk of
transmitting the virus to others. Treatment effectiveness may wane over time (due to mutations to the
virus), requiring changes to the drug regimen. Other reasons for changing a treatment regimen include
pregnancy or patient intolerance to side effects such as nausea, pain, fatigue, anemia, etc. Long-term
effects may include insulin resistance leading to diabetes, loss of bone density, or hyperlipidemia
(increases in cholesterol). Both the treatment of HIV and management of potential medication side effects
require ongoing care from a health care provider (e.g., HAART therapy often has interactions with other
medications that have to be considered in treatment of other chronic conditions).

As HIV has progressed to a chronic condition, people living with HIV/AIDS (PLWH) are living longer and
developing other conditions common to the general population (e.g., heart disease, cancer, etc.). These
non-HIV-related conditions require age- and gender-relevant preventive care and chronic care (see
primary care practice guideline description in Medical Effectiveness) (Aberg et al., 2013; Greene et al.,
2013).

Providers of HIVV/AIDS Treatment in California

HIV providers may be physicians, nurse practitioners, or physician assistants and may be credentialed as
an HIV Specialist™ by the American Academy of HIV Medicine. Pharmacists (who support medication
adherence, identify drug interactions, and provide medication management among multiple providers)
may also obtain HIV Specialist™ credentialing. (See Policy Context for description of credentialing).
PLWH may see an HIV specialist who is in private practice, or practices at an HIV clinic, general
healthcare clinic, or a community health center. Additionally, PLWH (especially those who are
underinsured or uninsured, and thus not subject to AB 2372) may seek care at the clinics funded through
the Ryan White CARE Act. These clinics were foundational to the control of the AIDS epidemic in the
early 1990s, through their provision of HIV treatment and management. Table 1 presents the distribution
of AAHIVM-credentialed HIV Specialists™ and a lower-bound estimate of non-credentialed HIV
specialists in California.
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Table 1. Number of Credentialed and Non-Credentialed HIV Specialists in California, 2016

Provider Type Number of Providers

Total HIV Specialists™ (credentialed) 448
MD and DO* 283

By medical board certification

Internal Medicine 96

Family Practice 89

Infectious Disease 75

Geriatrics 2

OB/GYN 2

Emergency Medicine 2

No Listing 17

Nurse Practitioner 39
Physician Assistant 18
Pharmacist 108
Non-credentialed providers listed as HIV specialists® +453
Total HIV Specialists in California +900

Source: California Health Benefits Review Program, 2016.

Notes: (a) MD=258; DO=25.

(b) This count does not include HIV specialists practicing at the clinics funded by the Ryan White CARE Act. Although these clinics
are not subject to AB 2372, the “specialist” definition in the bill does include providers contracted to provide care under the Ryan
White CARE Act. These providers may also practice in other settings outside of the clinic and could be counted as part of the HIV
specialist supply in California.

Key: MD=Doctor of Medicine; DO=Doctor of Osteopathic Medicine.

In addition to seeing an HIV specialist, PLWH may see other health care practitioners, including dentists,
nurses, case managers, social workers, psychiatrists/psychologists, and medical specialists (AIDS.gov,
2016). Coordinating care among multiple providers is challenging, but necessary to improving health
outcomes for PLWH; it improves medication adherence and reduces viral loads, especially for complex
patients (Gallant et al., 2011).

HIV/AIDS Incidence and Prevalence

National

Nationally, the Centers for Disease Control and Prevention report that rates of diagnosis of HIV in 2014
were highest for blacks/African Americans (49.4/100,000) and lowest for whites and Asians (6.1/100,000
and 6.2/100,000, respectively). Hispanics/Latinos had a rate of 18.4/100,000 persons. Rates for persons
of multiple races, Native Hawaiian/Pacific Islander, and American Indian/Alaska Native ranged between
15.4/100,000 and 9.5/100,000 (CDC, 2014). In addition to the disparate HIV incidence rates by
race/ethnicity, data show that there are racial/ethnic disparities in access to physicians with HIV expertise
(DHCS, 2015; Heslin et al., 2004).
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California

The California Office of AIDS maintains an HIV/AIDS surveillance system that records the prevalence and
incidence of HIV diagnoses and the prevalence of AIDS cases (CDPH, 2015). The most recent data
available are from 2013. Differences in HIV/AIDS cases in California occur among several demographic
categories including gender, race, age, and risk exposure (Table 2).
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Table 2. Number of (Living) HIV/AIDS Cases in California, December 2013

Demographic Characteristics Total Living HIV/AIDS Cases (n)
TOTAL 119,878
Sex
Men 104,796
Women 14,071
Transgender 1,011

Racel/ethnicity

White 51,651
Black 21,275
Hispanic 40,015
American Indian/Alaska Native 463
Asian 4,412
Native Hawaiian/Pacific Islander 298
Multi-race/Unknown/Other 1,764

Age (years)

0-12 673
13-19 1,983
20-29 27,130
30-39 45,593
40-49 31,368
=250 13,131

Risk exposure

MSM 79,355
IDU 8,203
MSM/IDU 9,106
Hemophiliac/transfusion 440
HRH 10,893
Other/unknown 11,228
Perinatal exposure 653

Source: California Health Benefits Review Program, 2016. Adapted from California Office of AIDS, California
HIV/AIDS Cases by Demographics Cumulative as of December 31, 2013, Table 2.
Key: MSM=Men who have sex with men; IDU=Injection drug use; HRH=High risk heterosexual contact.

® CHBRP applied an average prevalence rate across all enrollees affected by the mandate, but prevalence rates
could differ across enrollees by age and coverage sources.
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MEDICAL EFFECTIVENESS

As discussed previously, AB 2372 would require state-regulated health insurance plans to include an HIV
specialist, as defined, as an eligible primary care physician if they meet the plan or insurers’ criteria for a
primary care physician (PCP).

Multiple studies have found that receiving outpatient care for HIV from a provider with more
training/expertise in HIV is associated with better outcomes for measures of HIV severity, such as plasma
viral load control (Landon 2005). PLWH who treated by providers with more HIV training/expertise were
more likely to be on highly active antiretroviral therapy (HAART) (Landon 2005) and on newer treatment
regimens sooner (Landon 2003). However, these studies do not address whether receiving care from an
HIV specialist, as defined in the bill, is associated with better outcomes for non-HIV comorbidities.
CHBRP assumed that AB 2372 would only affect PLWH'’s choice of provider for non-HIV comorbidities
because under current law PLWH already have access to HIV specialists for HIV/ care.

Research Approach and Methods

CHBRP assumes AB 2372 would primarily impact board-certified infectious disease specialists, who are
not currently PCPs, but meet the bill's definition of HIV specialist. CHBRP searched for studies of PLWH
treated by HIV specialists who are not PCPs compared to HIV specialists who are PCPs, but identified no
such studies in the literature at this time. Instead, the medical effectiveness review for this bill focuses on
examining physician’s experience/expertise with HIV patients.

Studies of HIV specialists care were identified through searches of multiple bibliographic databases of
medical, scientific, and economic literature, as well as websites maintained by organizations that produce
and/or index meta-analyses and systematic reviews (see Appendix B for full list of databases and
websites). The current search was limited to abstracts of peer-reviewed research studies that were
published in English from 1996 to present.

Of the 110 articles found in the current literature review, 22 were reviewed for potential inclusion in this
report. Studies were eliminated because they did not report findings from clinical research studies or were
of poor quality. In total, 9 studies were included in the medical effectiveness review for AB 2372, based
on the quality of the studies and their relevance to the specific bill language. When systematic reviews
had inclusion criteria broader than the mandate of AB 2372, CHBRP summarized findings only from the
relevant studies.

Methodological Considerations

Studies pertinent to AB 2372 examine primary care services provided by non-PCP HIV specialist as
compared to those provided by a PCP. In the literature review for AB 2372, there are no studies that
specifically address the effectiveness of primary care services for HIV patients provided by any HIV

specialists, as defined in the bill language, compared to a primary care physician.

It is important to note that HIV disease does not fall under the range of any one medical specialty —
physicians trained in internal medicine, family medicine, and other medical subspecialties join infectious
disease specialists as HIV experts. Although many HIV experts are infectious disease physicians, not all
infectious disease physicians are HIV experts. Ongoing patient management and continuing education
are required for HIV expertise, regardless of specialty training (Gallant et al., 2011). While some studies
may refer to HIV specialists, as defined in the bill language, it is hard to disentangle the term HIV
specialist, HIV provider, HIV primary care physician, and infectious disease physician.
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Outcomes Assessed

Because AB 2372 refers to primary care, including, but not limited to, preventive services, acute and
chronic conditions, and psychosocial issues, CHBRP’s medical effectiveness review for AB 2372 focused
on non-HIV comorbidities, such as diabetes and hypertension. CHBRP searched for studies of HIV
specialists who are PCPs compared to HIV specialists who are not PCPs, but identified no such studies
in the literature at this time. Instead, the medical effectiveness review for this bill focuses on the impact of
physician’s experience/expertise with HIV patients on the care they provide for non-HIV co-morbidities.

Study Findings

Taken together, there is a very low preponderance of evidence from studies with weak research designs
that indicates that primary care provided by physicians with more experience and expertise with HIV
(proxy for HIV specialist) results in worse outcomes for non-HIV comorbidities such as depression,
diabetes, and hypertension, than care provided by physicians with less experience/expertise in HIV.
These findings are discussed in further detail in the sections that follow.

Literature on HIV Specialists
Findings for Non-AIDS comorbidities

With improved survival for PLWA, patterns of comorbidity have changed among HIV-positive patients.
Cardiovascular disease, hypertension, and diabetes have become prevalent, and causes of death have
shifted from opportunistic infections to end-stage liver and kidney disease and non-HIV-related
malignancies (Bergersen et al., 2003; Brown et al., 2005; Hooshyar et al., 2007; Lewden et al., 2008;
Palella et al., 2006; Triant et al., 2007).

CHBRP found few studies that examined non-AIDS comorbidities in patients with HIV.

One study — a self-reported survey of 97 HIV patients and 8 providers — found that the likelihood of a
patient using their HIV provider as their PCP was not associated with the number of non-AIDS medical
problems (p=0.28), the number of non-AIDS medications (p=0.23), or the number of other specialists
seen per year (p=0.74)(Cheng et al., 2014).

CHBRP found three studies that examined HIV-experienced physicians and patient comorbidities. One
study, a self-reported survey, found incongruities between HIV patients’ non-AIDS comorbidities and their
HIV providers’ comfort level in treating those diseases (Cheng et al., 2014). Other studies have shown
similar results. One study examined the level of comfort by experts in HIV medicine with prescribing
medications to HIV-infected patients for hyperlipidemia, diabetes, hypertension, and depression and
found that infectious disease (ID)-specialists and internists practicing at HIV clinics were less comfortable
than general medicine (GM) certified physicians practicing at a GM clinic with prescribing treatment for all
conditions studied. For example, comfort treating HIV patients with hyperlipidemia was greater for GM-
certified physicians at GM clinics than for GM-certified physicians and ID-certified physicians at ID clinics
(98% vs. 73% and 71%, respectively; P < .0001 for trend). A similar pattern was seen for treating HIV
patients with diabetes and hypertension (P < .0001) (Fultz et al., 2005).

Additionally, comfort with treating patients with depression was generally lower, particularly among
physicians at ID clinics (P < .0001) (Fultz et al., 2005). A study at outpatient ID clinics at three academic
medical centers, each of which serves over 1500 HIV-infected patients, reported similar findings of
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physicians’ discomfort with prescribing antidepressants to HIV patients and their practices regarding
screening and treatment for depression. This study found that 31% of physicians reported routinely
assessing all patients for depression, 13% reported following up with patients within 2 weeks of starting
an antidepressant, and 36% reported systematically assessing treatment response and tolerability in
adjusting treatment. Over half of providers reported not being comfortable using the full FDA-approved
dosing range for antidepressants. Systematic screening for depression and best-practices depression
management were uncommon (Bess et al., 2013). Cheng and colleagues (2014) also found that despite
the high prevalence of depression reported by HIV patients, providers’ reported a low comfort level with
treating mood disorders.

Figure 2. Non-HIV Comorbidities Outcomes Summary

Treatment Conclusion

Evidence about services provided by There is a very low preponderance of evidence from studies
physicians with more HIV with weak research designs that care for non-HIV co-
experience/expertise compared to morbidities provided by physicians with more
physicians with less HIV experience/expertise in HIV non-HIV is associated with
experience/expertise on non-HIV poorer processes of care than care provided by physicians
comorbidities. with less experience/expertise in HIV.
Not Effective Effective
Clear and Convincing High Moderate Low Ambiguous Low Moderate High  Clear and Convincing
| ||
Preponderance of Evidence Preponderance of Evidence

Source: California Health Benefits Review Program.
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(AB) 2372 IMPACTS ON BENEFIT COVERAGE, UTILIZATION,
AND COST, 2016

Benefit Coverage

AB 2372 does not alter the benefit coverage of 25.2 million enrollees subject to AB 2372, but enrollees
could have increased choice of PCPs, as the mandate would increase the number of qualifying HIV
specialist providers that could be designated as PCPs.

Key Assumptions

e CHBRP assumes AB 2372 would not impact current PCPs who are also HIV specialists. AB 2372
would impact non—PCP HIV specialists such as board certified infectious disease specialists.

¢ Among the HIV specialists that can be designated as PCPs as a result of AB 2372, CHBRP
assumes that only HIV-positive patients would select these providers as their PCP.

Premandate (Baseline) Benefit Coverage

Currently enrollees living with HIV who are subject to AB 2732 have access to HIV specialists as defined
by their plan or policy. According to the responses to the CHBRP Carrier survey, most health plans and
policies allow HIV specialists to act as PCPs if the HIV specialist meets the health plan’s PCP
requirements. As noted in the Policy Context section, California law (Sections 14254 of the Welfare and
Institutions Code and Title 10, Section 2240 of the California Code of Regulations) designates PCPs as
either a physician who has limited his or her practice of medicine to general practice or who is a board-
certified or board-eligible internist, pediatrician, obstetrician-gynecologist, or family practitioner. Based on
Table 1, and focusing on credentialed HIV specialists in California, a high proportion of HIV specialists
currently qualify for the PCP designation. CHBRP assumes that AB 2372 will largely impact infectious
disease specialists who are not currently PCPs, but who meet the HIV specialist requirement.

Postmandate Benefit Coverage

Postmandate, CHBRP assumes that enrollees with HIV could designate infectious disease specialists,
meeting the HIV specialist definition put forth in AB 2372, as their PCP. CHBRP qualitatively estimates
that the impact would be minimal: according to Table 1, among credentialed HIV Specialists™ in
California in 2016, there are 75 board-certified infectious disease specialists, comprising 17% of
credentialed HIV Specialists™.

Utilization

CHBRP is not able to quantify the utilization impact of the proposed bill, due to limitations in health
insurance claims data. “HIV specialists” are not designated in common claims data, and thus, this impacts
CHBRP's ability to estimate baseline utilization. CHBRP is unable to determine whether a person living
with HIV currently obtains care from an HIV specialist, and whether or not such specialist is a PCP or
another board-certified specialist (such as an infectious disease specialist). Therefore, CHBRP is unable
to identify whether implementation of AB 2372 would impact a shift in utilization from one provider to
another, or if there would be a change in the overall volume of services provided.

Revised on April 29, 2016 www.chbrp.org 13


http://www.chbrp.org/

Analysis of California Assembly Bill (AB) 2372

Expenditures

CHBRP’s expenditure analysis is informed by changes in unit costs and utilization premandate and
postmandate. According to the carrier survey, when an HIV specialist serves as a PCP they are
reimbursed the same as any other PCP; there is not a difference in unit cost payment or, for those health
plans that pay capitation rates to providers who serve as PCPs, in the capitation payment. CHBRP
therefore assumes that unit costs would not change postmandate.

A full expenditure analysis, however, is constrained by the unknowns in the utilization impact. An analysis
would require a robust database that identifies primary and specialty services by provider type and
whether the provider is an HIV specialist as defined by AB 2372.

While the expenditure impact is unknown, CHBRP anticipates two scenarios. First, patient cost sharing
may decrease postmandate if enrollees shift to HIV specialist providers designated as PCPs, and
previous preventive services delivered as a specialty visit with cost-sharing, can be billed as a preventive
visit, with no cost sharing. If time and cost efficiencies are gained from consolidating HIV services with
primary care resulting in fewer visits, then premiums would also be expected to decrease.

Alternatively, cost sharing may increase, particularly for patients with other chronic conditions. Increased
patient cost sharing occurs if another specialist needs to be included in the treatment team, as HIV
specialists may not be expert at treating all conditions that may be revealed through a primary care visit,
such as diabetes, heart disease, mental health issues, and others. In this scenario, premiums may be
expected to increase if the total cost of care would increase.
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ESTIMATED PUBLIC HEALTH IMPACT OF AB 2372

There appear to be more than 75 non-PCP'" HIV specialists (including AAHIVM credentialed and many
more who likely meet the AB 2372 specialist definition) who treat some of the PLWH with insurance
subject to the mandate. However, use of primary care services provided by HIV specialists and the
resulting health outcomes for non-HIV comorbidities for enrollees living with HIV is unknown. This is due
to a very low preponderance of evidence indicating that care for non-HIV comorbidities provided by
physicians with more experience/expertise in HIV is associated with poorer processes of care than care
provided by physicians with less experience/expertise in HIV. This unknown impact conclusion extends to
subpopulations of PLWH that are disproportionately affected by HIV.

" Non-PCP HIV specialists refers to those physicians who are board certified in a particular medical subspecialty,
such as infectious disease.
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APPENDIX A TEXT OF BILL ANALYZED

On February 22, 2016, the California Assembly Committee on Health requested that CHBRP analyze AB
2372.

CALIFORNIA LEGISLATURE— 2015-2016 REGULAR SESSION

ASSEMBLY BILL No. 2372

Introduced by Assembly Member Burke
(Principal coauthor: Assembly Member Waldron)
(Principal coauthor: Senator Hertzberg)

February 18, 2016

An act to amend Section 1367.03 of, and to add Section 1367.693 to, the Health and Safety Code,
and to amend Section 10133.5 of, and to add Section 10123.833 to, the Insurance Code, relating to
health care coverage.

LEGISLATIVE COUNSEL'S DIGEST

AB 2372, as introduced, Burke. Health care coverage: HIV Specialists.

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 is a crime. Existing law also provides for the regulation of health insurers by the Department of
Insurance. Existing law requires the Department of Managed Health Care and the Insurance
Commissioner to adopt regulations to ensure that enrollees and insureds have access to needed health care
services in a timely manner. Existing law requires the Department of Managed Health Care to develop
indicators of timeliness of access to care, including waiting times for appointments with physicians,
including primary care and speciality physicians. Existing law requires the Insurance Commissioner to
adopt regulations that ensure, among other things, the adequacy of the number of professional providers
in relationship to the projected demands for services covered under the group policy.

This bill would define for these purposes “specialty physician” and “professional provider,” respectively,
to include a physician who meets the criteria for an HIV Specialist, as specified. The bill would require a
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health care service plan contract or health insurance policy that is issued, amended, or renewed on or after
January 1, 2017, to include an HIV Specialist, as defined, as an eligible primary care physician, provided
that he or she meets the plan’s or health insurer’s eligibility criteria for all specialists seeking primary care
physician status. Because a willful violation of these requirements by a health care service plan would be
a crime, the 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 procedures for making that reimbursement.
This bill would provide that no reimbursement is required by this act for a specified reason.

DIGEST KEY

Vote: majority Appropriation: no Fiscal Committee: yes Local Program: yes

BILL TEXT
THE PEOPLE OF THE STATE OF CALIFORNIA DO ENACT AS
FOLLOWS:

SECTION 1.

Section 1367.03 of the Health and Safety Code is amended to read:
1367.03.

() NeotlaterthanJanuary-1,-2004the-The department shall develop and adopt regulations to ensure that
enrollees have access to needed health care services in a timely manner. In developing these regulations,
the department shall develop indicators of timeliness of access to care and, in so doing, shall consider the
following as indicators of timeliness of access to care:

(1) Waiting times for appointments with physicians, including primary care and specialty physicians.

(2) Timeliness of care in an episode of illness, including the timeliness of referrals and obtaining other
services, if needed.

(3) Waiting time to speak to a physician, registered nurse, or other qualified health professional acting
within his or her scope of practice who is trained to screen or triage an enrollee who may need care.

(b) In developing these standards for timeliness of access, the department shall consider the following:

(1) Clinical appropriateness.

(2) The nature of the specialty.

(3) The urgency of care.

(4) The requirements of other provisions of law, including Section 1367.01 governing utilization review,
that may affect timeliness of access.

(c) The department may adopt standards other than the time elapsed between the time an enrollee seeks
health care and obtains care. If the department chooses a standard other than the time elapsed between the
time an enrollee first seeks health care and obtains it, the department shall demonstrate why that standard
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is more appropriate. In developing these standards, the department shall consider the nature of the plan
network.

(d) The department shall review and adopt standards, as needed, concerning the availability of primary
care physicians, specialty physicians, hospital care, and other health care, so that consumers have timely
access to care. In so doing, the department shall consider the nature of physician practices, including
individual and group practices as well as the nature of the plan network. The department shall also
consider various circumstances affecting the delivery of care, including urgent care, care provided on the
same day, and requests for specific providers. If the department finds that health care service plans and
health care providers have difficulty meeting these standards, the department may make recommendations
to the Assembly Committee on Health and the Senate Committee on Insurance of the Legislature pursuant
to subdivision (i).

(e) In developing standards under subdivision (a), the department shall consider requirements under
federal law, requirements under other state programs, standards adopted by other states, nationally
recognized accrediting organizations, and professional associations. The department shall further consider
the needs of rural areas, specifically those in which health facilities are more than 30 miles apart and any
requirements imposed by the State Department of Health Care Services on health care service plans that
contract with the State Department of Health Care Services to provide Medi-Cal managed care.

(f) (1) Contracts between health care service plans and health care providers shall ensure compliance with
the standards developed under this section. These contracts shall require reporting by health care
providers to health care service plans and by health care service plans to the department to ensure
compliance with the standards.

(2) Health care service plans shall report annually to the department on compliance with the standards in a
manner specified by the department. The reported information shall allow consumers to compare the
performance of plans and their contracting providers in complying with the standards, as well as changes
in the compliance of plans with these standards.

(3) The department may develop standardized methodologies for reporting that shall be used by health
care service plans to demonstrate compliance with this section and any regulations adopted pursuant to it.
The methodologies shall be sufficient to determine compliance with the standards developed under this
section for different networks of providers if a health care service plan uses a different network for Medi-
Cal managed care products than for other products or if a health care service plan uses a different network
for individual market products than for small group market products. The development and adoption of
these methodologies shall not be subject to the Administrative Procedure Act (Chapter 3.5 (commencing
with Section 11340) of Part 1 of Division 3 of Title 2 of the Government Code) until January 1, 2020.
The department shall consult with stakeholders in developing standardized methodologies under this
paragraph.

(9) (1) When evaluating compliance with the standards, the department shall focus more upon patterns of
noncompliance rather than isolated episodes of noncompliance.

(2) The director may investigate and take enforcement action against plans regarding noncompliance with
the requirements of this section. Where substantial harm to an enrollee has occurred as a result of plan
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noncompliance, the director may, by order, assess administrative penalties subject to appropriate notice
of, and the opportunity for, a hearing in accordance with Section 1397. The plan may provide to the
director, and the director may consider, information regarding the plan’s overall compliance with the
requirements of this section. The administrative penalties shall not be deemed an exclusive remedy
available to the director. These penalties shall be paid to the Managed Care Administrative Fines and
Penalties Fund and shall be used for the purposes specified in Section 1341.45. The director shall
periodically evaluate grievances to determine if any audit, investigative, or enforcement actions should be
undertaken by the department.

(3) The director may, after appropriate notice and opportunity for hearing in accordance with Section
1397, by order, assess administrative penalties if the director determines that a health care service plan
has knowingly committed, or has performed with a frequency that indicates a general business practice,
either of the following:

(A) Repeated failure to act promptly and reasonably to assure timely access to care consistent with this
chapter.

(B) Repeated failure to act promptly and reasonably to require contracting providers to assure timely
access that the plan is required to perform under this chapter and that have been delegated by the plan to
the contracting provider when the obligation of the plan to the enrollee or subscriber is reasonably clear.
(C) The administrative penalties available to the director pursuant to this section are not exclusive, and
may be sought and employed in any combination with civil, criminal, and other administrative remedies
deemed warranted by the director to enforce this chapter.

(4) The administrative penalties shall be paid to the Managed Care Administrative Fines and Penalties
Fund and shall be used for the purposes specified in Section 1341.45.

(h) The department shall work with the patient advocate to assure that the quality of care report card
incorporates information provided pursuant to subdivision (f) regarding the degree to which health care
service plans and health care providers comply with the requirements for timely access to care.

(i) The department shall annually review information regarding compliance with the standards developed
under this section and shall make recommendations for changes that further protect enrollees.
Commencing no later than December 1, 2015, and annually thereafter, the department shall post its final
findings from the review on its Internet Web site.

() The department shall post on its Internet Web site any waivers or alternative standards that the
department approves under this section on or after January 1, 2015.

(k) For purposes of this section, “specialty physician” includes a physician who meets the criteria for an
HIV Specialist as published by the American Academy of HIV Medicine or the HIV Medicine Association,
or who is contracted to provide outpatient medical care under the federal Ryan White Comprehensive
AIDS Resources Emergency (CARE) Act of 1990 (Public Law 101-381).

SEC. 2.

Section 1367.693 is added to the Health and Safety Code, immediately following Section 1367.69, to
read:
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1367.693.

(a) Every health care service plan contract that is issued, amended, or renewed on or after January 1,
2017, that provides hospital, medical, or surgical coverage shall include an HIV Specialist as an eligible
primary care physician, provided he or she meets the health care service plan’s eligibility criteria for all
specialists seeking primary care physician status.

(b) For purposes of this section, “primary care physician” means a physician, as defined in Section 14254
of the Welfare and Institutions Code, who has the responsibility for providing initial and primary care to
patients, for maintaining the continuity of patient care, and for initiating referral for specialist care. This
means providing care for the majority of health care problems, including, but not limited to, preventive
services, acute and chronic conditions, and psychosocial issues.

(c) For purposes of this section, “HIV Specialist” means a physician or a nurse practitioner who meets the
criteria for an HIV Specialist as published by the American Academy of HIV Medicine or the HIV
Medicine Association, or who is contracted to provide outpatient medical care under the federal Ryan
White Comprehensive AIDS Resources Emergency (CARE) Act of 1990 (Public Law 101-381).

SEC. 3.

Section 10123.833 is added to the Insurance Code, immediately following Section 10123.83, to read:
10123.833.

(a) Every health insurance policy that is issued, amended, or renewed on or after January 1, 2017, that
provides hospital, medical, or surgical coverage shall include an HIV Specialist as an eligible primary
care physician, provided he or she meets the health insurer’s eligibility criteria for all specialists seeking
primary care physician status.

(b) For purposes of this section, “primary care physician” means a physician, as defined in Section 14254
of the Welfare and Institutions Code, who has the responsibility for providing initial and primary care to
patients, for maintaining the continuity of patient care, and for initiating referral for specialist care. This
means providing care for the majority of health care problems, including, but not limited to, preventive
services, acute and chronic conditions, and psychosocial issues.

(c) For purposes of this section, “HIV Specialist” means a physician or a nurse practitioner who meets the
criteria for an HIV Specialist as published by the American Academy of HIV Medicine or the HIV
Medicine Association, or who is contracted to provide outpatient medical care under the federal Ryan
White Comprehensive AIDS Resources Emergency (CARE) Act of 1990 (Public Law 101-381).

SEC. 4.

Section 10133.5 of the Insurance Code is amended to read:
10133.5.

(a) The commissioner-shal—en—er—beforeJanuary—1-2004. shall promulgate regulations applicable to
health insurers-which that contract with providers for alternative rates pursuant to Section 10133 to ensure
that insureds have the opportunity to access needed health care services in a timely manner.

(b) These regulations shall be designed to-assure ensure accessibility of provider services in a timely
manner to individuals comprising the insured or contracted group, pursuant to benefits covered under the
policy or contract. The regulations shall-+asure: ensure:

dtdamec
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(1) Adequacy of number and locations of institutional facilities and professional providers, and
consultants in relationship to the size and location of the insured group and that the services offered are
available at reasonable times.

ZAdeguacy

(2) Adequacy of number of professional providers, and license classifications of such providers, in
relationship to the projected demands for services covered under the group policy or plan. The department
shall consider the nature of the specialty in determining the adequacy of professional providers.

ks

(3) The policy or contract is not inconsistent with standards of good health care and clinically appropriate
care.

4.

(4) Al contracts, including contracts with providers, and other persons furnishing services; or
facilities, shall be fair and reasonable.

(c) In developing standards under subdivision (a), the department shall also consider requirements under
federal law; requirements under other state programs and law, including utilization review; and standards
adopted by other states, national accrediting organizations, and professional associations. The department
shall further consider the accessability to provider services in rural areas.

(d) In designing the regulations, the commissioner shall consider the regulations in Title 28; of the
California-Administrative Code of Regulations, commencing with Section 1300.67.2, which are
applicable to Knox-Keene plans, and all other relevant guidelines in an effort to accomplish maximum
accessibility within a-cest-efficientcost-efficient system of indemnification. The department shall consult
with the Department of Managed Health Care concerning regulations developed by that department
pursuant to Section 1367.03 of the Health and Safety Code and shall seek public input from a wide range
of interested parties.

(e) Health insurers that contract for alternative rates of payment with providers shall report annually on
complaints received by the insurer regarding timely access to care. The department shall review these
complaints and any complaints received by the department regarding timeliness of care and shall make
public this information.

(f) The department shall report to the Assembly Committee on Health and the Senate Committee on
Insurance of the Legislature on March 1, 2003, and on March 1, 2004, regarding the progress towards the
implementation of this section.

(9) Every three years, the commissioner shall review the latest version of the regulations adopted pursuant
to subdivision (a) and shall determine if the regulations should be updated to further the intent of this
section.

(h) For purposes of this section, ““professional provider” includes a physician who meets the criteria for
an HIV Specialist as published by the American Academy of HIV Medicine or the HIV Medicine
Association, or who is contracted to provide outpatient medical care under the federal Ryan White
Comprehensive AIDS Resources Emergency (CARE) Act of 1990 (Public Law 101-381).
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SEC. 5.

No reimbursement is required by this act pursuant to Section 6 of Article XIIIB 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 changes
the penalty for a crime or infraction, within the meaning of Section 17556 of the Government Code, or
changes the definition of a crime within the meaning of Section 6 of Article XIII B of the California
Constitution.
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APPENDIX B LITERATURE REVIEW METHODS

Appendix B describes methods used in the medical effectiveness literature review conducted for this
report. A discussion of CHBRP’s system for grading evidence follows, along with lists of Medical Subject
Headings (MeSH) terms, keywords, and publication types.

The literature search was limited to studies published in English from 1996 to present. Studies that
enrolled persons of all ages in the United States were included. The following databases of peer-reviewed
literature were searched: MEDLINE (PubMed), the Cochrane Database of Systematic Reviews, the
Cochrane Register of Controlled Clinical Trials, the Cumulative Index of Nursing and Allied Health
Literature, EconLit, and Web of Science. In addition, websites maintained by the following organizations
that index or publish systematic reviews and evidence-based guidelines were searched: American
Academy of HIV Medicine, Center for Disease Control and Prevention, HIV Medicine Association, Office
of AIDS, California Department of Public Health, Agency for Healthcare Research and Quality,
International Network of Agencies for Health Technology Assessment, National Health Service Centre for
Reviews and Dissemination, National Guidelines Clearinghouse, National Institute for Health and Clinical
Excellence, World Health Organization, and the Scottish Intercollegiate Guideline Network.

Two reviewers screened the title and abstract of each citation retrieved by the literature search to
determine eligibility for inclusion. The reviewers acquired the full text of articles that were deemed eligible
for inclusion in the review and reapplied the initial eligibility criteria.

Of 315 articles found in the literature review, 22 were reviewed for potential inclusion in this report, and a
total of 9 articles were included in the medical effectiveness review for AB 2372.

Evidence Grading System

In making a “call” for each outcome measure, the medical effectiveness lead and the content expert
consider the number of studies as well the strength of the evidence. Further information about the criteria
CHBRP uses to evaluate evidence of medical effectiveness can be found in CHBRP’s Medical
Effectiveness Analysis Research Approach.18 To grade the evidence for each outcome measured, the
team uses a grading system that has the following categories:

¢ Research design;
e Consistency of findings;

e Generalizability of findings to the population whose coverage would be affected by a mandate;
and

e Cumulative impact of evidence.

CHBRP uses a hierarchy to classify studies’ research designs by the strength of the evidence they
provide regarding a treatment’s effects. CHBRP classifies research by levels I-V. Level | research
includes well-implemented randomized controlled trials (RCTs) and cluster RCTs. Level Il research
includes RCTs and cluster RCTs with major weaknesses. Level lll research consists of nonrandomized
studies that include an intervention group and one or more comparison groups, time series analyses, and
cross-sectional surveys. Level IV research consists of case series and case reports. Level V represents
clinical/ practical guidelines based on consensus or opinion.

18 Available at: www.chbrp.org/analysis_methodology/docs/imedeffect methods_detail.pdf.
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CHBRP evaluates consistency of findings across three dimensions: statistical significance, direction of
effect, and size of effect.

Generalizability refers to the extent to which a study’s findings can be generalized to a population of
interest. For CHBRP, the population of interest is the segment of California’s diverse population to which
a proposed mandate or repeal would apply.

The grading system also contains an overall conclusion that encompasses findings in these four domains.
The conclusion is a statement that captures the strength, consistency, and generalizability of the
evidence of an intervention’s effect on an outcome. The following terms are used to characterize the body
of evidence regarding an outcome:

e Clear and convincing evidence;
e Preponderance of evidence;
e Ambiguous/conflicting evidence; and

¢ |nsufficient evidence.

A grade of clear and convincing evidence indicates that there are multiple studies of a treatment and that
the large majority of studies have strong research designs, consistently find that the treatment is either
effective or not effective, and have findings that are highly generalizable to the population whose
coverage would be affected. This grade is assigned in cases in which it is unlikely that publication of
additional studies would change CHBRP’s conclusion about the effectiveness of a treatment.

A grade of preponderance of evidence indicates that the majority of the studies reviewed are consistent in
their findings that treatment is either effective or not effective and that the findings are generalizable to the
population whose coverage would be affected. Bodies of evidence that are graded as preponderance of
evidence are further subdivided into three categories based on the strength of their research designs:
strong research designs, moderate research designs, and weak research designs.

A grade of ambiguous/conflicting evidence indicates that although some studies included in the medical
effectiveness review find that a treatment is effective, a similar number of studies with equally strong
research designs suggest the treatment is not effective.

A grade of insufficient evidence indicates that there is not enough evidence available to know whether or
not a treatment is effective, either because there are too few studies of the treatment or because the
available studies have weak research designs. It does not indicate that a treatment is not effective.

In addition to grading the strength of evidence regarding a treatment’s effect on specific outcomes,
CHBRP also assigns an overall grade to the whole body of evidence included in the medical
effectiveness review. A statement of the overall grade is included in the
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Medical Effectiveness section of the report. The statement is accompanied by a graphic to help readers
visualize the conclusion. In the case of AB 2372, the report includes one overall grade and one figure.

Search Terms

The search terms used to locate studies relevant to AB 2372 were as follows:

MeSH terms used to search PubMed

Acquired immunodeficiency
Syndrome/epidemiology/therapy
Antiretroviral Therapy, Highly Active
Cardiovascular Diseases/therapy
Chronic Disease

Comorbidity

Diabetes Mellitus/therapy
Emergency Service, Hospital/statistics&
numerical data/utilization

Guideline Adherence

Healthcare Disparities

Health Services Needs and Demand
Hepatitis C

HIV infections/complications/drug
therapy/epidemiology/mortality/
prevention and control
Hospitalization

Hypertension

Incidence

Infectious Disease Medicine

Lung Diseases/therapy

Medication Adherence
Mental Disorders/therapy
Neoplasms/therapy

Patient Admission/statistics & numerical
data

Patient Compliance
Physician-Patient Relations
Practice Patterns, Physicians
Prevalence

Primary Health Care
Pulmonary Disease, Chronic
Obstructive

Mobility

Mortality

Quality of Health Care

Risk Factors

Specialization

Treatment Outcome

Trust

Viral Load

Keywords used to search PubMed, Cochrane Library, Scopus and Web of Science

“Acquired immunodeficiency syndrome”
“Antiretroviral therapy”
“Chronic diseases”
“Cardiovascular Diseases”
“Chronic Disease”
Comorbidity

COPD

Depression

Diabetes

Disparities

Effective

Effectiveness

“Emergency Service”
“Guideline adherence”
Hepatitis

“HIV specialists”
Hospitalization

Hypertension

“ID physicians”

Incidence

“Infectious disease physicians”
“Lung Diseases”

“Mental disorders”
“Medication adherence”
“Missed visits”

Mortality

Mobility

Outcomes”

“Patient Admission Rate”
“Patient Compliance”
PCP

PCPs

Prevalence

“Primary care physicians”
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e “Primary care providers” e Specialization

e “Primary Health Care” e “Supply and demand”
¢ Physician-patient relations” e “Treatment Outcome”
e “Quality of health care” e Trust

e “Risk Factors” “Viral load”

Publication types
e Clinical Trial
e Comparative Study
e Controlled Clinical Trial
¢ Meta-Analysis
e Practice Guideline
e Randomized Control Trial

e Systematic Reviews
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