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1 Refer to CHBRP’s full report for full citations and references. 

BACKGROUND  

SB 583 addresses health insurance benefit coverage 
related to an enrollee’s participation in a clinical trial.  

Clinical trials are a type of research study that recruits 
human volunteers to participate in an intervention to 
determine the overall safety of a particular treatment/drug 
and its effects on health outcomes. The objective of a 
clinical trial is to explore and investigate new manners and 
modes to prevent, detect, or treat an illness or disease. 
Common reasons for clinical trial participation include 
helping to advance science and the treatment of a 
disease/condition, obtaining better treatment, helping 
others with the same disease/condition, and receiving 
monetary compensation. 

A number of barriers may prevent a person from 
participating in a clinical trial. The lack of health insurance 
that includes related benefit coverage (as a way to cover 
the costs of trial-related health care services) may be a 
barrier, as may be the lack of funds to cover nonmedical 
expenses (such as any needed travel, lodging, etc.). In 
addition to these potential participant financial barriers, a 
number of others exist. Limited investigational funding 
limits the total number of active clinical trials and each 
active trial’s inclusion/exclusion criteria may make an 
interested person ineligible due to the presence of a 
complicating comorbidity, prior treatments that could 
confound results, or some other factor. Being unaware 
that a trial is occurring may also be a barrier, as may be 
the lack of a local trial site. 

 

BILL SUMMARY  
For commercial and CalPERS enrollees in plans and 
policies regulated by the California Department of 
Managed Health Care (DMHC) or the California 
Department of Insurance (CDI), SB 583 would address 
benefit coverage for health care services related to 
participation in a clinical trial. SB 583 would alter a current 
state-level benefit mandate.1 The current mandate 

AT A GLANCE 

The version of California Senate Bill (SB) 583 analyzed 
by CHBRP would expand an existing benefit mandate to 
require coverage of health care services related to 
participation in clinical trials connected to any life-
threatening disease.   

 
1. CHBRP estimates that, in 2020, of the 23 million 

Californians enrolled in state-regulated health 
insurance, the 16.9 commercial and CalPERS 
enrollees will have insurance subject to SB 583. 

2. Benefit coverage. 100% of enrollees have 
coverage for health care services related to 
clinical trial participation but 7% can access 
benefit coverage through self-referral. 
Postmandate, 100% could self-refer.  

3. Utilization. 7,035 enrollees participate in clinical 
trials that bill the enrollee’s plan or insurer.  
Postmandate, influenced by their ability to self-
refer for benefit coverage, 7,372 would do so (a 
5% increase). 

4. Expenditures. SB 583 would increase net 
annual expenditures by $8,298,000 (0.0052%). 

5. Long-term impacts.  
• Over time, growing awareness of the 

mandate (and related federal mandates) 
may lead to greater use of benefit 
coverage (and so increased 
expenditures).  

• SB 583 would allow commercial and 
CalPERS enrollees to self-refer to 
access benefit coverage but would not 
do so for Medi-Cal beneficiaries enrolled 
in DMHC-regulated plans. Clinical trial 
participants are predominately white.   
By exempting coverage for the Medi-Cal 
population, which has a higher 
representation of blacks and Hispanics, 
SB 583 could worsen disparities by 
race/ethnicity. 
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requires coverage of health care services related to 
participation in a cancer clinical trial. SB 583 would:   

• Broaden the mandate to address participation in 
clinical trials related to any life-threatening 
diseases or conditions (not just cancer); 

• Allow enrollee self-referral to access benefit 
coverage related to the clinical trial (referral by a 
provider would no longer be required); and 

Additionally, SB 583 would expand the existing mandate’s 
requirement that in-network cost sharing to apply to 
noncancer trial related services.  

SB 583 would exempt from compliance the health 
insurance of Medi-Cal beneficiaries enrolled in DMHC-
regulated plans.  

Figure A notes how many Californians have health 
insurance that would be subject to SB 583. 

Figure A. Health Insurance in CA and SB 583 

 
Source: California Health Benefits Review Program, 2019. 
Notes: *Medicare beneficiaries, enrollees in self-insured products, Med-
Cal beneficiaries in the fee-for-service program or in County Operated 
Health System managed care, etc. 

 

POLICY CONTEXT 

SB 583’s requirements regarding coverage of health care 
services related to clinical trial participation are very 
similar to current federal requirements that are generally 
applicable to the benefit coverage of enrollees in DMHC-
regulated plans and CDI-regulated policies.  

As per a Centers for Medicare and Medicaid Services 
(CMS) Clinical Trials Policy, both Medicaid (Medi-Cal in 
California) and Medicare cover health care services 

related to participation in clinical trials.  For 
nongrandfathered plans and policies, the Affordable Care 
Act (ACA) references this policy, making similar 
requirements applicable to almost all enrollees in plans 
and policies regulated by DMHC and CDI, though the 
ACA’s requirements indicate a more limited the scope of 
trials (only “life-threatening”) and require allowing self-
referral to access benefit coverage. . 

SB 583 would align with the ACA requirements and would 
additionally require, for participants in noncancer trials, 
coverage of out-of-network providers when a related 
service is not available in-network and require that all 
cost-sharing be at in-network rates. 

 

IMPACTS 

Benefit Coverage, Utilization, and Cost  

SB 583 would require coverage for health care services 
related to an enrollee’s participation in a life-threatening 
disease clinical trial. Routine health care services may 
include administration of the drug or service under study, 
mid-trial monitoring tests, and follow-up care needed due 
to side effects.   

Benefit Coverage 

CHBRP estimates that 100% of commercial and CalPERS 
enrollees have coverage for health care services related 
to clinical trials, while 7% can access benefit coverage 
through self-referral based on medical literature. 
Postmandate, 100% of commercial and CalPERS 
enrollees could self-refer for benefit coverage. 

Utilization 

Not all participation in a clinical trial generates a charge for 
an enrollee’s health plan or policy. Approximately 41% of 
participants are in observational studies, which are 
unlikely to do so at all. Furthermore, it is not clear to what 
extent the administrators of clinical trials that could 
generate charges do so. Not generating such charges 
may indicate a lack of awareness of the existing benefit 
coverage mandates (some of which are relatively recent) 
or a desire to maintain control of data related to the study 
participants. 

Insured, Not 
Subject to 
Mandate* 

11,176,000

Uninsured 
3,982,000

CDI-Reg 
528,000

DMHC-
Reg (Not 
Medi-Cal) 
16,371,0

00

DMHC-Reg (Medi-Cal), 
Not Subject to Mandate 

7,591,000

Subject to 
Mandate

16,899,000
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Currently, out of the 16.9 million commercial and 
CalPERS enrollees with coverage subject to SB 583, 
CHBRP estimates that 7,035 are enrolled in a clinical trial 
that is generating bills for the enrollee’s plan or insurer. 
Postmandate, CHBRP estimates that the number of these 
enrollees participating in clinical trials would increase to 
7,372, a 5% increase. This increase would be due to the 
new ability of enrollees to self-refer for related benefit 
coverage. CHBRP assumed a 5% increase due to the 
difficulty of exercising this option. For an enrollee to self-
refer, the enrollee must first be aware of a relevant clinical 
trial, which itself is a barrier to entry. Then the enrollee 
must have, for submission to the plan or insurer, access to 
medical literature, which is often difficult, although not 
impossible, for the public at large to access. Access to the 
internet or to research institutions with library assistance 
can facilitate both of these. There is a supply-side 
limitation as well, in that there are a limited number of 
spaces open in actively recruiting clinical trials. Finally, the 
enrollee must meet the inclusion criteria to participate in 
the clinical trial. 

CHBRP determined utilization of plan- or insurer-covered 
routine health care services used by enrollees who 
participate in clinical trials. An average of 0.713 inpatient 
days, 2.872 outpatient visits, 0.458 professional visits, and 
1.731 professional procedures are used annually per 
enrollee, among enrollees who participate in clinical trials. 
CHBRP assumes these utilization rates per enrollee would 
not change postmandate, as the utilization of health care 
services is determined by the administration of the clinical 
trial. However, with more participants in clinical trials, the 
total number of routine health care services would 
increase. 

Expenditures 

SB 583 would increase total net annual expenditures by 
$8,298,000 or 0.0052% for commercial and CalPERS 
enrollees in DMHC-regulated plans and CDI-regulated 
policies. This is due to an $8,208,000 increase in total 
health insurance premiums paid by employers and 
enrollees for newly covered benefits, adjusted by a 
$90,000 increase in enrollee expenses for covered and 
benefits. The additional costs for enrollee expenses are 
due to cost sharing for routine health care services used 
by enrollees who have newly gained access to benefit 
coverage through self-referral. 

Figure B. Expenditure Impacts of SB 583 

 

Source: California Health Benefits Review Program, 2019.  

 

Medi-Cal 

As the bill exempts the benefit coverage of Medi-Cal 
beneficiaries enrolled in DMHC-regulated plans, no impact 
is projected for Medi-Cal. 

CalPERS 

An increase in premiums of $206,000 (0.007%) would be 
expected for CalPERS.  

Number of Uninsured in California 

No impact on the number of uninsured is projected. 

Long-Term Impacts 

The passage of SB 583 may increase the awareness of 
both the state mandate and the federal mandate for 
coverage of health care services related to clinical trial 
participation, which may, in the future, cause 
administrators of clinical trials to more frequently charge 
insurers for routine health care services. Therefore, while 
the number of overall enrollees who participate in clinical 
trials may remain the same, the number of clinical trials 
charging plans and insurers may increase by some 
unknown amount. An increase in such charges would be 
expected to cause a related increase in expenditures 
(premiums and enrollee expenses). 
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SB 583 would allow commercial and CalPERS enrollees 
to self-refer for access to benefit coverage related to 
clinical trials but would not do so for Medi-Cal 
beneficiaries enrolled in DMHC-regulated plans. 
Participation in clinical trials is predominantly comprised of 
whites, whereas other racial/ethnic groups such as blacks 
and Hispanics are underrepresented. Due to the Medi-Cal 
population distribution having a higher representation of 
blacks and Hispanics, it is possible that over time, SB 583 

could lead to a worsening in disparities of participation in 
clinical trials by race/ethnicity.  

Essential Health Benefits and the 
Affordable Care Act 

As SB 583 would not require new benefit coverage, it 
would not exceed essential health benefits (EHBs). 
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REVISION HISTORY 
Date Description of Revisions 

May 15, 2019 

This revised report makes clear that the current California mandate that SB 583 
would alter – a mandate that addresses coverage for services related to cancer 
clinical trial participation – implicitly requires coverage of out-of-network 
providers when the relevant service is not available in-network. As projected 
impacts were related only to SB 583’s requirement that enrollees to be able to 
self-refer for related coverage, the projected cost impacts in this document are 
the same as presented in the initial version. 
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The California Health Benefits Review Program (CHBRP) was established in 2002. As per its authorizing 
statute, CHBRP provides the California Legislature with independent analysis of the medical, financial, 
and public health impacts of proposed health insurance benefit-related legislation. The state funds 
CHBRP through an annual assessment on health plans and insurers in California.  

An analytic staff based at the University of California, Berkeley, supports a task force of faculty and 
research staff from multiple University of California campuses 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. 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, authorizing statute, as well as all 
CHBRP reports and other publications are available at www.chbrp.org. 
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Table 1. SB 583 Clinical Trials Impacts on Benefit Coverage, Utilization, and Cost, 2020 

  Baseline Postmandate Increase/ 
Decrease 

Percentage 
Change 

Benefit coverage 
 Total enrollees with health 

insurance subject to state 
benefit mandates (a) 24,490,000 24,490,000 0 0% 

 Total enrollees subject to 
mandate 16,899,000 16,899,000 0 0% 

 Total enrollees with health 
insurance subject to SB 583 69% 69% 0% 0% 

 Total percentage of 
enrollees with coverage for 
noncancer clinical trials 100% 100% 0% 0% 

 Total percentage of 
enrollees with ability to self-
refer to clinical trials 7% 100% 93% 1339% 

Utilization and unit cost 
 Number of enrollees with 

coverage subject to SB 583 
participating in clinical trials                        7,035                         7,372  

                       
337  5% 

 Clinical trial participants per 
1,000 enrollees 0.416 0.436 0.020 5% 

 Utilization of routine health 
care services per person 
enrolled in clinical trials     

 Inpatient days 0.713 0.713 0.000 0% 
 Outpatient visits 2.872 2.872 0.000 0% 
 Professional visits 0.458 0.458 0.000 0% 
 Professional procedures 1.731 1.731 0.000 0% 
 Average cost per person 

enrolled in clinical trials $20,548 $20,548 $0.00 0% 
Expenditures 

Premiums by payer 
 Private employers for group 

insurance $86,438,375,000 $86,444,125,000 $5,750,000 0.0067% 

 CalPERS HMO employer 
expenditures (c) (b) $3,098,551,000 $3,098,757,000 $206,000 0.0066% 

 Medi-Cal Managed Care 
Plan expenditures $28,492,273,000 $28,492,273,000 $0 0.0000% 

 Enrollees with individually 
purchased insurance $12,045,324,000 $12,046,578,000 $1,254,000 0.0104% 

 Enrollees with group 
insurance, CalPERS 
HMOs, Covered California, 
and Medi-Cal Managed 
Care (c) $14,476,394,000 $14,477,392,000 $998,000 0.0069% 

Enrollee expenses 
 For covered benefits 

(deductibles, copayments, 
etc.) $14,750,880,000 $14,750,970,000 $90,000 0.0006% 

 For noncovered benefits (d) 
(e) --- --- --- --- 

Total expenditures $159,301,797,000 $159,310,095,000 $8,298,000 0.0052% 
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Source: California Health Benefits Review Program, 2019. 
Notes: (a) Enrollees in plans and policies regulated by DMHC or CDI aged 0 to 64 years as well as enrollees 65 years or older in 
employer-sponsored health insurance. This group includes commercial enrollees (including those associated with Covered 
California or CalPERS) and Medi-Cal beneficiaries enrolled in DMHC-regulated plans.2  
(b) Approximately 56.17% of CalPERS enrollees in DMHC-regulated plans are state retirees, state employees, or their dependents. 
About one in five (20.5%) of these enrollees has a pharmacy benefit not subject to DMHC.3 CHBRP has projected no impact for 
those enrollees. However, CalPERS could, postmandate, require equivalent coverage for all its members (which could increase the 
total impact on CalPERS). 
(c) Enrollee premium expenditures include contributions by employees to employer-sponsored health insurance, health insurance 
purchased through Covered California, and contributions to Medi-Cal Managed Care. 
(d) Includes only expenses paid directly by enrollees (or other sources) to providers for services related to the mandated benefit that 
are not currently covered by insurance. This only includes those expenses that would be newly covered postmandate. Other 
components of expenditures in this table include all health care services covered by insurance. 
(e) Although enrollees with newly compliant benefit coverage may have paid for some health care services related to clinical trial 
participation before SB 583, CHBRP cannot estimate the frequency with which such situations may have occurred and therefore 
cannot estimate the related expense. Postmandate, such expenses would be eliminated, though enrollees with newly compliant 
benefit coverage might, postmandate, pay for some such servciesfor which coverage is denied (through utilization management 
review), as some enrollees who always had compliant benefit coverage may have done and may continue to do, postmandate.  
(f) CHBRP is unaware of a measurable number of Medi-Cal beneficiaries enrolled in DMHC-regulated plans that currently have SB 
583–compliant self-referral options. 
Key: CalPERS = California Public Employees’ Retirement System; CDI = California Department of Insurance; DMHC = Department 
of Managed Health Care; HMO = Health Maintenance Organizations; --- = No mathematic calculation possible 

 

 

 

 

                                                      
2 For more detail, see Estimates of Sources of Health Insurance in California, available at  
http://chbrp.com/analysis_methodology/cost_impact_analysis.php.   
3 For more detail, see Estimates of Pharmacy Benefit Coverage, available at  
http://chbrp.com/analysis_methodology/cost_impact_analysis.php).   

http://www.chbrp.org/
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POLICY CONTEXT 

The California Senate Committee on Health has requested that the California Health Benefits Review 
Program (CHBRP)4 conduct an evidence-based assessment of the medical, financial, and public health 
impacts of Senate Bill (SB) 583, Clinical Trials. 

Bill Language Summary 

SB 583 would be applicable to the benefit coverage of enrollees in health plans regulated by the 
California Department of Managed Care (DMHC) and to the benefit coverage of enrollees in health 
policies regulated by the California Department of Insurance (CDI). 

SB 583 would alter a current benefit mandate (see Appendix A). The current mandate:  

• Requires coverage for routine patient care costs related to a cancer clinical trial when the 
enrollee’s treating physician recommends participation.  

• Specifies that routine patient care related to a cancer clinical trial:  

o Includes, among other things, health care services:  

 Typically provided absent a clinical trial; 

 Required solely for the provision of the investigational drug, item, device, or service; 

 Required for the clinically appropriate monitoring of the investigational item or service;  

 Provided for the prevention of complications arising from the provision of the 
investigational drug, item, device, or service; and  

 Needed for the reasonable and necessary care arising from the provision of the 
investigational drug, item, device, or service.  

o Does not include: 

 Drugs or devices that have not been approved by the FDA and that are associated with 
the trial; 

 Services other than health care (such as housing or travel); 

 Any item or service that is provided solely to satisfy data collection and analysis (and is 
not used in clinical management of the patient); 

 Services otherwise excluded from coverage; or 

 Services customarily provided by the research sponsor free of charge for the patient. 

• Requires coverage of out-of-network providers when the relevant service is not available in-
network and requires payment to and cost sharing related to use of in-network and out-of-network 
providers be similar. 

                                                      
4 CHBRP’s authorizing statute is available at http://chbrp.org/faqs.php. 

http://www.chbrp.org/
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SB 583 would:  

• Expand the mandate to address clinical trials related to cancer and to other life-threatening 
diseases, defined as a disease or condition from which the likelihood of death is probable, unless 
the course of the disease or condition is interrupted; 

• Allow enrollee-submitted medical and scientific information to substitute for the treating 
physician’s recommendation/referral as a means of accessing coverage for health care services 
related to participation in a clinical trial; and 

. 

The full text of SB 583 can be found in Appendix A.  

As noted in Table 2, several laws and policies address coverage for routine health care for participants in 
clinical trials. The laws and polices differ in terms of which groups of Californians have health insurance 
that must comply. The Center for Medicare and Medicaid (CMS) requirements5 are applicable to the 
benefit coverage of Medicare and Medicaid beneficiaries (including Medi-Cal beneficiaries enrolled in 
DMHC-regulated plans). The Affordable Care Act (ACA) requirements,6 which are based on the CMS 
policy, are applicable to the benefit coverage of commercial and CalPERS enrollees in nongrandfathered 
plans and policies regulated by DMHC or CDI. The current California mandate as well as SB 583 would 
be applicable to the benefit coverage of all commercial and CalPERS enrollees. 

The laws and policies also differ as to the trials for which benefit coverage is required. The CMS 
requirements are applicable to trials related to all conditions and diseases covered by Medicare. The ACA 
requirements are applicable only to trials related to life-threatening diseases and conditions. The current 
California mandate is applicable only to trials related to cancer. SB 583 would be applicable only to trials 
related to life-threatening diseases (including cancer). 

The laws and policies also differ as to the terms of required benefit coverage. The CMS policy does not 
address self-referral for access to benefit coverage or cost sharing and does not require coverage of out-
of-network providers when the service is not available in-network. The ACA requires that self-referral be 
allowed, but does not address cost sharing and does not require coverage of out-of-network providers. 
SB 583 would require that self-referral be allowed, and, like the current California mandate, would require 
that cost sharing be at in-network rates, and would require coverage of out-of-network providers when the 
service is not available in-network.  

For commercial and CalPERS enrollees, SB 583 would align with the ACA requirements regarding 
coverage for routine health care services for clinical trials related to life-threatening diseases and 
conditions. SB 583 would also align with the ACA’s requirement that self-referral to access benefit 
coverage be allowed. Beyond the ACA’s requirements, SB 583 would additionally require that all cost 
sharing be at in-network rates and that coverage for out-of-network providers be present when the service 
is not available in-network. 

                                                      
5 Clinical Trials Policy (NCD310.1), available at https://www.cms.gov/medicare-coverage-database/details/ncd-
details.aspx?NCDId=1&fromdb=true 
6 See https://www.cms.gov/cciio/resources/fact-sheets-and-faqs/aca_implementation_faqs15.html 

http://www.chbrp.org/
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Table 2. Comparison of SB 583 and Current State and Federal Requirements  

 CMS Policy ACA Current 
California 
Mandate 

SB 583 

Applicable to the 
benefit coverage of:  

Medicare and 
Medi-Cal (a) 
beneficiaries 

Commercial and 
CalPERS 

enrollees in 
nongrandfathered 

plans and 
policies 

Commercial and 
CalPERS enrollees 

Commercial and 
CalPERS enrollees 

Requires coverage of routine health care services for participants in trials related to … 

… cancer Yes Yes Yes Yes 

… noncancer life-
threatening diseases 

conditions 

Yes Yes No Yes 

… non–life-threatening 
diseases/conditions 

Yes No (d) No No 

Specifies that …     

…self-referral to access 
benefit coverage is 

allowed (b) 

No Yes (c) No Yes 

… coverage of out-of-
network providers is 

required when in-
network providers do 

not offer service 

No No Yes Yes 

… all related cost 
sharing must be at in-

network rates 

No No No Yes 

Source: California Health Benefits Review Program, 2019.  
Note: (a) Includes Medi-Cal beneficiaries enrolled in DMHC-regulated plans. (b) Provider referral is commonly required. (c) See 
definition of qualified individual, 42 US code 300gg-8 section (b). (d) See specification of life-threatening conditions, 42 US code 
300gg-8 section (d). 
Key: ACA = Affordable Care Act; CMS = Center for Medicare and Medicaid Services; DMHC = Department of Managed Health Care 

Relevant Populations 

If enacted, SB 583 would affect the health insurance of approximately 16.9 million enrollees (41% of all 
Californians). This figure represents 69% Californians who will have health insurance regulated by the 
state that may be subject to any state health benefit mandate law — health insurance regulated by the 
DMHC or the CDI. As SB 583 specifies applicability to “group and individual” health insurance, it would 
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not be applicable to the benefit coverage of the 7.6 million Medi-Cal beneficiaries enrolled in DMHC-
regulated plans.7 

Analytic Approach and Key Assumptions  

SB 583 would eliminate the language in the current mandate that explicitly exempts nonmedical services 
(housing, travel, etc.) from coverage. Since the bill language does not create an explicit requirement for 
coverage for nonmedical services, for this analysis CHBRP has assumed that the plans and policies 
would not add coverage for nonmedical services.   

As mentioned previously, CHBRP is asked to provide an evidence-based assessment of the medical, 
financial, and public health impacts of SB 583. This typically involves a systematic literature review on the 
benefit or treatment referenced in the legislation. In this case, that would be a review of the effectiveness 
of clinical trials. This would encompass all literature for all clinical trials for a wide range of conditions. It 
was not feasible to complete this task given the timeframe for this analysis. In addition, there is no overall 
consensus regarding if patients participating in clinical trials have better outcomes compared to those not 
participating in clinical trials (ACS CAN, 2018). For that reason, CHBRP has not included a medical 
effectiveness analysis of clinical trials in this report. In addition, without literature that describes the 
effectiveness of the proposed benefit or treatment, it is not possible to estimate a public health impact of 
the legislation.  

Interaction With Existing Requirements 

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

California Policy Landscape 

California law and regulations 

As noted, SB 583 would alter a current benefit mandate (see Appendix A), that requires benefit coverage 
related to cancer clinical trials.  

Similar requirements in other states 

All 50 states have benefit mandates related to clinical trials (BCBSA), though CHBRP is unaware of any 
that allow self-referral to substitute for the treating physician’s recommendation/referral, that require in-
network cost sharing for all covered services, or that require coverage of out-of-network providers when a 
service is not available in-network. 

Federal Policy Landscape 

As previously mentioned, federal law and policy place requirements around benefit coverage related to 
both cancer and noncancer clinical trials that are similar in many ways to what SB 583 would require and 

                                                      
7 Enrollment in DMHC-regulated plans purchased by the California Department of Health Care Services (DHCS) for 
Medi-Cal beneficiaries is not considered to be enrollment in either group or individual health insurance, see Sec. 
2791 of the federal Public Health Service Act, January 2014, which defines Medicaid as “not group.” 
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are relevant to the benefit coverage of almost all enrollees in plans and policies regulated by DMHC or 
CDI.  

Medicaid and Medicare 

As per a Federal Clinical Trials Policy (NCD310.1),8 both Medicaid (Medi-Cal in California) and Medicare 
cover health care services related to participation in clinical trials. The policy does not require coverage 
for nonmedical services, does not address potential participant self-referral, and does not require 
coverage by an out-of-network provider when no in-network provider can provide the service. However, 
the policy is broader than SB 583 in terms of disease/condition, as it is not limited to life-threatening 
situations. 

Affordable Care Act 

A number of Affordable Care Act (ACA) provisions have the potential to or do interact with state benefit 
mandates. Below is an analysis of how SB 583 may interact with requirements of the ACA as presently 
exists in federal law, including the requirement for certain health insurance to cover essential health 
benefits (EHBs).9 

Any changes at the federal level may impact the analysis or implementation of this bill, were it to pass into 
law. However, CHBRP analyzes bills in the current environment given current law and regulations.  

Benefit coverage related to clinical trials 

For nongrandfathered plans and policies, the ACA requires compliance10 with requirements based on the 
previously discussed Federal Clinical Trials Policy (NCD310.1).11  For Medicare and Medicaid 
beneficiaries, the policy addresses coverage for health care services related participation in a clinical 
trials. The ACA makes the requirements applicable to commercial and CalPERS enrollees in 
nongrandfathered plans and policies regulated by DMHC and CDI.  However, the ACA defines a more 
restricted scope, requiring benefit coverage only when the trial is related to a life-threatening disease or 
condition.  The ACA also adds a requirement to allow self-referral to access benefit coverage for services 
related to clinical trial participation. 

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. QHPs are required to 
meet a minimum standard of benefits as defined by the ACA as essential health benefits (EHBs). In 
California, EHBs are related to the benefit coverage available in the Kaiser Foundation Health Plan Small 

                                                      
8 Available at https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&fromdb=true 
9 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. 
10 See https://www.cms.gov/cciio/resources/fact-sheets-and-faqs/aca_implementation_faqs15.html 
11 Available at https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1&fromdb=true 
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Group Health Maintenance Organization (HMO) 30 plan, the state’s benchmark plan for federal 
EHBs.12,13 

States may require QHPs to offer benefits that exceed EHBs.14 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.15,16 State rules related to provider types, cost sharing, or 
reimbursement methods would not meet the definition of state benefit mandates that could exceed 
EHBs.17  

SB 583 would not require coverage for a new state benefit mandate but rather would alter a current 
benefit mandate and appears not to exceed the definition of EHBs in California. 

 

                                                      
12 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, Information on Essential Health 
Benefits Benchmark Plans. Available at: https://www.cms.gov/cciio/resources/data-resources/ehb.html.  
13 H&SC Section 1367.005; IC Section 10112.27. 
14 ACA Section 1311(d)(3). 
15 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. 
16 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 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 EHBs, the state would be required to defray the cost. 
17 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. 
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BACKGROUND ON CLINICAL TRIALS 

This background section provides context for CHBRP’s analysis of SB 583 by defining and describing the 
various aspects and design of clinical trials, identifying the steps for protecting participants in clinical 
trials, identifying the availability of clinical trials in the United States and California, and describing 
disparities and social determinants of health related to participation in clinical trials. Other than clinical trial 
registry data that is available at ClinicalTrials.gov, there is very little literature that addresses clinical trials 
in a comprehensive way. Typically, the literature is limited to specific trials for specific diseases or 
conditions. The broadest literature is related to clinical trials for cancer treatments; therefore, much of this 
background section on clinical trials is informed by literature related to cancer clinical trials. 

It is important to note that the universe of clinical trials discussed in this background section is much 
larger than the specific clinical trials that would be approved for benefit coverage under SB 583, as not all 
clinical trials would address “the prevention, detection, or treatment of cancer or another life-threatening 
condition” or have “meaningful potential to benefit the insured.” In addition, SB 583 would not require 
coverage for trials that test exclusively for toxicity and do not have a “therapeutic intent.”  

Clinical Trials 

Clinical trials are research studies that recruit human volunteers to participate in an intervention to 
determine the overall safety of a particular treatment/drug and its effects on health outcomes 
(ClinicalTrials.gov, 2019; NIH, 2017a). The objective of a clinical trial is to explore and investigate new 
manners and modes to prevent, detect, or treat an illness or disease (NIH, 2017a).  

Types of Clinical Trials 

Clinical trials can be categorized into six different types including (1) prevention trials, (2) screening trials, 
(3) diagnostic trials, (4) treatment trials, (5) behavioral trials, and (6) quality of life trials (NIH, 2017a). 
Prevention trials study new and/or improved modes (e.g., new medicines, vaccines, or lifestyle 
alterations) to prevent disease in individuals who have never had the disease or to prevent the disease 
from recurring in individuals (NIH, 2017a). Screening trials study new ways to detect for disease and 
health conditions in individuals whereas diagnostic trials study or compare tests/procedures for 
diagnosing particular diseases or health conditions in individuals (NIH, 2017a). Treatment trials study the 
effects of new treatments or new modalities in which to use existing treatments, new combination of 
drugs, new ways of conducting surgery, or new approaches to radiation therapy (NIH, 2017a). Behavioral 
trials evaluate or compare ways to alter behavior and attitudes to improve health and health outcomes. 
And quality of life trials (also referred to as supportive care trials) investigate interventions that improve 
the comfort and quality of life for individuals with acute or chronic conditions (NIH, 2017a).   

Design of Clinical Trials  

When developing and implementing a clinical trial, researchers must first review the current/available 
related topical research information and subsequently develop a strict plan (i.e., protocol) to follow 
throughout the clinical trial (NIH, 2017a). A protocol is designed to ensure the safety of the participants by 
balancing the potential benefits and risks in participation and to answer specific research questions (NIH, 
2017a). As laid out by the NIH (2017a), a clinical trial protocol is comprised of the following items: 

• The objective(s) and design of the study, such as the expected duration of the study and number 
of participants and eligibility criteria (i.e., participant selection criteria); 
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• Informed consent and protections against risks to participants;  

• Research methodology, such as study details regarding the tests, procedures, and treatments to 
be administered and whether a control group will be included; 

• Data collection and management; and 

• Timeline for review and analysis of the data.   

Phases of Clinical Trials  

Clinical trials follow a sequential series of phases (i.e., Phase I-IV) ranging from early, small-scale studies 
(Phase I) to introduction to the public, post-drug/-treatment approval by the U.S. Food and Drug 
Administration (FDA) (Phase IV). More specifically, Phase I is the phase in which researchers test a drug 
or treatment among a small cohort of individuals — typically 20 to 80 individuals — for the first time to 
learn about the safety and potential side effects of the drug/treatment (NIH, 2017a). Phase II is the phase 
in which the new drug or treatment is distributed to a larger cohort of individuals — typically 100 to 300 
individuals. The purpose of Phase II is to further study the treatment/drug’s effectiveness and safety. 
During Phase III, the drug/treatment is distributed to approximately 1,000 to 3,000 individuals to validate 
its effectiveness, monitor side effects, compare it to a standard or similar treatment available in the 
market, and collect additional information (NIH, 2017a). Phase IV is the phase in which the 
drug/treatment has been approved by the FDA and is available for use among the general public. During 
Phase IV, researchers will continue to track the drug/treatment’s safety and seek additional information 
regarding its benefits and optimal use (NIH, 2017a).  

Clinical Trials in the United States and California 

The Center for Information and Study on Clinical Research Participation (CISCRP) estimates that 2.33 
million Americans participated in clinical trials in 2015 (CISCRP, 2015). Clinical trials participants report 
participating in clinical trials for a range of reasons, including helping to advance science and the 
treatment of the disease/condition (49%), to obtain better treatment (44%), to help others with the same 
disease/condition (39%), and to receive monetary compensation (29%) (CISCRP, 2017). 

There are currently 21,361 clinical trials actively recruiting in the United States (ClinicalTrials.gov, 2019). 
Of these, nearly one-quarter (4,909) are located in California (ClinicalTrials.gov, 2019). As depicted in 
Table 3, approximately 16% of clinical trials actively recruiting in California are funded by the National 
Institutes of Health (NIH), 4% are funded by another U.S. federal agency, 55% are funded by industry, 
and 25% are funded by other sources (ClinicalTrials.gov, 2019). Clinical trials recruiting patients in 
California differ in composition from those in the U.S. overall in that the clinical trials currently recruiting 
patients in California are more likely to be funded by industry (58% vs. 33%). In addition, 20% of trials 
actively recruiting in California are in Phase I of development, 30% are in Phase II, 21% are in Phase III, 
5% are in Phase IV, and 24% are trials without FDA-defined phases including trials of devices and 
behavioral interventions (Table 3) (ClinicalTrials.gov, 2019). Again, the trials actively recruiting in 
California differ from the U.S. as a whole in that they are more likely to be trials with FDA-defined phases 
(76% vs. 61%) and specifically more trials that are in phase III (21% vs. 9%) (ClinicalTrials.gov, 2019).  

There are no published estimates of the number of Californians participating in a clinical trial each year, 
but as 12% of the U.S. population lives in California (U.S. Census Bureau, 2018), CHBRP estimates that 
12% of the 2.33 million American clinical trial participants — or nearly 280,000 Californians — participate 
in a clinical trial each year. The number of participants who would be eligible for the types of clinical trials 
covered under SB 583 would be much lower as only 41% of Californians are enrolled in plans or policies 
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that would be subject to SB 583, and approximately 41% of clinical trial participants are in observational 
studies (i.e. clinical trials where “patients are identified as belonging to study groups and are assessed for 
biomedical or health outcomes.”)18 Additionally clinical trial participation covered under SB 583 would be 
limited to life-threatening conditions. Furthermore, it is not clear to what extent that clinical trial 
administrators consistently bill insurance for services provided within the clinical trial either due to a lack 
of awareness of this option or due to a desire to maintain control of the data on study participants. 
Therefore, the number of participants in clinical trials subject to SB 583 as documented in claims 
databases will vary greatly from the estimate of the overall number of clinical trial participants in 
California. 

Table 3. Actively Recruiting Clinical Trials in California Categorized by Funder Type and by Phase, As of 
February 23, 2019 

Funder Type % of Trials 

NIH 16% 

Other U.S. Federal Agency 4% 

Industry 55% 

Others 25% 

Phase  % of Trials 

Phase I 20% 

Phase II 30% 

Phase III 21% 

Phase IV 5% 

Trials without FDA-defined Phases 24% 

Source: ClinicalTrials.gov, 2019.  
Note: Data was downloaded from ClinicalTrials.gov on February 23, 2019. Percentages do not add to 100% due to rounding error.  

The following table (Table 4) identifies the various types/categories of clinical trials that are actively 
recruiting in California as of February, 23, 2019. Clinical trials address a wide array of diseases and 
conditions, but the most common disease addressed through clinical trials actively recruiting in California 
in 2019 is cancer (32%), followed by mental health conditions (4%), cardiovascular disease (4%), 
diabetes (3%), and HIV/AIDS (2%). The other 56% of the trials fall into the “other category” which 
includes studies addressing a wide range of issues such as Alzheimer’s disease, Parkinson’s disease, 
obesity, sedentary lifestyles, pain management, and reproductive health.  

Table 4. Clinical Trials Actively Recruiting in California, as of February 23, 2019 

Condition # of Trials % of Total 

Cancer 1,561 32.1% 

Mental Health  201 4.1% 

Cardiovascular Disease 193 4.0% 

                                                      
18 CHBRP analysis of clinical trial registry data located at ClinicalTrials.gov on April 7, 2019. 

http://www.chbrp.org/


Analysis of California Senate Bill 583 

Current as of May 15, 2019 www.chbrp.org 10 

Condition # of Trials % of Total 

Diabetes 121 2.5% 

HIV/AIDS 81 1.7% 

Pain Management  63 1.3% 

Substance Abuse 58 1.2% 

Eye Conditions  42 0.9% 

Alzheimer’s  40 0.8% 

Asthma 38 0.8% 

Obesity 36 0.7% 

Parkinson’s 25 0.5% 

Other 2,401  49.4% 

Source: California Health Benefits Review Program, 2019.  
Note: Data was downloaded from ClinicalTrials.gov on February 23, 2019.  

Participation in Clinical Trials 

Many different types of individuals can be recruited to participate in a clinical trial ranging from healthy 
individuals to individuals with a specific illness or type of disease. Clinical trials involving “healthy 
volunteers” are typically designed to aid researchers in understanding and developing new knowledge 
around a treatment/drug, and not to provide direct benefit to the participants (NIH, 2017a). Healthy 
volunteers are recruited to help researchers in defining the range of “normalcy” for new devices, 
diagnostic, and screening tools (NIH, 2017a). Clinical trials may also recruit “patient volunteers,” who are 
identified as having a disease/illness in which researchers are interested in better understanding, 
diagnosing, and/or treating that particular disease/illness (NIH, 2017a). As indicated by the NIH (2017a), 
although clinical trials have the potential to provide direct benefit to patient volunteers, the main objective 
of a clinical trial is to develop the evidence-base regarding the effects and limitations of the experimental 
treatment/drug. Even for participants with life-threatening conditions, enrollment in a clinical trial does not 
mean that a patient will get access to a specific treatment, as they can be randomized into either a 
treatment or control group, which may include a placebo — a substance or treatment that looks like the 
experimental treatment but has no therapeutic effect — and/or the minimum standard of care for their 
condition. 

When recruiting volunteers to participate in clinical trials, researchers must follow clinical trial guidelines 
(more commonly referred to as inclusion/exclusion criteria) (NIH, 2017a). Developed by researchers, 
inclusion criteria are comprised of the factors that make an individual eligible to participate in a specific 
clinical trial such as age, gender, type and stage of disease, treatment history, and medical history (NIH, 
2017a). In contrast, exclusion criteria are comprised of the factors that exclude individuals from eligible 
participation in a specific Clinical Trial (NIH, 2017a). According to the American Cancer Society Cancer 
Action Network (ACS CAN), with respect to cancer clinical trials, patients are excluded at a rate of 24.3% 
and 15.7% within academic centers and community centers, respectively, due to a number of reasons 
(ACS CAN, 2018). For example, patients may be excluded from a cancer clinical trial due to the presence 
of comorbidities in patients such as heart failure, coronary artery disease, HIV, hepatitis, or hemoglobin-
related criteria (ACS CAN, 2018; Mariotti et al., 2017).  
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Barriers to Participating in Clinical Trials 

According to the ACS, despite patient interest and a willingness to enroll in clinical trials, few patients end 
up participating in cancer clinical trials due to a multitude of barriers (ACS CAN, 2018). In a recent 
executive summary on an analysis of barriers to patient participation in U.S.-based cancer clinical trials, 
ACS CAN cited the following findings: (1) 56% of patients will not have a local trial available for their 
cancer; (2) 17% will be identified as ineligible due to exclusion criteria; (3) many eligible patients are not 
asked/referred to participate in clinical trials by their provider; and (4) only 27% of cancer patients have 
the opportunity to participate in a local cancer clinical trial (ACS CAN, 2018). With respect to items 1 and 
4, opportunities for participation in clinical trials will differ depending on the location where a patient 
receives care. For example, large research centers will often have more available clinical trials compared 
to smaller, non-research focused sites, as well as dedicated personnel and an electronic content 
management system (i.e., electronic medical records [EMR]) to prescreen patients for trial eligibility (ACS 
CAN, 2018). In contrast, in smaller, non-research focused sites patients may only become aware of a trial 
if they themselves ask or their provider asks due to a lack of research infrastructure.  

Additionally, health care providers play an influential role in whether patients opt into participating in 
clinical trials (ACS CAN, 2018). According to the ACS CAN (2018), the majority of the public expects their 
providers to be cognizant of clinical trial opportunities, provide trusted guidance, and serve as their 
primary source of information with respect to clinical trials and eligibility criteria. In fact, most cancer 
patients who have participated in clinical trials (66%) initially learned of their trial through one of their 
providers or via the research staff compared to only 6% who learned of their trial through a patient 
advocacy group (ACS CAN, 2018). Furthermore, in a survey study of 360 women, researchers found that 
women advised by their provider to participate in breast cancer clinical trial were 13 times more likely to 
participate compared to those advised to not participate (ACS CAN, 2018; Kinney et al., 1998). While 
efforts have also been made to increase awareness of clinical trials via public awareness campaigns such 
as in Florida and California, both initiatives failed to increase overall clinical trial participation rates (ACS 
CAN, 2018; Moffitt et al., 2010; Umutyan et al., 2008).  

Despite geographic barriers, patients presenting with a certain disease/illness have been known to travel 
out of state to participate in a clinical trial targeting their specific disease/illness. The reasons for 
participating in an out-of-state clinical trial vary by patient and may include (1) not having access to a 
particular treatment in state due to the patient having a rare disease/illness; (2) having previously been 
rejected from an in-state trial due to stringent inclusion and exclusion criteria (e.g., presence of 
comorbidities or participation in a previous clinical trial leading to ineligibility); and/or (3) having been 
matched with a specific clinical trial in another state given a set of specific conditions (per use of a clinical 
trial matching organization/website) (Kaiser Health News, 2016).  

Participant Protection in Clinical Trials 

To ensure participant protection prior to enrollment and throughout the duration of a clinical trial, 
researchers must (1) obtain Institutional Review Board (IRB) approval (i.e., obtain approval from an 
independent committee comprised of physicians, statisticians, and other stakeholders known as the IRB) 
prior to recruitment and initiation of the study, (2) obtain informed consent from the participant prior to 
enrollment, and (3) follow a set of ethical guidelines (NIH, 2017a). By seeking IRB approval prior to the 
start of a clinical trial, participants can rest assured that the study has been identified as both ethical and 
safe (NIH, 2017a). During the recruitment process, researchers must share and obtain a signed informed 
consent document from each participant, which highlights the key features of the study design, specific 
risks, and potential benefits for participating in a clinical trial (NIH, 2017a). To further ensure a 
participant’s safety, a participant must be allowed to withdraw from a study at any point in time (NIH, 
2017a).    
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Disparities19 and Social Determinants of Health20 in Participation in Clinical 
Trials 

Per statute, CHBRP includes discussion of disparities and social determinants of health (SDoH) as it 
relates to the participation in clinical trials. Disparities are differences between groups that are modifiable. 
CHBRP found literature identifying disparities in clinical trials by age, gender, and race/ethnicity. 

Disparities 

Race or ethnicity 

Despite the release of the National Institute of Health’s mandate on the inclusion of members of minority 
populations in clinical trials in 1993 (Freedman et al., 1995), disparities in racial and ethnic minority 
representation in clinical trials continue to persist (Hamel et al., 2016; Kwiatkowski et al., 2013). In a 
systematic review of 304 peer-reviewed publications focused on cancer clinical trials, between the study 
periods of 2001 and 2010, when race/ethnicity were reported in treatment studies, researchers found that 
82.9% of participants were white, 6.2% were African American, 3.3% were Asian, 2.2% were Hispanic, 
and 0.1% were Native American (Kwiatkowski et al., 2013). Kwiatkowski et al. (2013) also reported on 
clinical trials participant demographics from 10 years prior (i.e.,1999 to 2000), and found that the 
proportion of participants who are white are decreasing over the two 10-year study periods, yet whites 
continue to overwhelmingly comprise the participant cohort in cancer clinical trials (Hamel et al., 2016; 
Kwiatkowski et al., 2016). Additionally, despite minor advances in the proportion of Asian and Hispanic 
participation from study period 1 (1999– 2000) to 2 (2001–2010), the proportion of African American 
participants in cancer clinical trials saw reductions from study period 1 to 2 (Hamel et al., 2016; 
Kwiatkowski et al., 2013).   

Gender 

As detailed in a 1992 U.S. General Accounting Office (GAO) study,21 historically women have been 
underrepresented in clinical trials since the 1980s (Labots et al., 2018). However, in response to those 
findings, the U.S. Food and Drug Administration (FDA) published the Guideline for the Study and 
Evaluation of Gender Differences in the Clinical Evaluation of Drugs in 1993, which included a call for 
increased participation of females in clinical trials as well as increased analyses of gender-specific 
responses to drugs (Labots et al., 2018; U.S. FDA, 1993). Despite the continued perception of the 
underrepresentation of women in clinical trials in present day, recent studies and reports investigating 
gender-based disparities/gender-based subgroup differences in randomized clinical trials (RCTs) have 
found little evidence to support the underrepresentation of women in clinical studies (Labots et al., 2018; 
Wallach et al., 2016). 

                                                      
19 Several competing definitions of “health disparities” exist. CHBRP relies on the following definition: 
Health disparity is defined as the differences, whether unjust or not, in health status or outcomes within a population. 
Wyatt et al., 2016. 
20 CHBRP defines social determinants of health as conditions in which people are born, grow, live, work, learn, and 
age. These social determinants of health (economic factors, social factors, education, physical environment) are 
shaped by the distribution of money, power, and resources and impacted by policy (adapted from Healthy People 
2020, 2015; CDC, 2014). See CHBRP’s SDoH white paper for further information: 
http://chbrp.com/analysis_methodology/public_health_impact_analysis.php. 
21 See: http://archive.gao.gov/d35t11/147861.pdf 
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Age 

Across cancer clinical trials, studies have documented the underrepresentation of elderly participants 
(i.e., individuals identified as 65 years of age or older) due to a multitude of reasons, such as physicians’ 
perceptions, treatment tolerability, protocol eligibility criteria (with restrictions on the presence of 
comorbidities such as hypertension, cardiac disease, pulmonary infection), functional status, and previous 
malignancies (Hutchins et al., 1999; Mahipal et al., 2015; Townsley et al., 2005). For example, in a study 
of 16,936 patients enrolled in cancer clinical trials between 1993 and 1996, the overall proportion of 
women and African American minorities enrolled in the trial (41% and 10%, respectively) were equal to or 
similar to the U.S. population of women and African American patients with cancer (43% and 10%, 
respectively); however, participants 65 years of age or older only represented 25% of enrollees when they 
comprise 63% of the U.S. population of patients with cancers (Hutchins et al., 1999). In a systematic 
review of barriers to recruitment of elderly patients with cancer onto clinical trials, Townsley et al. (2005) 
further noted that only 25% to 33% of potentially eligible older patients are recruited and enrolled into 
trials. In response to this persistent disparity, in December of 2017 the NIH released a policy mandating 
that researchers include plans in their protocol on the inclusion of patients across the lifespan, including 
children and the elderly (NIH, 2017b).  

Social Determinants of Health (SDoH) 

SDoH include factors outside of the traditional medical care system that influence health status and 
health outcomes (e.g., income, education, geography, etc.). CHBRP found literature related to barriers to 
participation in clinical trials influenced by geographic location, income, and insurance status. 

Geographic location 

A number of U.S.-based studies have found geographic location to be a significant barrier to participation 
in clinical trials (Kanarek et al., 2010; Martin et al., 2013). Specifically, individuals who did not participate 
in clinical trials were more likely to live out of state or further away from the hospital catchment area such 
as in rural areas, thus, indicating travel distance as a barrier to participation in clinical trials (Kanarek et 
al., 2010; Martin et al., 2013). This finding, among other factors, was similarly echoed in a study located in 
West Virginia, in which researchers found an individual’s length of commute as an influential factor for 
lack of participation in cancer clinical trials (Virani et al., 2011). To increase the rate of rural participation 
in clinical trials, researchers have suggested simple strategies to combat this barrier, including the 
provision of telehealth-delivered interventions or transportation alternatives such as reimbursement of 
transportation expenses by study investigators and/or free transportation (Young et al., 2015).  

Income 

Several U.S.-based studies have indicated an association between income and the likelihood of 
participation in clinical trials (Unger et al., 2013, Unger et al., 2016). Researchers found that lower income 
individuals were less likely to participate in clinical trials (Unger et al., 2013). This finding was reiterated in 
a subsequent 2015 prospective study, in which researchers further validated that cancer patients with an 
income below $50,000 were 27% less likely to participate in clinical trials (Unger et al., 2016). 
Researchers hypothesized that lower income individuals may be more sensitive to discretionary 
expenses in comparison to higher income individuals (Unger et al., 2016).  

In a 2018 policy brief disseminated by the American Society of Clinical Oncology (ASCO), Winkfield et al. 
(2018) further shed light on the financial barriers to participation in clinical trials. Researchers noted that 
the “financial toxicity” defined as “the negative patient-level impacts of the cost of cancer care” has played 
a pivotal role in reducing one’s ability to enroll and/or continue to participate in cancer clinical trials 
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(Winkfield et al., 2018). The types of expenses associated with clinical trials are vast and include (1) 
investigational care expenses, (2) routine-care expenses, and (3) nonmedical expenses (e.g., lodging, 
meals, dependent care, and transportation required for participation). While benefit coverage from 
Medicare, Medicaid, and commercial health insurance typically includes the costs of routine care 
associated with clinical trials (as per the 2010 ACA22), benefit coverage does not often cover nonmedical 
expenses (Winkfield et al., 2018). Thus, patients with lower income may find the nonmedical expenses 
associated with clinical trials such as travel, time off work, and dependent care, to be prohibitive (ACS 
CAN, 2018).  

Insurance status 

Several U.S. based studies also suggest that insurance status is positively associated with participation in 
clinical trials (Klamerus et al., 2010; Parsons et al., 2011; Ward et al., 2008). According to Klamerus et al. 
(2010) and Ward et al. (2008), a lack of health insurance serves as a barrier to the receipt of health care 
services related to the prevention, detection, and/or treatment of cancer as well as a barrier to 
participation in cancer clinical trials in the U.S. In one study focusing on adolescent and young adult 
patients with cancer (i.e., cancer patients between the ages of 15 and 39 years) who were registered in 
the Surveillance, Epidemiology, and End Results program, researchers found that uninsured (and older) 
patients were less likely to participate in clinical trials (3.2%) compared to patients with HMO or private 
insurance, equal to 7.3% and 13.9%, respectively (Parsons et al., 2011). This evidence suggests that 
insurance status plays an important role in the likelihood of participation in clinical trials.  

 

                                                      
22 See: https://www.cms.gov/cciio/resources/fact-sheets-and-faqs/aca_implementation_faqs15.html 
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BENEFIT COVERAGE, UTILIZATION, AND COST IMPACTS  
As discussed in the Policy Context section, SB 583 would expand a currently existing mandate, and 
require that commercial and CalPERS enrollees in DMHC-regulated health plans and CDI-regulated 
policies have coverage for health care services related to participation in clinical trials focused on 
noncancer life-threatening diseases. SB 583 would exempt from compliance the benefit coverage of Med-
Cal beneficiaries enrolled in DMHC-regulated plans. Additionally, SB 583 would allow enrollees to self-
refer to access benefit coverage for health care services related to participation in a clinical trial by 
providing evidence from medical literature (eliminating the common current requirement for a physician 
direct referral). 

SB 583 would also eliminate from the current mandate the specification that nonmedical expenses (travel, 
housing, etc.) related to a clinical trial need not be covered (see Policy Context section). As SB 583 would 
not actively require coverage for nonmedical expenses, CHBRP has not included any related change of 
benefit coverage in the analysis of the estimated impact of SB 583.  

This section reports the potential incremental impacts of SB 583 on estimated baseline benefit coverage, 
utilization, and overall cost. CHBRP used the 2016 MarketScan® and Milliman’s proprietary 2016 
Consolidated Health Cost Guidelines™ Sources Database (CHSD) commercial claims and enrollment 
data for the state of California to model participation in clinical trials that charge DMHC-regulated plans 
and CDI-regulated insurers for trial-related health care services. Based on consultation with a content 
expert, CHBRP understands that clinical trial administrators and health care providers can charge 
insurers and plans for all routine health care related to a clinical trial, from administration of the drug or 
service to mid-trial monitoring tests to follow-up care needed due to side effects — but that not all clinical 
trials administrators charge plans and insurers for those services.23 Health care providers may use a 
general ICD-9 code identifier when the enrollee is participating in a clinical trial, which CHBRP was able 
to capture using Milliman’s claims data analysis. This database relies on claims data, which does not 
include a separate code identifying the type of clinical trial (i.e., cancer vs. noncancer, or whether the 
disease is “life-threatening”). Furthermore, SB 583’s definition of “life-threatening” is unclear. Therefore, 
CHBRP’s estimates represent a maximum projection of the impact of SB 583, as CHBRP as the analysis 
assumes that the benefit coverage of every enrollee participating in a clinical trial that charges plans and 
insurers for related health care services would be subject to SB 583.  

SB 583 would expand the existing mandate’s requirement that out-of-network providers be covered if the 
relevant service is not available in-network and would similarly expand the existing mandate’s 
requirement that in-network cost-sharing to apply to all benefit coverage for health care services related 
to participation in a clinical trial.  SB 583 would make these requirements applicable to noncancer trials as 
well as cancer trials. According to the claims data available, the in-network cost sharing and out-of-
network cost sharing for enrollees who participate in a clinical trial that charge plans and insurers is 
commonly equivalent. In some cases, the similarity may be due to the enrollees having already exceeded 
their annual out-of-pocket maximum due to extensive health care needs related to the disease or 
condition that has made them eligible for participation in the clinical trial. Because in-network and out-of-
network cost sharing were found to be equivalent, CHBRP projects no measurable impacts of this 
provision. 

For further details on the underlying data sources and methods used in this analysis, including a full set of 
billing codes used, please see Appendix B. 

                                                      
23 Personal communication with G. Stepanyan, March 28, 2019. 
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Baseline and Postmandate Benefit Coverage 

SB 583 would apply to the benefit coverage of commercial and CalPERS enrollees, 69% of enrollees in 
DMHC-regulated plans and CDI-regulated policies (see Table 1). 

CHBRP estimates that 100% of enrollees with health insurance that would be subject to SB 583 have 
coverage for health care services related to any clinical trial (not just those for life-threatening diseases). 
However, only 7% of these enrollees have the ability to self-refer for related benefit coverage based on 
medical literature. Current benefit coverage was determined by a survey of the largest (by enrollment) 
providers of health insurance in California that can be subject to state mandates. Responses to this 
survey represent 74% of commercial and CalPERS enrollees with health insurance that can be subject to 
state mandates. 

Postmandate, 100% of commercial and CalPERS enrollees in DMHC-regulated plans or CDI-regulated 
policies would have coverage for health care services related to clinical trials and would have the ability to 
access benefit coverage through self-referral based on medical literature (see Table 1). 

Baseline and Postmandate Utilization 

Currently, out of the 16.9 million enrollees with benefit coverage subject to SB 583, CHBRP estimates 
7,035 are enrolled in a clinical trial that is generating chargers for the enrollee’s plan or insurer. This 
estimate is based on analyses of MarketScan and the Milliman CHSD database (see Table 1). As a 
prevalence rate for the entire enrollee population, this translates to 0.416 per 1,000 enrollees. 

Postmandate, CHBRP estimates that the number of these enrollees participating in clinical trials would 
increase to 7,372, a 5% increase (see Table 1). This increase would be due to the new ability of enrollees 
to self-refer for related benefit coverage. CHBRP assumed a 5% increase due to the difficulty of 
becoming a participant in a clinical trial which is a precursor to exercising this option of self-referral to 
access coverage for trial-related health care services. For an enrollee to self-refer, the enrollee must first 
be aware of a relevant clinical trial, which itself is a barrier to entry (Friedman et al., 2015; Leiter et al., 
2015) and be accepted into it. Then the enrollee must have, for submission to the plan or insurer, access 
to medical literature, which is often difficult, although not impossible, for the public at large to access. 
Access to the internet or to research institutions with library assistance can facilitate both of these (Leiter 
et al., 2015). There is a supply-side limitation, in that there are a limited number of spaces open in 
actively recruiting clinical trials. Finally, the enrollee must meet the inclusion criteria to participate in the 
clinical trial (see Background section for a fuller discussion of barriers to clinical trial participation).  

CHBRP used MarketScan and the Milliman CHSD database to determine utilization of routine health care 
services among enrollees who participate in clinical trials that charge plans and insurers (see Table 1). An 
average of 0.713 inpatient days, 2.872 outpatient visits, 0.458 professional visits, and 1.731 professional 
procedures are used annually per enrollee, among enrollees who participate in clinical trials. CHBRP 
assumes these utilization rates per enrollee would not change postmandate, as the utilization of health 
care services is determined by the administration of the clinical trial. However, with more participants in 
clinical trials, the total number of routine health care services would increase. 
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Baseline and Postmandate Per-Unit Cost  

Currently, the average unit cost of routine care related to participation in a clinical trial for a 
commercial/CalPERS enrollee is $20,548. These average unit costs per enrollee are not expected to 
change postmandate (see Table 1). 

Baseline and Postmandate Expenditures 

Table 6 and Table 7 present baseline and postmandate expenditures by market segment for DMHC-
regulated plans and CDI-regulated policies. The tables present per member per month (PMPM) 
premiums, enrollee expenses for both covered and noncovered benefits, and total expenditures 
(premiums as well as enrollee expenses). 

SB 583 would increase total net annual expenditures by $8,298,000 or 0.0052% for enrollees in DMHC-
regulated plans and CDI-regulated policies. This is due to an $8,208,000 increase in total health 
insurance premiums paid by employers and enrollees for newly covered benefits, adjusted by a $90,000 
increase in enrollee expenses for covered benefits. The additional costs for enrollee expenses are due to 
cost-sharing for routine health care services for new enrollees who participate in clinical trials, who gain 
access through self-referral. 

Premiums 

Changes in premiums as a result of SB 583 would vary by market segment. Note that such changes are 
related to the number of enrollees (see Table 6 and Table 7), with health insurance that would be subject 
to SB 583. 

Premium increases in privately funded DMHC-regulated plans range from $0.0394 for large-group plans 
to $0.0473 PMPM for individual plans. Among CDI-regulated policies, premium increases range from 
$0.0121 PMPM for individual policies to $0.0342 PMPM for large-group policies.  

Among publicly funded DMHC-regulated health plans, premium increases range from $0.0391 PMPM for 
CalPERS plans to $0.000 PMPM for Medi-Cal managed care plans, as the benefit coverage of Medi-Cal 
enrollees is not subject to SB 583.  

Enrollee Expenses 

SB 583-related changes in enrollee expenses for covered benefits (deductibles, copays, etc.) and 
enrollee expenses for noncovered benefits would vary by market segment. Note that such changes are 
related to the number of enrollees (see Table 6 and Table 7) with health insurance that would be subject 
to SB 583 expected to enroll in clinical trials during the year after enactment. 

CHBRP assumes no unit cost change, but does project an increase in utilization of routine health care 
services related to participating in a clinical trial charges plans and insurers due to an increased number 
of enrollees who would participate in clinical trials, and therefore an increase in the total amount of 
enrollee cost sharing.  

Enrollee expenses for all enrollees with coverage subject to SB 583 would increase by a low of $0.0001 
PMPM for enrollees in CDI-regulated individual policies, to a high of $0.0005 PMPM for enrollees in 
DMHC-regulated individual plans. 
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Out-of-Pocket Spending for Covered and Noncovered Expenses 

When possible, CHBRP estimates the marginal impact of the bill on out-of-pocket spending for covered 
and noncovered expenses, defined as uncovered medical expenses paid by the enrollee as well as out-
of-pocket expenses (e.g., deductibles, copayments, and coinsurance). Due to new coverage, CHBRP 
estimates that total out-of-pocket expenses for enrollees with existing coverage baseline and those newly 
covered who participate in clinical trials would increase by a total of $91,000 for all enrollees who 
participate in clinical trials under the new mandate.  

Table 5. Cost-Sharing Impact of SB 583 

 Large Group Small Group Individual CalPERS HMO Medi-Cal 
HMO 

Number of 
people with 
cost-sharing 
impact from the 
mandate 

4,536 1,337 944 218 - 

Avg annual cost-
sharing impact 
of cost-sharing 
impacted 
members (a) 

$12.17 $12.01 $13.41 $12.13 $          - 

Avg annual cost-
sharing of cost-
sharing 
impacted 
members (b) 

 $1,144.01   $3,942.63   $6,681.56   $1,708.42   $          -    

% Avg annual 
cost-sharing 
impact of cost-
sharing 
impacted 
members 

1.1% 0.3% 0.2% 0.7% 0.0% 

Source: California Health Benefits Review Program, 2019 
Notes: (a) Not including impacts on premiums; (b) Includes member premium and cost sharing from deductibles, 
copayments, and coinsurance. 

Potential Cost Offsets or Savings in the First 12 Months After Enactment 

CHBRP is unable to quantify any cost offsets or savings in health care that would result in the first 12 
months after enactment because of the provisions in SB 583, although there is potential for an increase in 
both negative health outcomes due to side effects or adverse effects from the clinical trial itself, and 
positive health outcomes due to successful testing of a new pharmaceutical or treatment. 

Postmandate Administrative Expenses and Other Expenses 

CHBRP estimates that the increase in administrative costs of DMHC-regulated plans and/or CDI-
regulated policies will remain proportional to the increase in premiums. CHBRP assumes that if health 
care costs increase as a result of increased utilization or changes in unit costs, there is a corresponding 
proportional increase in administrative costs. CHBRP assumes that the administrative cost portion of 
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premiums is unchanged. All health plans and insurers include a component for administration and profit in 
their premiums. 

Other Considerations for Policymakers 

In addition to the impacts a bill may have on benefit coverage, utilization, and cost, related considerations 
for policymakers are discussed below. 

Postmandate Changes in the Number of Uninsured Persons24 

Because the change in average premiums does not exceed 1% for any market segment (see Table 1, 
Table 6, and Table 7), CHBRP would expect no measurable change in the number of uninsured persons 
due to the enactment of SB 583. 

Changes in Public Program Enrollment 

CHBRP estimates that the mandate would produce no measurable impact on enrollment in publicly 
funded insurance programs due to the enactment of SB 583. 

How Lack of Benefit Coverage Results in Cost Shifts to Other Payers 

Public payers, including the Veteran’s Administration, Medicare, and Medicaid, do provide coverage for 
routine health care services related to clinical trials for beneficiaries of those programs. Benefit coverage 
from Medicare and Medicaid is discussed in the Policy Context section. The Veteran’s Administration 
administers their own clinical trials directly, and coverage is provided through the VA system (U.S. 
Veteran’s Administration, 2019). These public payers do not generally cover the commercial and 
CalPERS enrollees in the DMHC-regulated plans or CDI-regulated policies that are subject to SB 583. 
However, the administrators of clinical trials often cover all related health care expenses for enrollees 
directly through their research funding.  

                                                      
24 See also CHBRP’s Uninsured: Criteria and Methods for Estimating the Impact of Mandates on the Number of 
Individuals Who Become Uninsured in Response to Premium Increases (December 2015), available at 
http://chbrp.com/analysis_methodology/cost_impact_analysis.php.  

http://www.chbrp.org/
http://chbrp.com/document_center/Analysis%20Methodology/Uninsured_paper_Final_120815.pdf
http://chbrp.com/document_center/Analysis%20Methodology/Uninsured_paper_Final_120815.pdf
http://chbrp.com/analysis_methodology/cost_impact_analysis.php


Analysis of California Senate Bill 583 

Current as of May 15, 2019 www.chbrp.org 20 

Table 6. Baseline Per Member Per Month Premiums and Total Expenditures by Market Segment, California, 2020 

  DMHC-Regulated  CDI-Regulated   
  Privately Funded Plans 

(by Market) (a) 
 Publicly Funded Plans  Privately Funded Plans 

(by Market) (a) 
  

  Large 
Group 

Small 
Group 

Individual  CalPERS 
HMOs (b) 

MCMC 
(Under 65) 

(c) 

MCMC 
(65+) (c) 

 Large 
Group 

Small 
Group 

Individual  Total 

Enrollee counts              

 

Total enrollees in 
plans/policies 
subject to state 
mandates (d) 10,565,000 3,099,000 2,184,000 

 

523,000 6,796,000 795,000 

 

318,000 108,000 102,000 

 

24,490,000 

 

Total enrollees in 
plans/policies 
subject to SB 583 10,565,000 3,099,000 2,184,000 

 

523,000 6,796,000 795,000 

 

318,000 108,000 102,000 

 

24,490,000 
Premiums              

 

Average portion 
of premium paid 
by employer $555.35 $341.99 $0.00  $493.71 $268.13 $694.55  $710.92 $462.84 $0.00  $118,029,198,000 

 

Average portion 
of premium paid 
by employee $39.66 $205.44 $437.39  $94.04 $0.00 $0.00  $250.37 $202.64 $475.67  $26,521,718,000 

 Total premium $595.01 $547.43 $437.39  $587.76 $268.13 $694.55  $961.29 $665.48 $475.67  $144,550,916,000 
Enrollee expenses              

 

For covered 
benefits 
(deductibles, 
copays, etc.) $46.18 $121.03 $115.38  $48.33 $0.00 $0.00  $162.44 $186.84 $168.51  $14,750,880,000 

 
For noncovered 
benefits (e) $0.00 $0.00 $0.00  $0.00 $0.00 $0.00  $0.00 $0.00 $0.00  $0 

 
Total 
expenditures $641.19 $668.46 $552.77  $636.08 $268.13 $694.55  $1,123.73 $852.31 $644.18  $159,301,796,000 

Source: California Health Benefits Review Program, 2019. 
Notes: (a) Includes enrollees with grandfathered and nongrandfathered health insurance acquired outside or through Covered California (the state’s health insurance marketplace). 
(b) Approximately 56.17% of CalPERS enrollees in DMHC-regulated plans are state retirees, state employees, or their dependents.  
(c) Medi-Cal Managed Care Plan expenditures for members over 65 include those who are also Medicare beneficiaries. This population does not include enrollees in COHS. 
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(d) Enrollees in plans and policies regulated by DMHC or CDI aged 0 to 64 years as well as enrollees 65 years or older in employer-sponsored health insurance. This group includes 
commercial enrollees (including those associated with Covered California or CalPERS) and Medi-Cal beneficiaries enrolled in DMHC-regulated plans.25  
(e) Includes only those expenses that are paid directly by enrollees or other sources to providers for services related to the mandated benefit that are not currently covered by 
insurance. This only includes those expenses that would be newly covered postmandate. Other components of expenditures in this table include all health care services covered by 
insurance. 
Key: CalPERS HMOs = California Public Employees’ Retirement System Health Maintenance Organizations; CDI = California Department of Insurance; COHS = County Organized 
Health Systems; DMHC = Department of Managed Health Care; MCMC = Medi-Cal Managed Care. 
 

                                                      
25 For more detail, see Estimates of Sources of Health Insurance in California, available at  http://chbrp.com/analysis_methodology/cost_impact_analysis.php.   

http://www.chbrp.org/
http://chbrp.com/analysis_methodology/cost_impact_analysis.php


Analysis of California Senate Bill 583 

Current as of May 15, 2019 www.chbrp.org 22 

Table 7. Postmandate Per Member Per Month Premiums and Total Expenditures by Market Segment, California, 2020 

  DMHC-Regulated  CDI-Regulated   
  Privately Funded Plans 

(by Market) (a) 
 Publicly Funded Plans  Privately Funded Plans 

(by Market) (a) 
  

  Large 
Group 

Small 
Group 

Individual  CalPERS 
HMOs (b) 

MCMC 
(Under  
65) (c) 

MCMC 
(65+) (c) 

 Large 
Group 

Small 
Group 

Individual  Total 

Enrollee counts              

 

Total enrollees in 
plans/policies 
subject to state 
mandates (d) 10,565,000 3,099,000 2,184,000 

 

523,000 6,796,000 795,000 

 

318,000 108,000 102,000 

 

24,490,000 

 

Total enrollees in 
plans/policies 
subject to SB 583 10,565,000 3,099,000 2,184,000 

 

523,000 0 0 

 

318,000 108,000 102,000 

 

16,899,000 
Premiums              

 

Average portion of 
premium paid by 
employer $0.0368 $0.0260 $0.0000  $0.0329 $0.0000 $0.0000  $0.0253 $0.0183 $0.0000  $5,957,000 

 

Average portion of 
premium paid by 
employee $0.0026 $0.0156 $0.0473  $0.0063 $0.0000 $0.0000  $0.0089 $0.0080 $0.0121  $2,253,000 

 Total premium $0.0394 $0.0416 $0.0473  $0.0391 $0.0000 $0.0000  $0.0342 $0.0262 $0.0121  $8,210,000 
Enrollee expenses              

 

For covered 
benefits 
(deductibles, 
copays, etc.) $0.0004 $0.0004 $0.0005  $0.0004 $0.0000 $0.0000  $0.0004 $0.0003 $0.0001  $91,000 

 
For noncovered 
benefits (e) $0.0000 $0.0000 $0.0000  $0.0000 $0.0000 $0.0000  $0.0000 $0.0000 $0.0000  $0 

 
Total 
expenditures $0.0399 $0.0421 $0.0478  $0.0396 $0.0000 $0.0000  $0.0346 $0.0265 $0.0122  $8,300,000 

Percent change              
 Premiums 0.0066% 0.0076% 0.0108%  0.0067% 0.0000% 0.0000%  0.0036% 0.0039% 0.0025%  0.0057% 

 
Total 
expenditures 0.0062% 0.0063% 0.0087%  0.0062% 0.0000% 0.0000%  0.0031% 0.0031% 0.0019%  0.0052% 
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Source: California Health Benefits Review Program, 2019. 
Notes: (a) Includes enrollees with grandfathered and nongrandfathered health insurance acquired outside or through Covered California (the state’s health insurance marketplace). 
(b) Approximately 56.17% of CalPERS enrollees in DMHC-regulated plans are state retirees, state employees, or their dependents.  
(c) Medi-Cal Managed Care Plan expenditures for members over 65 include those who are also Medicare beneficiaries. This population does not include enrollees in COHS. 
(d) Enrollees in plans and policies regulated by DMHC or CDI aged 0 to 64 years as well as enrollees 65 years or older in employer-sponsored health insurance. This group includes 
commercial enrollees (including those associated with Covered California or CalPERS) and Medi-Cal beneficiaries enrolled in DMHC-regulated plans.26  
(e) Includes only those expenses that are paid directly by enrollees or other sources to providers for services related to the mandated benefit that are not currently covered by 
insurance. This only includes those expenses that would be newly covered postmandate. Other components of expenditures in this table include all health care services covered by 
insurance. 
Key: CalPERS HMOs = California Public Employees’ Retirement System Health Maintenance Organizations; CDI = California Department of Insurance; COHS = County Organized 
Health Systems; DMHC = Department of Managed Health Care; MCMC = Medi-Cal Managed Care. 

 

                                                      
26 For more detail, see Estimates of Sources of Health Insurance in California, available at http://chbrp.com/analysis_methodology/cost_impact_analysis.php.   
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LONG-TERM IMPACTS 

In this section, CHBRP estimates the long-term impact27 of SB 583, which CHBRP defines as impacts 
occurring beyond the first 12 months after implementation. These estimates are qualitative and based on 
the existing evidence available in the literature. CHBRP does not provide quantitative estimates of long-
term impacts because of unknown improvements in clinical care, changes in prices, implementation of 
other complementary or conflicting policies, and other unexpected factors. 

Long-Term Utilization and Cost Impacts 

Utilization Impacts  

Participation in clinical trials does have a supply-side cap, in that there are only so many spots in trials 
available. Additionally, enrollees have to meet the inclusion criteria to participate in a clinical trial. 
However, the provision of the ACA that requires insurers to cover routine health care related to 
participation in clinical trials and to allow self-referral (see further discussion in the Policy Context 
section), which went into effect in January 2014, may not yet be well known among administrators of 
clinical trials. This lack of knowledge likely contributed to the limited number of commercial and CalPERS 
enrollees whose current participation in a clinical trial generates charges for their plans and insurers. 

The passage of SB 583 may increase the awareness of both the state mandate and the federal mandate, 
which may cause administrators of clinical trials to charge insurers for routine health care services more 
frequently in the future. Therefore, while the number of overall enrollees who participate in clinical trials 
may remain the same, the number of clinical trials charging plans and insurers may increase by some 
unknown amount past the one- or two-year timeframe estimated in Table 1. 

Cost Impacts 

With potential increases in charges to plans and insurers for routine health care services for enrollees 
who participate in clinical trials, CHBRP estimates that the associated costs would also correspondingly 
increase, although CHBRP cannot quantify those potential future costs. 

Long-Term Public Health Impacts 

SB 583 would impact benefit coverage for commercial and CalPERS enrollees but would exempt the 
benefit coverage of Medi-Cal beneficiaries enrolled in DMHC-regulated plans. This means that 
commercial enrollees could self-refer for access to benefit coverage related to clinical trials whereas 
Medi-Cal enrollees would not. As presented in the Background section, participation in clinical trials is 
predominantly comprised of whites, whereas other racial/ethnic groups such as blacks and Hispanics are 
underrepresented. Due to the Medi-Cal population distribution having a higher representation of blacks 
and Hispanics, it is possible that over time, SB 583 could lead to a worsening in disparities of participation 
in clinical trials by race/ethnicity. 

                                                      
27 See also CHBRP’s Criteria and Guidelines for the Analysis of Long-Term Impacts on Healthcare Costs and Public 
Health, available at http://www.chbrp.org/analysis_methodology/cost_impact_analysis.php.  
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APPENDIX A  TEXT OF BILL ANALYZED 

On February 22, 2019, the California Senate Committee on Health requested that CHBRP analyze SB 
583. 

 

SENATE BILL No. 583 

 

Introduced by Senator Jackson 

 
February 22, 2019 

 

An act to repeal and add Section 1370.6 of the Health and Safety Code, and to repeal and add 
Section 10145.4 of the Insurance Code, relating to clinical trials. 

 
 
LEGISLATIVE COUNSEL'S DIGEST 
 
SB 583, as introduced, Jackson. Clinical trials. 
 
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, and makes 
a willful violation of the act a crime. Existing law provides for the regulation of health insurers by 
the Department of Insurance. Existing law requires a health care service plan or health insurer to 
provide coverage for routine patient care costs related to a clinical trial for cancer, including, 
among other things, health care services required for the clinically appropriate monitoring of the 
investigational item or service. Existing law requires the clinical trial to either be exempt from a 
federal new drug application or be approved by a specified federal agency. 
 
This bill would expand required coverage for clinical trials under a plan contract or insurance 
policy to include a clinical trial relating to the prevention, detection, or treatment of a life-
threatening disease or condition, as defined, and include a trial funded by, among others, a 
qualified nongovernmental research entity. The bill would prohibit a plan contract or insurance 
policy from, among other things, discriminating against an enrollee or insured for participating in 
an approved clinical trial. The bill would authorize a plan or insurer to require a qualified enrollee 
or insured to participate in a clinical trial, as specified, and to restrict coverage to an approved 
clinical trial in this state, unless the clinical trial is not offered or available through a provider in 
this state. Because a willful violation of the bill’s requirements relative to health care service plans 
would be a crime, the bill would impose a state-mandated local program. 
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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 1370.6 of the Health and Safety Code is repealed. 
 
1370.6. (a) For an enrollee diagnosed with cancer and accepted into a phase I, phase II, phase III, 
or phase IV clinical trial for cancer, every health care service plan contract, except a specialized 
health care service plan contract, that is issued, amended, delivered, or renewed in this state, shall 
provide coverage for all routine patient care costs related to the clinical trial if the enrollee’s 
treating physician, who is providing covered health care services to the enrollee under the 
enrollee’s health benefit plan contract, recommends participation in the clinical trial after 
determining that participation in the clinical trial has a meaningful potential to benefit the enrollee. 
For purposes of this section, a clinical trial’s endpoints shall not be defined exclusively to test 
toxicity, but shall have a therapeutic intent. 
 
(b) (1) “Routine patient care costs” means the costs associated with the provision of health care 
services, including drugs, items, devices, and services that would otherwise be covered under the 
plan or contract if those drugs, items, devices, and services were not provided in connection with 
an approved clinical trial program, including: 
 
(A) Health care services typically provided absent a clinical trial. 
 
(B) Health care services required solely for the provision of the investigational drug, item, 
device, or service. 
 
(C) Health care services required for the clinically appropriate monitoring of the investigational 
item or service. 
 
(D) Health care services provided for the prevention of complications arising from the provision 
of the investigational drug, item, device, or service. 
 

http://www.chbrp.org/


Analysis of California Senate Bill 583 

Current as of May 15, 2019 www.chbrp.org A-3 

(E) Health care services needed for the reasonable and necessary care arising from the provision 
of the investigational drug, item, device, or service, including the diagnosis or treatment of the 
complications. 
 
(2) For purposes of this section, “routine patient care costs” does not include the costs associated 
with the provision of any of the following: 
 
(A) Drugs or devices that have not been approved by the federal Food and Drug Administration 
and that are associated with the clinical trial. 
 
(B) Services other than health care services, such as travel, housing, companion expenses, and 
other nonclinical expenses, that an enrollee may require as a result of the treatment being 
provided for purposes of the clinical trial. 
 
(C) Any item or service that is provided solely to satisfy data collection and analysis needs and 
that is not used in the clinical management of the patient. 
 
(D) Health care services that, except for the fact that they are being provided in a clinical trial, 
are otherwise specifically excluded from coverage under the enrollee’s health plan. 
 
(E) Health care services customarily provided by the research sponsors free of charge for any 
enrollee in the trial. 
 
(3) Nothing in this section shall require a health care service plan contracting with the State 
Department of Health Services for the purpose of providing Medi-Cal benefits to enrolled 
beneficiaries or contracting with the Managed Risk Medical Insurance Board for the purposes of 
providing benefits under the Healthy Families Program, the Access for Infants and Mothers 
Program, or the California Major Risk Medical Insurance Program, to be responsible for 
reimbursement of services excluded from their contract because another entity is responsible by 
statute or otherwise for reimbursement of the service provider. 
 
(c) The treatment shall be provided in a clinical trial that either: 
 
(1) Involves a drug that is exempt under federal regulations from a new drug application. 
 
(2) Is approved by one of the following: 
 
(A) One of the National Institutes of Health. 
 
(B) The federal Food and Drug Administration, in the form of an investigational new drug 
application. 
 
(C) The United States Department of Defense. 
 
(D) The United States Veterans’ Administration. 
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(d) In the case of health care services provided by a participating provider, the payment rate shall 
be at the agreed-upon rate. In the case of a nonparticipating provider, the payment shall be at the 
negotiated rate the plan would otherwise pay to a participating provider for the same services, 
less any applicable copayments and deductibles. 
 
(e) Nothing in this section shall be construed to prohibit a health care service plan from 
restricting coverage for clinical trials to participating hospitals and physicians in California 
unless the protocol for the clinical trial is not provided for at a California hospital or by a 
California physician. 
 
(f) The provision of services when required by this section shall not, in itself, give rise to liability 
on the part of the health care service plan. 
 
(g) Nothing in this section shall be construed to limit, prohibit, or modify an enrollee’s rights to 
the independent review process available under Section 1370.4 or to the Independent Medical 
Review System available under Article 5.55 (commencing with Section 1374.30). 
 
(h) Nothing in this section shall be construed to otherwise limit or modify any existing 
requirements under the provisions of this chapter or to prevent application of copayment or 
deductible provisions in a plan. 
 
(i) Copayments and deductibles applied to services delivered in a clinical trial shall be the same 
as those applied to the same services if not delivered in a clinical trial. 
 
SEC. 2. Section 1370.6 is added to the Health and Safety Code, to read: 

1370.6. (a) An individual or group health care service plan contract that is issued, amended, or 
renewed on or after January 1, 2020, shall not: 
 
(1) Deny a qualified enrollee’s participation in an approved clinical trial. 
 
(2) Deny, limit, or impose additional conditions on the coverage of routine patient care costs for 
items and services furnished in connection with a qualified enrollee’s participation in an approved 
clinical trial. 
 
(3) Discriminate against an enrollee based on the qualified enrollee’s participation in an approved 
clinical trial. 
 
(b) (1) Subdivision (a) applies to: 
 
(A) A qualified enrollee participating in an approved clinical trial conducted by a participating 
provider. 
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(B) A qualified enrollee participating in an approved clinical trial conducted by a nonparticipating 
provider, including a nonparticipating provider located outside this state, if the clinical trial is not 
offered or available through a participating provider. 
 
(2) If one or more participating providers is conducting an approved clinical trial, a health care 
service plan may require a qualified enrollee to participate in the clinical trial through a 
participating provider if the participating provider accepts the enrollee as a clinical trial participant. 
 
(3) A health care service plan may restrict coverage to an approved clinical trial in this state, unless 
the clinical trial is not offered or available through a provider in this state. 
 
(c) (1) The payment rate for routine patient care costs provided by a participating provider under 
a contract that is issued, amended, or renewed on or after January 1, 2020, shall be the negotiated 
rate the health care service plan would otherwise pay a participating provider for the same services, 
less applicable cost sharing. 
 
(2) Cost sharing for routine patient care costs shall be the same as that applied to the same services 
not delivered in a clinical trial, except that the in-network cost sharing and out-of-pocket maximum 
shall apply if the clinical trial is not offered or available through a participating provider. 
 
(3) This section does not limit or modify any existing requirements under this chapter or prevent 
application of cost-sharing provisions in a contract, except as provided in paragraph (2). 
 
(d) For purposes of this section: 
 
(1) “Approved clinical trial” means a phase I, phase II, phase III, or phase IV clinical trial 
conducted in relation to the prevention, detection, or treatment of cancer or another life-threatening 
disease or condition that meets at least one of the following: 
 
(A) The study or investigation is approved or funded, which may include funding through in-kind 
donations, by one or more of the following: 
 
(i) The National Institutes of Health. 
 
(ii) The federal Centers for Disease Control and Prevention. 
 
(iii) The Agency for Healthcare Research and Quality. 
 
(iv) The Centers for Medicare and Medicaid Services. 
 
(v) A cooperative group or center of any of the entities described in clauses (i) to (iv), inclusive, 
the Department of Defense, or the United States Department of Veterans Affairs. 
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(vi) A qualified nongovernmental research entity identified in the guidelines issued by the National 
Institutes of Health for center support grants. 
 
(vii) One of the following departments, if the study or investigation has been reviewed and 
approved through a system of peer review that the Secretary of the United States Department of 
Health and Human Services determines is comparable to the system of peer review used by the 
National Institutes of Health and assures unbiased review of the highest scientific standards by 
qualified individuals who have no interest in the outcome of the review: 
 
(I) The United States Department of Veterans Affairs. 
 
(II) The United States Department of Defense. 
 
(III) The United States Department of Energy. 
 
(B) The study or investigation is conducted under an investigational new drug application 
reviewed by the United States Food and Drug Administration. 
 
(C) The study or investigation is a drug trial that is exempt from an investigational new drug 
application reviewed by the United States Food and Drug Administration. 
 
(2) “Life-threatening disease or condition” means a disease or condition from which the likelihood 
of death is probable, unless the course of the disease or condition is interrupted. 
 
(3) “Qualified enrollee” means an enrollee who meets both of the following conditions: 
 
(A) The enrollee is eligible to participate in an approved clinical trial, according to the clinical trial 
protocol, for the treatment of cancer or another life-threatening disease or condition. 
 
(B) Either of the following applies: 
 
(i) The referring health care professional is a participating provider and has concluded that the 
enrollee’s participation in the clinical trial would be appropriate because the enrollee meets the 
conditions of subparagraph (A). 
 
(ii) The enrollee provides medical and scientific information establishing that the enrollee’s 
participation in the trial would be appropriate because the enrollee meets the conditions of 
subparagraph (A). 
 
(4) “Routine patient care costs” include drugs, items, devices, and services provided consistent 
with coverage under the contract for an enrollee who is not enrolled in an approved clinical trial, 
including the following: 
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(A) Drugs, items, devices, and services typically covered absent a clinical trial. 
 
(B) Drugs, items, devices, and services required solely for the provision of an investigational drug, 
item, device, or service. 
 
(C) Drugs, items, devices, and services required for the clinically appropriate monitoring of the 
investigational drug, item, device, or service. 
 
(D) Drugs, items, devices, and services provided for the prevention of complications arising from 
the provision of the investigational drug, item, device, or service. 
 
(E) Drugs, items, devices, and services needed for the reasonable and necessary care arising from 
the provision of the investigational drug, item, device, or service, including diagnosis and 
treatment of complications. 
 
(5) “Routine patient care costs” does not include the following: 
 
(A) The investigational drug, item, device, or service itself. 
 
(B) Drugs, items, devices, and services provided solely to satisfy data collection and analysis needs 
that are not used in the direct clinical management of the enrollee. 
 
(C) Drugs, items, devices, and services specifically excluded from coverage in the contract, except 
for drugs, items, devices, and services required to be covered pursuant to this section or other 
applicable law. 
 
(D) Drugs, items, devices, and services customarily provided free of charge to a clinical trial 
participant by the research sponsor. 
 
(e) This section shall not be construed to limit coverage provided by a health care service plan with 
respect to clinical trials. 
 
(f) The provision of services required by this section shall not, in itself, give rise to liability on the 
part of the health care service plan. 
 
(g) This section does not apply to vision-only, dental-only, accident-only, specified disease, 
hospital indemnity, Medicare supplement, CHAMPUS supplement, long-term care, or disability 
income plan contracts, except that for specified disease and hospital indemnity plan contracts, 
coverage for benefits under this section shall apply, but only to the extent that the benefits are 
covered under the general terms and conditions that apply to all other benefits under the contract. 
This section shall not be construed as imposing a new benefit mandate on specified disease or 
hospital indemnity plans. 
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(h) This section does not limit, prohibit, or modify an enrollee’s rights to the independent review 
process available under Section 1370.4 or to the Independent Medical Review System available 
under Article 5.55 (commencing with Section 1374.30). 

SEC. 3. Section 10145.4 of the Insurance Code is repealed. 
10145.4. (a)For an insured diagnosed with cancer and accepted into a phase I, phase II, phase III, 
or phase IV clinical trial for cancer, every policy of disability insurance that provides hospital, 
medical, or surgical coverage in this state shall provide coverage for all routine patient care costs 
related to the clinical trial if the insured’s treating physician, who is providing covered health care 
services to the insured under the insured’s health benefit plan contract, recommends participation 
in the clinical trial after determining that participation in the clinical trial has a meaningful potential 
to benefit the insured. For purposes of this section, a clinical trial’s endpoints shall not be defined 
exclusively to test toxicity, but shall have a therapeutic intent. 
 
(b)(1)“Routine patient care costs” means the costs associated with the provision of health care 
services, including drugs, items, devices, and services that would otherwise be covered under the 
plan or contract if those drugs, items, devices, and services were not provided in connection with 
an approved clinical trial program, including the following: 
 
(A)Health care services typically provided absent a clinical trial. 
 
(B)Health care services required solely for the provision of the investigational drug, item, device,  
or service. 
 
(C)Health care services required for the clinically appropriate monitoring of the investigational 
item or service. 
 
(D)Health care services provided for the prevention of complications arising from the provision 
of the investigational drug, item, device, or service. 
 
(E)Health care services needed for the reasonable and necessary care arising from the provision 
of the investigational drug, item, device, or service, including the diagnosis or treatment of the 
complications. 
 
(2)For purposes of this section, “routine patient care costs” does not include the costs associated 
with the provision of any of the following: 
 
(A)Drugs or devices that have not been approved by the federal Food and Drug Administration 
and that are associated with the clinical trial. 
 
(B)Services other than health care services, such as travel, housing, companion expenses, and 
other nonclinical expenses, that an insured may require as a result of the treatment being 
provided for purposes of the clinical trial. 
 
(C)Any item or service that is provided solely to satisfy data collection and analysis needs and 
that is not used in the clinical management of the patient. 
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(D)Health care services which, except for the fact that they are not being provided in a clinical 
trial, are otherwise specifically excluded from coverage under the insured’s health plan. 
 
(E)Health care services customarily provided by the research sponsors free of charge for any 
enrollee in the trial. 
 
(c)The treatment shall be provided in a clinical trial that either (1) involves a drug that is exempt 
under federal regulations from a new drug application or (2) that is approved by one of the 
following: 
 
(A)One of the National Institutes of Health. 
 
(B)The federal Food and Drug Administration, in the form of an investigational new drug 
application. 
 
(C)The United States Department of Defense. 
 
(D)The United States Veterans’ Administration. 
 
(d)In the case of health care services provided by a contracting provider, the payment rate shall 
be at the agreed-upon rate. In the case of a noncontracting provider, the payment shall be at the 
negotiated rate the insurer would otherwise pay to a contracting provider for the same services, 
less applicable copayments and deductibles. Nothing in this section shall be construed to prohibit 
a disability insurer from restricting coverage for clinical trials to hospitals and physicians in 
California unless the protocol for the clinical trial is not provided for at a California hospital or 
by a California physician. 
 
(e)The provision of services when required by this section shall not, in itself, give rise to liability 
on the part of the insurer. 
 
(f)This section shall not apply to vision-only, dental-only, accident-only, specified disease, 
hospital indemnity, Medicare supplement, CHAMPUS supplement, long-term care, or disability 
income insurance, except that for specified disease and hospital indemnity insurance, coverage 
for benefits under this section shall apply, but only to the extent that the benefits are covered 
under the general terms and conditions that apply to all other benefits under the policy. Nothing 
in this section shall be construed as imposing a new benefit mandate on specified disease or 
hospital indemnity insurance. 
 
(g)Nothing in this section shall be construed to prohibit, limit, or modify an insured’s rights to 
the independent review process available under Section 10145.3 or to the Independent Medical 
Review System available under Article 3.5 (commencing with Section 10169). 
 
(h)Nothing in this section shall be construed to otherwise limit or modify any existing 
requirements under the provisions of this chapter or to prevent application of deductible or 
copayment provisions contained in the policy. 
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(i)Copayments and deductibles applied to services delivered in a clinical trial shall be the same 
as those applied to the same services if not delivered in a clinical trial. 
 
SEC. 4. Section 10145.4 is added to the Insurance Code, to read: 

10145.4. (a) An individual or group health insurance policy that is issued, amended, or renewed 
on or after January 1, 2020, shall not: 
 
(1) Deny a qualified insured’s participation in an approved clinical trial. 
 
(2) Deny, limit, or impose additional conditions on the coverage of routine patient care costs for 
items and services furnished in connection with a qualified insured’s participation in an approved 
clinical trial. 
 
(3) Discriminate against an insured based on the qualified insured’s participation in an approved 
clinical trial. 
 
(b) (1) Subdivision (a) applies to: 
 
(A) A qualified insured participating in an approved clinical trial conducted by a participating 
provider. 
 
(B) A qualified insured participating in an approved clinical trial conducted by a nonparticipating 
provider, including a nonparticipating provider located outside this state, if the clinical trial is not 
offered or available through a participating provider. 
 
(2) If one or more participating providers is conducting an approved clinical trial, a health insurer 
may require a qualified insured to participate in the clinical trial through a participating provider 
if the participating provider accepts the insured as a clinical trial participant. 
 
(3) A health insurer may restrict coverage to an approved clinical trial in this state, unless the 
clinical trial is not offered or available through a provider in this state. 
 
(c) (1) The payment rate for routine patient care costs provided by a participating provider under 
a contract that is issued, amended, or renewed on or after January 1, 2020, shall be the negotiated 
rate the health insurer would otherwise pay a participating provider for the same services, less 
applicable cost sharing. 
 
(2) Cost sharing for routine patient care costs shall be the same as that applied to the same services 
not delivered in a clinical trial, except that the in-network cost sharing and out-of-pocket maximum 
shall apply if the clinical trial is not offered or available through a participating provider. 
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(3) This section does not limit or modify any existing requirements under this chapter or prevent 
application of cost-sharing provisions in a contract, except as provided in paragraph (2). 
 
(d) For purposes of this section: 
 
(1) “Approved clinical trial” means a phase I, phase II, phase III, or phase IV clinical trial 
conducted in relation to the prevention, detection, or treatment of cancer or another life-threatening 
disease or condition that meets at least one of the following: 
 
(A) The study or investigation is approved or funded, which may include funding through in-kind 
donations, by one or more of the following: 
 
(i) The National Institutes of Health. 
 
(ii) The federal Centers for Disease Control and Prevention. 
 
(iii) The Agency for Healthcare Research and Quality. 
 
(iv) The Centers for Medicare and Medicaid Services. 
 
(v) A cooperative group or center of any of the entities described in clauses (i) to (iv), inclusive, 
the Department of Defense, or the United States Department of Veterans Affairs. 
 
(vi) A qualified nongovernmental research entity identified in the guidelines issued by the National 
Institutes of Health for center support grants. 
 
(vii) One of the following departments, if the study or investigation has been reviewed and 
approved through a system of peer review that the Secretary of the United States Department of 
Health and Human Services determines is comparable to the system of peer review used by the 
National Institutes of Health and assures unbiased review of the highest scientific standards by 
qualified individuals who have no interest in the outcome of the review: 
 
(I) The United States Department of Veterans Affairs. 
 
(II) The United States Department of Defense. 
 
(III) The United States Department of Energy. 
 
(B) The study or investigation is conducted under an investigational new drug application 
reviewed by the United States Food and Drug Administration. 
 
(C) The study or investigation is a drug trial that is exempt from an investigational new drug 
application reviewed by the United States Food and Drug Administration. 
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(2) “Life-threatening disease or condition” means a disease or condition from which the likelihood 
of death is probable, unless the course of the disease or condition is interrupted. 
 
(3) “Qualified insured” means an insured who meets both of the following conditions: 
 
(A) The insured is eligible to participate in an approved clinical trial, according to the clinical trial 
protocol, for the treatment of cancer or another life-threatening disease or condition. 
 
(B) Either of the following applies: 
 
(i) The referring health care professional is a participating provider and has concluded that the 
insured’s participation in the clinical trial would be appropriate because the insured meets the 
conditions of subparagraph (A). 
 
(ii) The insured provides medical and scientific information establishing that the insured’s 
participation in the trial would be appropriate because the insured meets the conditions of 
subparagraph (A). 
 
(4) “Routine patient care costs” include drugs, items, devices, and services provided consistent 
with coverage under the contract for an insured who is not enrolled in an approved clinical trial, 
including the following: 
 
(A) Drugs, items, devices, and services typically covered absent a clinical trial. 
 
(B) Drugs, items, devices, and services required solely for the provision of an investigational drug, 
item, device, or service. 
 
(C) Drugs, items, devices, and services required for the clinically appropriate monitoring of the 
investigational drug, item, device, or service. 
 
(D) Drugs, items, devices, and services provided for the prevention of complications arising from 
the provision of the investigational drug, item, device, or service. 
 
(E) Drugs, items, devices, and services needed for the reasonable and necessary care arising from 
the provision of the investigational drug, item, device, or service, including diagnosis and 
treatment of complications. 
 
(5) “Routine patient care costs” does not include the following: 
 
(A) The investigational drug, item, device, or service itself. 
 
(B) Drugs, items, devices, and services provided solely to satisfy data collection and analysis needs 
that are not used in the direct clinical management of the insured. 
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(C) Drugs, items, devices, and services specifically excluded from coverage in the contract, except 
for drugs, items, devices, and services required to be covered pursuant to this section or other 
applicable law. 
 
(D) Drugs, items, devices, and services customarily provided free of charge to a clinical trial 
participant by the research sponsor. 
 
(e) This section shall not be construed to limit coverage provided by a health insurer with respect 
to clinical trials. 
 
(f) The provision of services required by this section shall not, in itself, give rise to liability on the 
part of the health insurer. 
 
(g) This section does not apply to vision-only, dental-only, accident-only, specified disease, 
hospital indemnity, Medicare supplement, CHAMPUS supplement, long-term care, or disability 
income insurance policies, except that for specified disease and hospital indemnity insurance, 
coverage for benefits under this section shall apply, but only to the extent that the benefits are 
covered under the general terms and conditions that apply to all other benefits under the policy. 
This section shall not be construed as imposing a new benefit mandate on specified disease or 
hospital indemnity insurance. 
 
(h) This section does not limit, prohibit, or modify an insured’s rights to the independent review 
process available under Section 10145.3 or to the Independent Medical Review System available 
under Article 3.5 (commencing with Section 10169). 

SEC. 5. No reimbursement is required by this act pursuant to Section 6 of Article XIII 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 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  COST IMPACT ANALYSIS: DATA 
SOURCES, CAVEATS, AND ASSUMPTIONS 

The cost analysis in this report was prepared by the members of the cost team, which consists of CHBRP 
task force members and contributors from the University of California, Los Angeles, and the University of 
California, Davis, as well as the contracted actuarial firm, Milliman, Inc. (Milliman).28  

Information on the generally used data sources and estimation methods, as well as caveats and 
assumptions generally applicable to CHBRP’s cost impacts analyses are available at CHBRP’s website.29 

This appendix describes analysis-specific data sources, estimation methods, caveats and assumptions 
used in preparing this cost impact analysis. 

Analysis-Specific Caveats and Assumptions 

This subsection discusses the caveats and assumptions relevant specifically to an analysis of SB 583. 
The population subject to the mandated offering includes enrollees in DMHC-regulated plans and CDI-
regulated policies for large-group, small-group, and individual marketplace plans, and CalPERS plans.  

Baseline commercial clinical trial–related services and associated utilization were based on 2016 
MarketScan® and Milliman’s proprietary 2016 Consolidated Health Cost Guidelines™ Source Database 
(CHSD) commercial claims and enrollment data for the state of California. Baseline Medi-Cal clinical trial–
related services and associated utilization were based on Milliman’s CHSD Medi-Cal claims and 
enrollment data for the state of California.   

• CHBRP expects that the cost per service remains the same between premandate and 
postmandate. 

• CHBRP assumes that the mandate would not impact any forms of member cost sharing, such as 
deductibles, copays, and coinsurance. 

The following table lists the diagnosis and procedure codes used to identify clinical trial–related services.  
Most codes do not distinguish between cancer and noncancer clinical trials. Additionally, CHBRP could 
not distinguish between clinical trials for life-threatening and clinical trials for non–life-threatening 
conditions. Therefore, the utilization CHBRP captured reflects all clinical trial–related services. 

Clinical trial–related services use Healthcare Common Procedure Coding System (HCPCS) and Current 
Procedural Terminology (CPT) codes identified with carrier coverage guidelines and reviewed by a 
content expert.  

                                                      
28 CHBRP’s authorizing statute, available at http://chbrp.com/CHBRP%20authorizing%20statute_2018_FINAL.pdf, 
requires that CHBRP use a certified actuary or “other person with relevant knowledge and expertise” to determine 
financial impact.  
29 See method documents posted here, http://chbrp.com/analysis_methodology/cost_impact_analysis.php; in 
particular, see 2019 Cost Analyses: Data Sources, Caveats, and Assumptions. 
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Table 8. Diagnosis Codes for Clinical Trial–Related Services 

Diagnosis Codes (ICD-10) Description 

Z00.6 Encounter for examination for normal comparison and control in 
clinical research program 

 

Table 9. CPT/HCPCS Codes for Clinical Trial–Related Services 

CPT/HCPCS 
Codes Description 

G0276 
Blinded procedure for lumbar stenosis, percutaneous image-guided lumbar 
decompression (PILD) or placebo-control, performed in an approved coverage with 
evidence development (CED) clinical trial 

G0293 Noncovered surgical procedure(s) using conscious sedation, regional, general or 
spinal anesthesia in a Medicare-qualifying clinical trial, per day 

G0294 Noncovered procedure(s) using either no anesthesia or local anesthesia only, in a 
Medicare-qualifying clinical trial, per day 

G8928 Adjuvant chemotherapy not prescribed or previously received, for documented 
reasons  

G9057 
Oncology; practice guidelines; management differs from guidelines as a result of 
patient enrollment in an institutional review board–approved clinical trial (for use in a 
Medicare-approved demonstration project) 

G9196 

Documentation of medical reason(s) for not ordering a first- or second-generation 
cephalosporin for antimicrobial prophylaxis (e.g., patients enrolled in clinical trials, 
patients with documented infection prior to surgical procedure of interest, patients who 
were receiving antibiotics more than 24 hours prior to surgery [except colon surgery 
patients taking oral prophylactic antibiotics], patients who were receiving antibiotics 
within 24 hours prior to arrival [except colon surgery patients taking oral prophylactic 
antibiotics], other medical reason(s)) 

G9361 

Medical indication for induction (documentation of reason(s) for elective delivery [c-
section] or early induction [e.g., hemorrhage and placental complications, 
hypertension, preeclampsia and eclampsia, rupture of membranes-premature or 
prolonged, maternal conditions complicating pregnancy/delivery, fetal conditions 
complicating pregnancy/delivery, late pregnancy, prior uterine surgery, or participation 
in clinical trial]) 

G9537 Documentation of system reason(s) for ordering an advanced brain imaging study 
(i.e., needed as part of a clinical trial; other clinician ordered the study) 

G9927 
Documentation of system reason(s) for not prescribing warfarin or another FDA-
approved anticoagulation due to patient being currently enrolled in a clinical trial 
related to AF/atrial flutter treatment 

S9988 Services provided as part of a Phase I clinical  

S9990 Services provided as part of a Phase II clinical 

S9991 Services provided as part of a Phase III clinical 
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CPT/HCPCS 
Codes Description 

S9992 Transportation costs to and from trial location and local transportation costs (e.g., 
fares for taxicab or bus) for clinical trial participant and one caregiver/companion 

S9994 Lodging costs (e.g., hotel charges) for clinical trial participant and one 
caregiver/companion 

S9996 Meals for clinical trial participant and one caregiver/companion 

 

Table 10. CPT/HCPCS Modifiers for Clinical Trial–Related Services 

CPT/HCPCS 
Codes Description 

Q0 Investigational clinical service provided in a clinical research study that is in an 
approved clinical research study 

Q01 Routine clinical service provided in a clinical research study that is in an approved 
clinical research study 

Baseline unit costs were trended at an annual rate of 2.0% per year from 2016 to 2020 based on the 
2018 medical component of CPI. The analysis assumes that the unit cost per service does not change 
postmandate. 

The analysis assumed that utilization rates per 1,000 enrollees change postmandate only due to 
increased coverage. Baseline utilization rates per 1,000 were developed based on MarketScan and 
CHSD data for commercial enrollees and CHSD for Medi-Cal enrollees. 

Carrier surveys were administered to estimate the percentage of enrollees who had coverage for 
noncancer clinical trial–related services. Results from the surveys for commercial health plans and 
insurers indicate 100% coverage for clinical trial–related services. The carrier surveys indicated that 7% 
of enrollees have the ability to self-refer based on medical literature which would increase to 100% 
postmandate. 

Determining Public Demand for the Proposed Mandate 

This subsection discusses public demand for the benefits SB 583 would mandate. Considering the criteria 
specified by CHBRP’s authorizing statute, CHBRP reviews public demand for benefits relevant to a 
proposed mandate in two ways. CHBRP:  

• Considers the bargaining history of organized labor; and 

• Compares the benefits provided by self-insured health plans or policies (which are not regulated 
by DMHC or CDI and therefore not subject to state-level mandates) with the benefits that are 
provided by plans or policies that would be subject to the mandate. 

On the basis of conversations with the largest collective bargaining agents in California, CHBRP 
concluded that unions currently do not include cost-sharing arrangements for coverage for routine health 
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care services related to participation in a clinical trial. In general, unions negotiate for broader contract 
provisions such as coverage for dependents, premiums, deductibles, and broad coinsurance levels. 

Among publicly funded self-insured health insurance policies, the preferred provider organization (PPO) 
plans offered by CalPERS currently have the largest number of enrollees. The CalPERS PPOs currently 
provide benefit coverage similar to what is available through group health insurance plans and policies 
that would be subject to the mandate.  

To further investigate public demand, CHBRP used the bill-specific coverage survey to ask carriers who 
act as third-party administrators for (non-CalPERS) self-insured group health insurance programs 
whether the relevant benefit coverage differed from what is offered in group market plans or policies that 
would be subject to the mandate. The responses indicated that there were no substantive differences.  

Second Year Impacts on Benefit Coverage, Utilization, and Cost 

In order to develop Table 11, CHBRP has considered whether continued implementation during the 
second year of the benefit coverage requirements of SB 583 would have a substantially different impact 
on utilization of either the tests, treatments, or services for which coverage was directly addressed, the 
utilization of any indirectly affected utilization, or both. To generate this table, CHBRP reviewed the 
literature and consulted content experts about the possibility of varied second year impacts and applied 
what was learned to a projection of a second year of implementation.   

As displayed in Table 11, the second year’s impacts of SB 583 would be substantially the same as the 
impacts in the first year (see Table 1). 
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Table 11. Impacts of SB 583 Impacts on Benefit Coverage, Utilization, and Cost, 2021 

  Baseline Postmandate Increase/ 
Decrease 

Percentage 
Change 

Benefit coverage 
 Total enrollees with health 

insurance subject to state 
benefit mandates (a) 24,395,000 24,395,000 0 0% 

 Total enrollees subject to 
SB 583 16,894,000 16,894,000 0 0% 

 Total percentage of 
enrollees with health 
insurance subject to SB 583 69% 69% 0% 0% 

 Total percentage of 
enrollees with coverage for 
clinical trials 100% 100% 0% 0% 

 Total percentage of 
enrollees with ability to self-
refer to clinical trials 7% 100% 93% 1339% 

Utilization and unit cost 
 Number of enrollees 

participating in clinical trials                       7,034                        7,370  
                      

337  5% 
 Clinical trial participants per 

1,000 enrollees 0.416 0.436 0.020 5% 
 Utilization per person 

enrolled in clinical trials     
 Inpatient days 0.713 0.713 0.000 0% 
 Outpatient visits 2.872 2.872 0.000 0% 
 Professional visits 0.458 0.458 0.000 0% 
 Professional procedures 1.731 1.731 0.000 0% 
 Average cost per person 

enrolled in clinical trials $20,959 $20,959 $0.00 0% 
Expenditures 

Premiums by payer 
 Private employers for group 

insurance $90,700,422,000 $90,706,294,000 $5,872,000 0.0065% 

 CalPERS HMO employer 
expenditures (c) (b) $3,234,903,000 $3,235,114,000 $211,000 0.0065% 

 Medi-Cal Managed Care 
Plan expenditures $29,186,401,000 $29,186,401,000 $0 0.0000% 

 Enrollees with individually 
purchased insurance $13,111,153,000 $13,112,412,000 $1,259,000 0.0096% 

 Enrollees with group 
insurance, CalPERS 
HMOs, Covered California, 
and Medi-Cal Managed 
Care (c) $15,255,718,000 $15,256,737,000 $1,019,000 0.0067% 

Enrollee expenses 
 For covered benefits 

(deductibles, copayments, 
etc.) $15,636,259,000 $15,636,351,000 $92,000 0.0006% 

 For noncovered benefits (d) 
(e) --- --- --- --- 

Total expenditures $167,124,856,000 $167,133,309,000 $8,453,000 0.0051% 
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Source: California Health Benefits Review Program, 2019. 
Notes: (a) Enrollees in plans and policies regulated by DMHC or CDI aged 0 to 64 years as well as enrollees 65 years or older in 
employer-sponsored health insurance. This group includes commercial enrollees (including those associated with Covered 
California or CalPERS) and Medi-Cal beneficiaries enrolled in DMHC-regulated plans.30  
(b) Approximately 56.17% of CalPERS enrollees in DMHC-regulated plans are state retirees, state employees, or their dependents.  
(c) Enrollee premium expenditures include contributions by employees to employer-sponsored health insurance, health insurance 
purchased through Covered California, and contributions to Medi-Cal Managed Care. 
(d) Includes only expenses paid directly by enrollees (or other sources) to providers for services related to the mandated benefit that 
are not currently covered by insurance. This only includes those expenses that would be newly covered postmandate. Other 
components of expenditures in this table include all health care services covered by insurance. 
(e) Although enrollees with newly compliant benefit coverage may have paid for some health care services related to clinical trial 
participation before SB 583, CHBRP cannot estimate the frequency with which such situations may have occurred and therefore 
cannot estimate the related expense. Postmandate, such expenses would be eliminated, though enrollees with newly compliant 
benefit coverage might, postmandate, pay for some such services for which coverage is denied (through utilization management 
review), as some enrollees who always had compliant benefit coverage may have done and may continue to do, postmandate. 
Key: CalPERS = California Public Employees’ Retirement System; CDI = California Department of Insurance; DMHC = Department 
of Managed Health Care; HMO = Health Maintenance Organizations 

                                                      
30 For more detail, see Estimates of Sources of Health Insurance in California, available at  
http://chbrp.com/analysis_methodology/cost_impact_analysis.php.   
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