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§ 1370.1. Review subcommittees 

Nothing in this article shall be construed to prevent a plan from utilizing 
subcommittees to participate in peer review activities, nor to prevent a plan 
from delegating the responsibilities required by Section 1370, as it determines 
to be appropriate, to subcommittees including subcommittees composed of a 
majority of nonphysician health care providers licensed pursuant to the 
Business and Professions Code, so long as the plan controls the scope of 
authority delegated and may revoke all or part of this authority at any time. 
Persons who participate in the subcommittees shall be entitled to the same 
immunity from monetary liability and actions for civil damages as persons who 
participate in plan or provider peer review committees pursuant to Section 
1370. 

HISTORY: 
Added Stats 1980 ch 454 § 2. Amended Stats 

1988 ch 828 § 2. 

§ 1370.2. Review of appeal of contested claim 

Upon an appeal to the plan of a contested claim, the plan shall refer the 
claim to the medical director or other appropriately licensed health care 
provider. This health care provider or the medical director shall review the 
appeal and, if he or she determines that he or she is competent to evaluate the 
specific clinical issues presented in the claim, shall make a determination on 
the appealed claim. If the health care provider or medical director determines 
that he or she is not competent to evaluate the specific clinical issues of the 
appealed claim, prior to making a determination, he or she shall consult with 
an appropriately licensed health care provider who is competent to evaluate 
the specific clinical issues presented in the claim. For the purposes of this 
section, “competent to evaluate the specific clinical issues” means that the 
reviewer has education, training, and relevant expertise that is pertinent for 
evaluating the specific clinical issues that serve as the basis of the contested 
claim. The requirements of this section shall apply to claims that are contested 
on the basis of a clinical issue, the necessity for treatment, or the type of 
treatment proposed or utilized. The plan shall determine whether or not to use 
an appropriate specialist provider in the review of contested claims. 

HISTORY: 
Added Stats 1994 ch 614 § 2 (SB 1832). 

§ 1370.4. Independent external review process for coverage decisions 
on experimental or investigational therapies 

(a) Every health care service plan shall provide an external, independent 
review process to examine the plan’s coverage decisions regarding experimen­
tal or investigational therapies for individual enrollees who meet all of the 
following criteria: 

(1)(A) The enrollee has a life-threatening or seriously debilitating condi­
tion. 

(B) For purposes of this section, “life-threatening” means either or both 
of the following: 
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(i) Diseases or conditions where the likelihood of death is high unless 
the course of the disease is interrupted. 

(ii) Diseases or conditions with potentially fatal outcomes, where the 
end point of clinical intervention is survival. 
(C) For purposes of this section, “seriously debilitating” means diseases 

or conditions that cause major irreversible morbidity. 
(2) The enrollee’s physician certifies that the enrollee has a condition, as 

defined in paragraph (1), for which standard therapies have not been 
effective in improving the condition of the enrollee, for which standard 
therapies would not be medically appropriate for the enrollee, or for which 
there is no more beneficial standard therapy covered by the plan than the 
therapy proposed pursuant to paragraph (3). 

(3) Either (A) the enrollee’s physician, who is under contract with or 
employed by the plan, has recommended a drug, device, procedure, or other 
therapy that the physician certifies in writing is likely to be more beneficial 
to the enrollee than any available standard therapies, or (B) the enrollee, or 
the enrollee’s physician who is a licensed, board-certified or board-eligible 
physician qualified to practice in the area of practice appropriate to treat the 
enrollee’s condition, has requested a therapy that, based on two documents 
from the medical and scientific evidence, as defined in subdivision (d), is 
likely to be more beneficial for the enrollee than any available standard 
therapy. The physician certification pursuant to this subdivision shall 
include a statement of the evidence relied upon by the physician in certifying 
his or her recommendation. Nothing in this subdivision shall be construed to 
require the plan to pay for the services of a nonparticipating physician 
provided pursuant to this subdivision, that are not otherwise covered 
pursuant to the plan contact. 

(4) The enrollee has been denied coverage by the plan for a drug, device, 
procedure, or other therapy recommended or requested pursuant to para­
graph (3). 

(5) The specific drug, device, procedure, or other therapy recommended 
pursuant to paragraph (3) would be a covered service, except for the plan’s 
determination that the therapy is experimental or investigational. 
(b) The plan’s decision to delay, deny, or modify experimental or investiga­

tional therapies shall be subject to the independent medical review process 
under Article 5.55 (commencing with Section 1374.30) except that, in lieu of 
the information specified in subdivision (b) of Section 1374.33, an independent 
medical reviewer shall base his or her determination on relevant medical and 
scientific evidence, including, but not limited to, the medical and scientific 
evidence defined in subdivision (d). 

(c) The independent medical review process shall also meet the following 
criteria: 

(1) The plan shall notify eligible enrollees in writing of the opportunity to 
request the external independent review within five business days of the 
decision to deny coverage. 

(2) If the enrollee’s physician determines that the proposed therapy would 
be significantly less effective if not promptly initiated, the analyses and 
recommendations of the experts on the panel shall be rendered within seven 
days of the request for expedited review. At the request of the expert, the 
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deadline shall be extended by up to three days for a delay in providing the 
documents required. The timeframes specified in this paragraph shall be in 
addition to any otherwise applicable timeframes contained in subdivision (c) 
of Section 1374.33. 

(3) Each expert’s analysis and recommendation shall be in written form 
and state the reasons the requested therapy is or is not likely to be more 
beneficial for the enrollee than any available standard therapy, and the 
reasons that the expert recommends that the therapy should or should not 
be provided by the plan, citing the enrollee’s specific medical condition, the 
relevant documents provided, and the relevant medical and scientific evi­
dence, including, but not limited to, the medical and scientific evidence as 
defined in subdivision (d), to support the expert’s recommendation. 

(4) Coverage for the services required under this section shall be provided 
subject to the terms and conditions generally applicable to other benefits 
under the plan contract. 
(d) For the purposes of subdivision (b), “medical and scientific evidence” 

means the following sources: 
(1) Peer-reviewed scientific studies published in or accepted for publica­

tion by medical journals that meet nationally recognized requirements for 
scientific manuscripts and that submit most of their published articles for 
review by experts who are not part of the editorial staff. 

(2) Peer-reviewed literature, biomedical compendia, and other medical 
literature that meet the criteria of the National Institutes of Health’s 
National Library of Medicine for indexing in Index Medicus, Excerpta 
Medicus (EMBASE), Medline, and MEDLARS database of Health Services 
Technology Assessment Research (HSTAR). 

(3) Medical journals recognized by the Secretary of Health and Human 
Services, under Section 1861(t)(2) of the Social Security Act. 

(4) Either of the following reference compendia: 
(A) The American Hospital Formulary Service’s Drug Information. 
(B) The American Dental Association Accepted Dental Therapeutics. 

(5) Any of the following reference compendia, if recognized by the federal 
Centers for Medicare and Medicaid Services as part of an anticancer 
chemotherapeutic regimen: 

(A) The Elsevier Gold Standard’s Clinical Pharmacology. 
(B) The National Comprehensive Cancer Network Drug and Biologics 

Compendium. 
(C) The Thomson Micromedex DrugDex. 

(6) Findings, studies, or research conducted by or under the auspices of 
federal government agencies and nationally recognized federal research 
institutes, including the Federal Agency for Health Care Policy and Re­
search, National Institutes of Health, National Cancer Institute, National 
Academy of Sciences, Health Care Financing Administration, Congressional 
Office of Technology Assessment, and any national board recognized by the 
National Institutes of Health for the purpose of evaluating the medical value 
of health services. 

(7) Peer-reviewed abstracts accepted for presentation at major medical 
association meetings. 
(e) The independent review process established by this section shall be 

required on and after January 1, 2001. 
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HISTORY: 
Added Stats 1999 ch 542 § 9 (SB 189), opera-

tive January 1, 2001. Amended Stats 2000 ch 

135 § 89 (AB 2539), ch 1067 § 13 (SB 2094) (ch 
1067 prevails); Stats 2009 ch 479 § 2 (AB 830), 
effective January 1, 2010. 

§ 1370.6. Coverage for approved clinical trials 

(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. 

(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 participating provider in this state. 
(c)(1) The payment rate for routine patient care costs provided by a 
nonparticipating 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. 


