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prescription to treat a medical condition, including prescriptions to treat 
mental health and substance use disorders, for a health plan enrollee. 

(6) “Standard API” means an application interface that is standardized 
for vendors to conform to in order to access the information pursuant to 
Section 170.215 of Title 45 of the Code of Federal Regulations. 
(d)(1) This section does not authorize further disclosure inconsistent with 
the federal Health Insurance Portability and Accountability Act of 1996 
(HIPAA) (Public Law 104-191) and the Confidentiality of Medical Informa­
tion Act (Part 2.6 (commencing with Section 56) of Division 1 of the Civil 
Code). 

(2) This section does not alter or interfere with requirements that a health 
care service plan cover prescription drugs consistent with this chapter and 
regulations promulgated thereunder. 

(3) This section does not alter or interfere with a health care service plan’s 
other obligations under this chapter, including requirements to disclose or 
explain its prescription drug benefit. 

HISTORY: 
Added Stats 2022 ch 590 § 1 (AB 2352), 

effective January 1, 2023. 

§ 1367.21. Limitation or exclusion of coverage for drug prescribed for 
use different from which drug was approved 

(a) No health care service plan contract which covers prescription drug 
benefits shall be issued, amended, delivered, or renewed in this state if the 
plan limits or excludes coverage for a drug on the basis that the drug is 
prescribed for a use that is different from the use for which that drug has been 
approved for marketing by the federal Food and Drug Administration (FDA), 
provided that all of the following conditions have been met: 

(1) The drug is approved by the FDA. 
(2)(A) The drug is prescribed by a participating licensed health care 
professional for the treatment of a life-threatening condition; or 

(B) The drug is prescribed by a participating licensed health care 
professional for the treatment of a chronic and seriously debilitating 
condition, the drug is medically necessary to treat that condition, and the 
drug is on the plan formulary. If the drug is not on the plan formulary, the 
participating subscriber’s request shall be considered pursuant to the 
process required by Section 1367.24. 
(3) The drug has been recognized for treatment of that condition by any of 

the following: 
(A) The American Hospital Formulary Service’s Drug Information. 
(B) One of the following compendia, if recognized by the federal Centers 

for Medicare and Medicaid Services as part of an anticancer chemothera­
peutic regimen: 

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

Compendium. 
(iii) The Thomson Micromedex DrugDex. 

(C) Two articles from major peer reviewed medical journals that present 
data supporting the proposed off-label use or uses as generally safe and 
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effective unless there is clear and convincing contradictory evidence 
presented in a major peer reviewed medical journal. 

(b) It shall be the responsibility of the participating prescriber to submit to 
the plan documentation supporting compliance with the requirements of 
subdivision (a), if requested by the plan. 

(c) Any coverage required by this section shall also include medically 
necessary services associated with the administration of a drug, subject to the 
conditions of the contract. 

(d) For purposes of this section, “life-threatening” means either or both of 
the following: 

(1) Diseases or conditions where the likelihood of death is high unless the 
course of the disease is interrupted. 

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

diseases or conditions that require ongoing treatment to maintain remission or 
prevent deterioration and cause significant long-term morbidity. 

(f) The provision of drugs and services when required by this section shall 
not, in itself, give rise to liability on the part of the plan. 

(g) Nothing in this section shall be construed to prohibit the use of a 
formulary, copayment, technology assessment panel, or similar mechanism as 
a means for appropriately controlling the utilization of a drug that is 
prescribed for a use that is different from the use for which that drug has been 
approved for marketing by the FDA. 

(h) If a plan denies coverage pursuant to this section on the basis that its use 
is experimental or investigational, that decision is subject to review under 
Section 1370.4. 

(i) Health care service plan contracts for the delivery of Medi-Cal services 
under the Waxman-Duffy Prepaid Health Plan Act (Chapter 8 (commencing 
with Section 14200) of Part 3 of Division 9 of the Welfare and Institutions 
Code) are exempt from the requirements of this section. 

HISTORY: 
Added Stats 1992 ch 1268 § 2 (AB 1985). 

Amended Stats 2000 ch 852 § 1 (SB 2046); Stats 

2009 ch 479 § 1 (AB 830), effective January 1, 
2010. 

§ 1367.215. Coverage of pain management medications for terminally 
ill patients 

(a) Every health care service plan contract that covers prescription drug 
benefits shall provide coverage for appropriately prescribed pain management 
medications for terminally ill patients when medically necessary. The plan 
shall approve or deny the request by the provider for authorization of coverage 
for an enrollee who has been determined to be terminally ill in a timely 
fashion, appropriate for the nature of the enrollee’s condition, not to exceed 72 
hours of the plan’s receipt of the information requested by the plan to make the 
decision. If the request is denied or if additional information is required, the 
plan shall contact the provider within one working day of the determination, 
with an explanation of the reason for the denial or the need for additional 
information. The requested treatment shall be deemed authorized as of the 
expiration of the applicable timeframe. The provider shall contact the plan 


