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SENATE THIRD READING 

SB 1500 (Committee on Health) 

As Amended  August 25, 2022 

Majority vote 

SUMMARY 

Aligns state law governing biologic drugs with state law governing all other drugs by exempting 

biologic drugs from state licensing requirements when the biologic drug is being stored or 

prepared at a clinical site for patient administration as part of a new investigational drug trial. 

Extends the sunset date, by five years, on a provision of law granting home medical device retail 

facilities (HMDRFs) an exemption from annual inspection requirements if they are accredited by 

an approved accrediting organization. 

Major Provisions 

COMMENTS 

Biologics. Biologics are a type of drug. Drugs are generally defined to be articles used or 

intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease, and which 

are not devices. The key difference between biologics and non-biologic drugs is that biologics 

are manufactured in a living system such as a microorganism, or plant or animal cells. Most 

biologics are very large, complex molecules or mixtures of molecules. A non-biologic is 

typically manufactured through chemical synthesis, which means that it is made by combining 

specific chemical ingredients in an ordered process. Biologic drugs are subject to the same 

federal approval pathways for their use in clinical trials as non-biologic drugs, a robust process 

that results in the federal Food and Drug Administration’s (FDA) grant of an Investigational 

New Drug (IND) application prior to their use in humans. This approval mechanism, and the 

continuing oversight of the FDA during the conduct of these investigational drugs, enables 

facilities that manufacture and use these investigational drugs to be exempt from California 

licensure requirements. However, under California law, facilities manufacturing and receiving 

investigational biologic drugs for use in a clinical investigation approved by the FDA remain 

subject to licensure requirements. 

Before a drug can be administered to humans, the use of the drug must be approved by the FDA 

pursuant to an IND application. The FDA treats biologic and non-biologic drugs the same, in that 

both are subject to the same oversight provisions, including the right of the FDA to terminate or 

put a hold on the study, setting forth responsibilities of sponsors and investigators, meeting 

requirements relating to institutional review boards, and obtaining informed consent for 

investigational uses. Under the Federal Policy for the Protection of Human Subjects, referred to 

as the Common Rule, any studies involving the use of investigational drugs in activities 

constituting human subjects research is subject to institutional review board and informed 

consent requirements. The FDA also retains the right to inspect clinical sites and related 

documents. 

HMDRF inspection exemption. In 2000, the regulation of HMDRFs was moved from the Board 

of Pharmacy to the Department of Public Health (DPH), and one of the requirements placed on 

HMDRFs was an annual inspection. In 2006, the Centers for Medicare and Medicaid (CMS) 

began requiring HMDRFs to be accredited by a recognized accrediting organization in order to 

participate in Medi-Cal and Medicare. The accreditation process, among other things, requires an 
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unannounced inspection at least once every three years. In 2017, AB 1387 (Arambula), Chapter 

213, Statutes of 2017, was enacted to exempt HMDRFs from the annual inspections if they were 

accredited (while retaining the initial inspection for licensure, as well as any complain-driven 

inspections). AB 1387 had a five-year sunset, which expires on January 1, 2023. This bill 

extends that sunset by five more years. 

According to the Author 
This bill will align the licensing requirements for non-biologic and biologic drugs used solely for 

investigational purposes. Existing law already exempts drugs and devices regulated under the 

Sherman Law from state licensing requirements when these drugs are the subject of an approved 

IND clinical investigation. However, a separate body of state law governs biologics, and while 

they are not supposed to be in conflict, the biologic-specific portion of law only exempts 

biologics produced in a federally licensed facility, and makes no mention of an exemption for 

uses of biologics in investigational studies. This bill conforms the biologic sections of law to the 

exemption that already exists in the Sherman Law for clinical investigations. 

Arguments in Support 

This bill is sponsored by the University of California (UC), which states that clinical trials are 

one of the most important ways that potential new treatments are developed, and are a 

cornerstone of UC’s unparalleled clinical research enterprise. UC states that their researchers are 

currently running more than 4,600 clinical trials investigating treatments for more than 2,400 

conditions. Recently, however, UC was made aware of an inconsistency in state law that 

threatened to delay an imminent trial of a new biologic. According to UC, DPH partnered with 

them and processed the required paperwork in time, but upon further review, UC believes the 

current licensing requirement is redundant. UC states that there are two sets of laws in the Health 

and Safety Code that apply to biologic drugs, and that while the law states that the two sections 

are not supposed to conflict, the biologic-specific portion of the code makes no mention of any 

exemption for uses of biologics in investigational studies, in contradiction to the exemption 

under the Sherman Law for non-biologics. UC believes this misalignment is largely a technical 

oversight in existing law, and this bill will streamline unnecessary administrative burdens for 

clinical trials while in no way jeopardizing patient safety. 

Arguments in Opposition 
There is no known opposition to this bill. 

FISCAL COMMENTS 

According to the Assembly Appropriations Committee: 

1) DPH anticipates no costs. 

2) UC estimates low tens of millions of dollars at risk over several years for biologics projects if 

this bill fails.  The figure represent a loss from clinical trials UC would no longer be able to 

participate in due to licensing requirements. UC states the funds are from industry, National 

Institutes of Health, and other sponsors that subsidize the costs of running the trials. 

VOTES 

SENATE FLOOR:  39-0-1 
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YES:  Allen, Archuleta, Atkins, Bates, Becker, Borgeas, Bradford, Caballero, Cortese, Dahle, 

Dodd, Durazo, Eggman, Glazer, Gonzalez, Grove, Hueso, Hurtado, Jones, Kamlager, Laird, 

Leyva, Limón, McGuire, Melendez, Min, Newman, Nielsen, Ochoa Bogh, Pan, Portantino, Roth, 

Rubio, Skinner, Stern, Umberg, Wieckowski, Wiener, Wilk 

ABS, ABST OR NV:  Hertzberg 

 

ASM HEALTH:  15-0-0 
YES:  Wood, Waldron, Aguiar-Curry, Arambula, Bigelow, Carrillo, Flora, Maienschein, Mayes, 

McCarty, Nazarian, Luz Rivas, Rodriguez, Santiago, Akilah Weber 

 

ASM APPROPRIATIONS:  15-0-1 
YES:  Holden, Bigelow, Bryan, Calderon, Carrillo, Megan Dahle, Davies, Mike Fong, Fong, 

Gabriel, Levine, Quirk, Robert Rivas, Akilah Weber, Wilson 

ABS, ABST OR NV:  Eduardo Garcia 

 

ASSEMBLY FLOOR:  76-0-4 
YES:  Aguiar-Curry, Alvarez, Arambula, Bauer-Kahan, Bennett, Berman, Bigelow, 

Boerner Horvath, Mia Bonta, Bryan, Calderon, Carrillo, Cervantes, Chen, Choi, Cooley, Cooper, 

Cunningham, Megan Dahle, Daly, Davies, Flora, Mike Fong, Fong, Friedman, Gabriel, 

Gallagher, Cristina Garcia, Eduardo Garcia, Gipson, Gray, Grayson, Haney, Holden, Irwin, 

Jones-Sawyer, Kalra, Kiley, Lackey, Lee, Levine, Low, Maienschein, Mathis, Mayes, McCarty, 

McKinnor, Medina, Mullin, Muratsuchi, Nazarian, Nguyen, O'Donnell, Patterson, Petrie-Norris, 

Quirk, Ramos, Reyes, Luz Rivas, Robert Rivas, Rodriguez, Blanca Rubio, Salas, Santiago, 

Seyarto, Smith, Stone, Ting, Valladares, Villapudua, Waldron, Ward, Akilah Weber, Wicks, 

Wood, Rendon 

ABS, ABST OR NV:  Bloom, Quirk-Silva, Voepel, Wilson 

 

UPDATED 

VERSION: August 25, 2022 

CONSULTANT:  Lara Flynn / HEALTH / (916) 319-2097   FN: 0004253 




