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January 18, 2024

To: The Honorable Governor Gavin Newsom, Attorney General Rob Bonta, and
California State Legislators

Re: Dissolution of the Research Advisory Panel of California (RAPC)
From: Consortium for Urgently-needed Research in California (CURC)
Dear Governor Newsom, AG Bonta, and all California Legislators:

We urgently call for the dissolution of the Research Advisory Panel of California (RAPC) which was
formed to “encourage research into marijuana and hallucinogens” based on California Health and
Safety Codes §11213, §11392, §11480, §11481, §11603, §11604 created from 1965-1972.

As you know, RAPC has authority over research using any schedule | or Il controlled
substance as the primary or comparator drug, and any pharmacotherapy research into
addiction to controlled substances (including methamphetamine, cocaine, opioids, and
others). This legislation was passed over 50 years ago when research lacked oversight.
Since then, research has fallen under the purview of multiple regulatory authorities, including
well-developed Institutional Review Boards (IRBs; human subject review committees), Data
and Safety Monitoring Boards (DSMBs), and closer regulation by the Food and Drug
Administration (FDA), the Drug Enforcement Administration (DEA), and funders such as the
National Institutes of Health (NIH). In addition, when the committee was formed, trials usually
took five years to complete, while trials are now often expected to be completed in 1-2 years.

Currently, a submission to RAPC should be initiated when all other regulatory and start-up
efforts are complete. The submission must be made 2 months prior to the meeting and a
response is expected 3 months after the meeting. In practice, this means a research study
that has already been vetted by the funder, FDA, DEA, DSMB, and IRB, and is ready to start,
must wait a minimum of 5 additional months for RAPC approval. The feedback from RAPC in
our experience is not helpful, often re-adjudicating study design decisions made by scientists
and regulators over the preceding, extended approval processes. For example, RAPC often
requests changes to the informed consent that conflict with University of California IRB
guidelines, leading to further delays without benefit to the science or study participants.

The cost of these RAPC delays is immense, entirely unique to California, and limiting the
State’s capacity to respond to health crises tightly intertwined with homelessness. For
each study that undergoes RAPC review, we estimate a cost — usually taxpayer monies — of
$100,000 to $250,000 in unnecessary staff expenditures. Furthermore, many research
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projects studying controlled substances, as well as critical addiction research responding to
the crisis of substance use disorders California faces, have opted to abandon California
research centers and pursue such research in other states specifically due to the delays
caused by RAPC review. The NIH’s National Drug Abuse Treatment Clinical Trials Network
has begun abandoning California sites from its trials due to the untenable delay caused by
RAPC review. Multiple studies of controlled substances, including sponsors of multi-center
Phase 2 and Phase 3 clinical trials, have also abandoned California due to these delays or
are in the process of partnering with centers in other states. Companies have backed out of
plans to invest in research centers in California because of the RAPC. This problem has
created a loss of job opportunities in California, threatened many existing jobs that can’t be
maintained during RAPC delays, penalized California residents who may have benefited from
early access to emerging treatments for mental health and substance use disorders, limited
the ability of new therapeutics to be aligned with the unique characteristics of California’s
population or to address co-occurring issues such as homelessness, and slowed the overall
development of therapeutics by excluding some of the nation’s top mental health and
addiction research centers.

We represent a broad swath of over 70 scientific investigators across the state, including
many within the University of California system, as well as other public and private
universities and research institutes, who have been adversely affected by RAPC, with no
perceived benefit to us, the research, or our study participants. We strongly urge legislation
to dissolve RAPC as a redundant and nonviable obstruction to essential research and public
health activities in California. In the interim, we urge Governor Newsom and Attorney General
Bonta to have RAPC automatically approve all studies that have appropriate IRB approvals
in place. Finally, RAPC meetings have been on hold since August of 2023, preventing
dozens of studies from proceeding; we strongly urge the Governor and Attorney General to
instruct the Department of Justice to have RAPC urgently approve all pending studies.

A proposed draft bill is provided below. We look forward to working with interested legislators
to refine and sponsor such a bill to help resolve this critically important and timely healthcare
research issue for the citizens of California.

Thank you for your consideration.

Consortium for Urgently-needed Research in California
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University of California, San Francisco

Phillip O. Coffin, M.D., MIA, FACP, FIDSA
Director of Substance Use Research, San Francisco Department of Public Health
Division of HIV, ID & Global Medicine, University of California, San Francisco

Joshua Woolley, M.D., PhD

Associate Professor in Residence, Psychiatry, UCSF Weill Institute for Neurosciences

Staff Psychiatrist in Mental Health, San Francisco Veterans Affairs Medical Center (SFVAMC)
Director of the Bonding and Attunement in Neuropsychiatric Disorders (BAND) lab, UCSF
Director of the Translational Psychedelic Research (TrPR) Program, UCSF

Steven L. Batki, M.D.

Professor Emeritus (on recall), Department of Psychiatry and Behavioral Sciences
UCSF WEeill Institute for Neurosciences

Addiction Recovery Treatment Services (ARTS), San Francisco VA Health Care System
Director, Addiction Research Program, UCSF/SFVAHCS

Core Faculty, UCSF Addiction Psychiatry Fellowship Program

Member, NIH NIDA DSMB

Aoife O'Donovan, Ph.D.

Associate Professor

Department of Psychiatry & Weill Institute for Neurosciences
University of California, San Francisco

San Francisco VA Medical Center

Ellen Bradley, M.D.

Assistant Professor, Department of Psychiatry and Behavioral Sciences
Weill Institute for Neurosciences

Staff Physician, San Francisco VA Health Care System

University of California, San Francisco

Robin Carhart-Harris, Ph.D.

Ralph Metzner Distinguished Professor, Neurology, Psychiatry and Behavioral Sciences
Weill Institute for Neurosciences

University of California, San Francisco
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D. Andrew Tompkins, M.D., MHS

Director, Division of Substance Abuse and Addiction Medicine (DSAAM)
Professor of Clinical Psychiatry and Behavioral Sciences

University of California, San Francisco, School of Medicine

Paula J. Lum, M.D., M.P.H.

Professor of Medicine

Program Director, UCSF Primary Care Addiction Medicine Fellowship
HIV, ID and Global Medicine Division

University of California, San Francisco

San Francisco General Hospital

Matthew L. Springer, Ph.D.
Professor of Medicine

Division of Cardiology

University of California, San Francisco

Vikaas S. Sohal, M.D., Ph.D.
Professor, Department of Psychiatry and Behavioral Sciences

Gideon St.Helen, Ph.D.

Associate Professor of Medicine

Research Program in Clinical Pharmacology

Division of Cardiology, Zuckerberg San Francisco General
University of California, San Francisco

University of California, Los Angeles

Steven J. Shoptaw, Ph.D.

Licensed psychologist and Director of the Center for Behavioral and Addiction
Medicine

Professor in Family Medicine and Psychiatry and Biobehavioral Sciences
University of California, Los Angeles

Stephanie L. Taylor, Ph.D.

Research Career Scientist

Executive Dir., VA QUERI Complementary and Integrative Health Evaluation Center
Adjunct Prof., Dept. Medicine and Dept. Health Policy and Management, UCLA
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Stephen R. Marder, M.D.

Distinguished Professor of Psychiatry

Semel Institute for Neuroscience at UCLA

Director, VA Desert Pacific Mental lliness Research, Education, and Clinical Center

Larissa Mooney, M.D.

Professor of Clinical Psychiatry

Director, Division of Addiction Psychiatry

Program Director, UCLA-VA Addiction Psychiatry Fellowship

Co-Director, Greater Southern California Node, NIDA Clinical Trials Network
UCLA Department of Psychiatry & Biobehavioral Sciences

David Geffen School of Medicine at UCLA

Lara A. Ray, Ph.D., ABPP

Shirley M. Hatos Term Chair in Clinical Neuropharmacology
Professor, Department of Psychology

Department of Psychiatry and Biobehavioral Sciences
Brain Research Institute

University of California, Los Angeles

Walter Ling, M.D.

Founding Director, Integrated Substance Abuse Program (ISAP)
Professor, Psychiatry and Biobehavioral Sciences, UCLA
Member, Brain Research Institute

Jesse Clark, M.D., MSc

Professor-in-Residence

Department of Medicine, Division of Infectious Diseases

Department of Family Medicine

Director, South American Program in HIV Prevention Research (SAPHIR)
David Geffen School of Medicine at UCLA

Edythe D. London, Ph.D.

Distinguished Professor in Residence, Dept. Psychiatry & Biobehavioral Sciences, Dept.
Molecular & Medical Pharmacology

University of California, Los Angeles

Neil Garg, Ph.D.

Distinguished Kenneth N. Trueblood Professor & Vice Chair
Department of Chemistry & Biochemistry

University of California, Los Angeles
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Scott A. Wilke, M.D., Ph.D.

Assistant Professor of Psychiatry

Department of Psychiatry and Biobehavioral Sciences
Semel Institute for Neuroscience and Human Behavior
UCLA David Geffen School of Medicine

Randall Espinoza, M.D., MPH

Professor of Clinical Psychiatry

Muriel Harris Endowed Chair of Geriatric Psychiatry

Department of Psychiatry and Biobehavioral Sciences

Geffen School of Medicine at UCLA

Medical Director, ECT and Interventional Psychiatry Program, Resnick Neuropsychiatric
Hospital at UCLA

Associate Director, UCLA Longevity Center

Marc J. Weintraub, Ph.D.

Assistant Professor of Psychiatry and Biobehavioral Sciences
Semel Institute for Neuroscience and Human Behavior

UCLA David Geffen School of Medicine

Andrew Leuchter, M.D.

Distinguished Professor and Director

TMS Clinical and Research Program

Director, Neuromodulation Division

Semel Institute for Neuroscience and Human Behavior
David Geffen School of Medicine at UCLA

Anjie Zhen, Ph.D.

Assistant Professor of Medicine

Department of Medicine - Hematology / Oncology
University of California, Los Angeles

Ziva D Cooper, Ph.D.

Professor, Dept of Psychiatry and Biobehavioral Sciences
Dept of Anesthesiology and Perioperative Medicine

David Geffen School of Medicine, UCLA



Li Li, Ph.D.

Professor, Department of Psychiatry and Biobehavioral Sciences
Semel Institute for Neuroscience and Human Behavior

David Geffen School of Medicine, University of California, Los Angeles

Conor H. Murray, Ph.D.

Assistant Project Scientist

Semel Institute for Neuroscience and Human Behavior
Department of Psychiatry and Biobehavioral Sciences
UCLA David Geffen School of Medicine

David J. Miklowitz Ph.D.
UCLA Semel Institute
Los Angeles CA

Jessica Jeffrey, M.D., MPH, MBA, DFAACAP, DFAPA
Associate Professor of Psychiatry

Director, UCLA/DMH Telehub

Director, Specialty Psychiatry Outpatient Clinic

Associate Medical Director, Ambulatory Operations

Associate Director, Division of Population Behavioral Health
Lead Psychiatrist, UCLA Health Behavioral Health Associates
UCLA Department of Psychiatry and Biobehavioral Sciences
UCLA Semel Institute of Neuroscience and Human Behavior

University of California, San Diego

David Feifel, M.D., Ph.D.

Professor Emeritus of Psychiatry, University of California, San Diego
Director, Kadima Neuropsychiatry Institute

Certified in: General Psychiatry / Behavioral Neurology and Neuropsychiatry

Dhakshin Ramanathan, M.D., Ph.D.
Associate Professor in Residence
Department of Psychiatry

University of California, San Diego

Adam Halberstadt, Ph.D.
Associate Adjunct Professor, Psychiatry
Founder, Psychedelics and Health Research Initiative (PHRI)
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University of California, San Diego

Sidney Zisook, M.D.
Distinguished Professor
University of California, San Diego

Mark A. Geyer, Ph.D.

Distinguished Professor of Psychiatry and Neurosciences Emeritus

University of California, San Diego

Director, Neuropsychopharmacology Unit, VISN 22 Veterans Administration Mental lliness
Research, Clinical, and Education Center

HRI: Co-Founder, Heffter Research Institute - https://www.heffter.org/

CTRIN: Consortium for Translational Research in Neuropsychopharmacology -
www.ctrin.org/

TRIPEC: Translational Research in Psychophysiology, Exploration, & Cognition -
https://medschool.ucsd.edu/som/psychiatry/research/TRIPEC/

PHRI: Psychedelics and Health Research Initiative - https://phri.ucsd.edu/

CPR: Co-founder, Director, UCSD Center for Psychedelic Research

Jon Dean, Ph.D.

Postdoctoral Fellow

Brain Mechanisms of Pain & Health Laboratory
Center for Psychedelic Research

UC San Diego, Department of Anesthesiology

Cassandra Vieten, Ph.D.

Clinical Professor, Family Medicine and Public Health
University of California, San Diego

Director, UC San Diego Center for Mindfulness (CFM)

Nathaniel M. Schuster, M.D.

Pain and Headache Neurologist

Associate Professor, Center for Pain Medicine
Department of Anesthesiology, UC San Diego Health

Olivier George, Ph.D.

Professor

Department of Psychiatry
University of California, San Diego

Fadel Zeidan, Ph.D.
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https://urldefense.com/v3/__https:/medschool.ucsd.edu/som/psychiatry/research/TRIPEC/__;!!LQC6Cpwp!p1gn4vijRkmDOFiV6vax2ZalBSPkqjtYz1wfppLZTnUruMJv-Yob6Kd8lBzMRdB8XxIeJGgqM1QF1X8JMrSoGFRhvQUy$
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Associate Professor, Department of Anesthesiology, Center for Pain Medicine
Co-Founder and Neuroscience Director, Center for Psychedelic Research
University of California San Diego

Alysson Muotri, Ph.D.
Professor, Pediatrics and Cellular & Molecular Medicine
University of California, San Diego

Michelle Sexton, N.D.

Medical Staff Professional

Center for Integrative Medicine

UC San Diego Centers for Integrative Health

Timothy Furnish, M.D.

Clinical Professor of Anesthesiology

Chief of Pain Medicine

Medical Director of Center for Psychedelic Research
University of California, San Diego

Jeremy Hodson Pettus, M.D.
Associate Professor of Medicine in the Division of Endocrinology
University of California, San Diego

Mark Steven Wallace, MD
Professor of Anesthesiology

University of California, San Diego

University of California, Irvine

Daniele Piomelli, Ph.D., M.D. (hon)
Distinguished Professor of Anatomy and Neurobiology,
Louise Tuner Arnold Chair in the Neurosciences,
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Director, NIDA Center of Excellence ‘Impact of Cannabinoids Across the Lifespan’ (ICAL)

Director, UCI Center for the Study of Cannabis

Stephen Mahler, Ph.D.

Associate Professor

Department of Neurobiology & Behavior
University of California, Irvine

Christie Fowler, Ph.D.
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Professor & Chancellor’s Fellow
Department of Neurobiology and Behavior
University of California Irvine

University of California, Davis

Lisa A. Miller, Ph.D.
Professor

School of Veterinary Medicine
University of California, Davis

David E. Olson, Ph.D.

Director of the Institute for Psychedelics and Neurotherapeutics
Associate Professor, Department of Chemistry

Department of Biochemistry and Molecular Medicine

University of California, Davis

Kathleen Angkustsiri, M.D., MAS

Associate Professor of Clinical Pediatrics

Fellowship Director, Developmental Behavioral Pediatrics
University of California, Davis

John A. Gray, M.D., Ph.D.

Associate Director of the Institute for Psychedelics and Neurotherapeutics

Associate Professor, Department of Neurology, and Psychiatry & Behavioral Sciences
University of California, Davis

University of California, Merced

Rudy M. Ortiz, Ph.D., FAPS, FAHA
Professor Endocrinology/Physiology
UC Merced

University of California, Berkeley

Hillel Adesnik, Ph.D.
Associate Professor, Dept of Molecular & Cell Biology
University of California, Berkeley

Stanford University
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Trisha Suppes, M.D., Ph.D.

Professor

Department of Psychiatry & Behavioral Sciences
Stanford University School of Medicine

Director, Exploratory Therapeutics Laboratory
Director, VA Palo Alto CSP NODES

VA Palo Alto Health Care System

Charles DeBattista, DMH, M.D.

Director: Depression Research Clinic

Director of Medical Student Education in Psychiatry
Professor of Psychiatry and Behavioral Sciences
Stanford University School of Medicine

Ivan Soltesz, Ph.D.
James R. Doty Professor of Neurosurgery and Neurosciences
Stanford University School of Medicine

San Diego State University

Mark Sussman, Ph.D.
Distinguished Professor of Biology
SDSU Heart Institute

San Diego State University

Loma Linda University

Shannon Remick, M.D.

Assistant Professor, Department of Psychiatry
Loma Linda University

University of California-Riverside

Loma Linda VA Health Care System

Pacific Neuroscience Institute

Daniel F. Kelly, M.D.

Director, Pacific Neuroscience Institute

Professor of Neurosurgery, Saint John's Cancer Institute
Providence Saint John's Health Center
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Keith Heinzerling, M.D.

Director, Pacific Treatment & Research In Psychedelics Center
Pacific Neuroscience Institute

Providence St Johns Health Center

Akanksha Sharma, M.D.

Assistant Professor, Neuro-Oncology and Translational Neurosciences
Saint John’s Cancer Institute

Pacific Neuroscience Institute

Karina Sergi, MS, MFT

Licensed Psychotherapist

Clinical Research and Education

Director of Psychedelic Therapy Training and Diversity, Equity, and Inclusion

Doug Wilson, M.D., FAAFP
Medical Director
Supportive/Palliative Care

Queen of the Valley Medical Center

Open Mind Collective

Anna Malyala, Ph.D.
Executive Director, Open Mind Collective

Sylvestre Quevedo, M.D., MPH
Associate Professor of Medicine and Psychiatry, University of California, San Francisco
Chairman of the Board, Open Mind Collective

Sidney Edsall, M.D., DABMA
Integrative Psychiatrist, Quantum Integral Healing Arts

Medical Director, Open Mind Collective

Emily Misnick
Clinical Research Program Manager, Open Mind Collective

Synerqgy Research Center

Mohammed Bari, M.D.
Principal Investigator and Medical Director
Synergy Research Center San Diego

12



California Society of Addiction Medicine

Robert Harris
Public Policy Advisor
California Society of Addiction Medicine

Sonoma County

Jacqueline Smith, LCSW
Oncology, Palliative, KAP Care in Sonoma County
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Proposed draft legislation to dissolve Research Advisory Panel of

California (RAPC)

The Research Advisory Panel of California (RAPC) was formed based on legislation from 1965-1972,
involving California Health and Safety Codes §11213, §11392, §11480, §11481, §11603, §11604.
The RAP-C is run from the Attorney General’s office and meets six times per year. Per the Attorney
General, investigators or sponsors must submit applications to the panel for any research projects
planned to be conducted in California where:

A Schedule | or Schedule Il controlled substance is the main study drug or a comparison drug
for human studies.

A Schedule | controlled substance is used in hon-human studies.

Any controlled substance use disorder treatment research employs any scheduled or
non-scheduled medication.

Specifically, we propose a bill that would eliminate California Health and Safety Codes §11213,
§11392, §11480, §11481, §11603, §11604 thus ending the “Statutory Authority Concerning the
Research Advisory Panel” for the following reasons:

Given that since RAPC was created over 50 years ago, institutional review boards (IRBs),
data and safety monitoring boards (DSMBs), and Food and Drug Administration (FDA) review
have become required and standard elements of any research, and close monitoring by the
Drug Enforcement Administration (DEA) and funders add to that regulatory milieu, making
§11213, §11392, §11480, and §11481 entirely redundant to existing regulatory procedures;
Given that the National Institutes of Health will issue a Certificate of Confidentiality
(automatically for all federally funded research and upon request for non-federally funded
studies), protecting research subjects from release of their personal information and study
involvement for civil, criminal, administrative, legislative, or other proceedings, making §11603
and §11604 redundant and inferior to the federal level protections already available.

Given that substance use disorders represent a crisis in California and across the United
States, with substantial associated economic, social, and medical costs;

Given that mental health disorders represent an additional crisis in California with substantial
associated economic, social, and medical costs;

Given that the crisis of homelessness in California is tightly intertwined with mental health and
addiction;

Given that research into treatments for substance use and mental health disorders is a high
priority for the State of California and all efforts should be made to facilitate this research;
Given that clinical trials into treatments for substance use and mental health disorders are
considered urgent and often expected to be conducted in 12 to 18 months, thus making an
additional 5—10-month delay for RAPC approval after multiple other regulatory approvals
incompatible with successful research;

Given that multiple research institutions, including the National Institutes of Health Clinical
Trials Network for addiction research, have begun to abandon California research centers due
to the untenable delay created by RAPC review;
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- Given that the cost to academic and private research institutes is $100,000 to $250,000 per
study to obtain RAPC approval;

- Given that funders abandoning California as a site for research into treatments for substance
use and mental health disorders affects public and private research enterprises, availability of
research jobs in California, the early availability of experimental treatments for California
residents, and the ability of California to ensure new treatments are relevant to the State’s
population.

PROPOSED BILL WOULD ELIMINATE THESE CODES:

(From Appendix E of the 2022 RAPC 52nd Annual Report to the Governor and Legislature of
California): STATUTORY AUTHORITY CONCERNING THE RESEARCH ADVISORY PANEL
FROM THE CALIFORNIA HEALTH AND SAFETY CODE
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Health and Safety Code sectlon 11603.
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