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UNIVERSITY OF CALIFORNIA, ACADEMIC SENATE

BERKELEY * DAVIS + IRVINE « LOS ANGELES » MERCED * RIVERSIDE * SAN DIEGO * SAN FRANCISCO SANTA BARBARA * SANTA CRUZ
James Steintrager Chair of the Assembly of the Academic Senate
Telephone:(510) 987-9983 Faculty Representative to the Regents
Email: james.steintrager@ucop.edu University of California

1111 Franklin Street, 12th Floor
Oakland, California 94607-5200

April 4, 2024

KEVIN CONFETTI
ASSOCIATE VICE PRESIDENT & CHIEF RISK OFFICER

Re: Proposed Revisions to Presidential Policy BFB-BUS-50: Controlled Substances Use In
Research and Teaching

Dear Associate Vice President Confetti:

As requested, I distributed for systemwide Academic Senate review the proposed revisions to
Presidential Policy BFB-BUS-50 (Controlled Substances Use in Research and Teaching). All ten
Senate divisions and two systemwide committees (UCORP and UCFW) submitted comments.
These were discussed at the Academic Council’s March 27 meeting and are attached for your
reference.

The proposed revisions aim to clarify UC’s compliance standards around federal and state laws
governing the use of controlled substances in research and teaching, including regulations
pertaining to the acquisition, maintenance, storage, use, and disposal of controlled substances.
We understand that the policy does not extend to the use of controlled substances in patient care
settings, except to outline the responsible units and positions involved in such activities.

Overall, there is general support for the policy as a framework for navigating the complexities
associated with using controlled substances for research and teaching. The revisions are seen to
enhance the policy’s clarity, scope, delineation of responsibilities, and procedures related to
compliance with relevant laws and regulations. Reviewers appreciate the policy’s adaptability to
the specific needs of each location.

Reviewers also identified several areas where further clarification is needed. In particular, we
encourage you to consider the comments made by the Merced and San Francisco divisions and
by UCFW. Several of these concerns are summarized below:

1. Clarification of protocols for monitoring and securing controlled substances in a Principal

Investigator’s lab or a shared lab setting, and for maintaining “strict control over inventory
and security of Controlled Substances.”
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2. Accountability standards for investigators and Controlled Substances Program Officers
(CSPOs), including the CSPO’s role in placing orders for controlled substances and the
expected approval timeframes.

3. Expectations for researchers who collaborate with individuals in foreign countries with
varying controlled substances policies.

4. Clarification of whether individual faculty are permitted to obtain a Schedule II-V controlled
substances license; permissible activities under campus Schedule II-V policies; and the
intermingling of controlled substances covered under a campus Drug Enforcement
Administration (DEA) registration with those covered under an individual DEA registration.

5. The policy’s applicability to clinical care.

Furthermore, reviewers emphasized the need for campus-based education and training to ensure
that faculty and staff who work closely in this area understand the policy and receive accessible
and regularly updated lists of controlled substances. In addition, faculty involved in research
using controlled substances should have an opportunity to review the final policy before its
implementation to ensure it does not hinder their scholarly pursuits. Finally, the Senate believes
it will be important to implement the revised policy in a way that does not strain campus
resources or overly burden faculty researchers and staff.

The Council appreciates the opportunity to comment. Please do not hesitate to contact me if you
have additional questions.

Sincerely,

James Steintrager, Chair
Academic Council

Cc: Academic Council
Executive Director Smith, Environment, Health & Safety
Vice Provost for Academic Policy and Programs Haynes
Senate Division Executive Directors
Senate Executive Director Lin

Encl:
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March 18, 2024

JAMES STEINTRAGER
Chair, Academic Council

Subject — Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and
Teaching

Dear Chair Steintrager:

On March 4, 2024, the Council of the Berkeley Division (DIVCO) discussed the proposed
revisions to the Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and
Teaching, informed by written comments from the Committee on Research (COR). DIVCO
endorsed the attached comments in full. Please see attached.

The proposed revisions enforce more regulations regarding controlled substances used in
research and teaching. DIVCO is in favor of the revisions since some regulations in this area
have been relaxed. Some members expressed concern that the revised policy will create more
burden for faculty researchers. We strongly encourage to not increase undue burdens. Other
members pointed out that this policy seemed to focus only on clinical settings, and asked that
environment and non-medical research can be addressed.

Sincerely,

Maximilian Auffhammer,

Avice M. Saint Professor

Professor of Agricultural & Resource Economics/Political Economy (ARE/PE)
Chair, Berkeley Division of the Academic Senate

Enclosure
cc: Amani Nuru-Jeter, Vice Chair, Berkeley Division of the Academic Senate
Jocelyn Surla Banaria, Executive Director

Lia Fernald, Chair, Committee on Research
Patrick Allen, Senate Analyst, Committees on Research

DMVS 3



Berkeley Division Committee Response

February 27, 2024

CHAIR MAXIMILIAN AUFFHAMMER
Academic Senate
Re: Proposed Presidential Policy BFB-BUS-50:
Controlled Substances Use in Research and Teaching

Dear Chair Auffhammer,

During our meeting held on February 8, 2024, the Committee on Research (COR) reviewed the
proposed Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and
Teaching. COR extended an invitation to Professor Giil Ddlen from the Department of
Psychology, Berkeley Center for the Science of Psychedelics, and the Helen Wills Neuroscience
Institute to discuss and share her insights on the policy due to her research in this area. Professor
Délen noted that the newer document's verbiage is concise, and she appreciated the adaptability
of the UC policy to suit the specific research needs at each location.

COR supports enhancing the efficiency and transparency of the Campus Controlled Substances
Programs by clarifying the detailed scope of duties assigned to Controlled Substances Program
Officers. This clarification will contribute to a more streamlined and effective execution of
responsibilities within the program. Additionally, defining the Campus Designation form of Drug
Enforcement Agency (DEA) Registration and addressing specific requirements for other DEA
Registrations, such as individual schedule I DEA Registrations, will foster a comprehensive
understanding of registration processes.

COR also believes that offering additional guidance on the import, export, interstate, and
intrastate use, transfer, and transport of Controlled Substances, along with Controlled Substances
Analogues and DEA-exempt chemical preparations, is crucial for ensuring compliance and
preventing misuse. Overall, COR supports this policy as currently written and understands the
necessity of the policy; however, COR supports seeking less burdensome rules if and when
possible.

Thank you for the opportunity to review this document.

Sincerely,

Qioforrali.

Lia Fernald, Chair
Committee on Research

LF/pga
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UNIVERSITY OF CALIFORNIA, DAVIS

BERKELEY « DAVIS « IRVINE « LOSANGELES « MERCED « RIVERSIDE « SANDIEGO « SANFRANCISCO « SANTA CRUZ

DAVIS DIVISION OF THE ACADEMIC SENATE
ONE SHIELDS AVENUE

DAVIS, CALIFORNIA 95616-8502

(530) 752-2220

academicsenate.ucdavis.edu

March 11, 2024

James Steintrager
Chair, Academic Council

RE: Proposed Revisions Presidential Policy BFB-BUS-50, Controlled Substance Use in Research
and Teaching

The proposed revisions to Presidential Policy BFB-BUS-50, Controlled Substance Use in Research
and Teaching were forwarded to all standing committees of the Davis Division of the Academic
Senate. Eight committees responded: Graduate Council (GC), Research (COR), and the Faculty
Executive Committees of the College of Biological Sciences (CBS), College of Engineering (COE),
the College of Letters and Sciences (L&S), the School of Education (SOE), the School of Medicine
(SOM), and the School of Nursing (SON).

Committees support the proposed revisions. GC note that the clarity of the policy has been improved,
however, it is difficult to determine whether the proposed revisions would increase faculty workload.
COR and SOM provide three suggestions for the policyholders to consider: 1) adding “clinical” to the
title to encompass all parties referenced in the policy; 2) including “Controlled Substance Analogues”
in the “Scope” statement on the first page of the policy; and, 3) providing a summary of the policy with
key points for those working in this field.

The Davis Division appreciates the opportunity to comment.

Sincerely,

A7)
. 7_ .; / ,’Lh__%_%___
(

C
/

Ahmet Palazoglu

Chair, Davis Division of the Academic Senate
Distinguished Professor of Chemical Engineering
University of California, Davis

Enclosed: Davis Division Committee Responses
c: Monica Lin, Executive Director, Systemwide Academic Senate

Michael LaBriola, Assistant Director, Systemwide Academic Senate
Edwin M. Arevalo, Executive Director, Davis Division of the Academic Senate
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Davis Division Committee Responses

UC DAVIS: ACADEMIC SENATE
COMMITTEE ON RESEARCH

March 8, 2024

Ahmet Palazoglu
Chair, Davis Division of the Academic Senate

RE: Request for Consultation on the Proposed Revisions to the Presidential Policy BFB-BUS-50,
Controlled Substance Use in Research and Teaching

Dear Ahmet:

The Committee on Research (COR) has reviewed the Proposed Revisions to the Presidential Policy
BFB-BUS-50, Controlled Substance Use in Research and Teaching. We note the following items to
consider:

e A suggested change to the 'scope' statement on the first page, which suggests including
‘controlled substance analogues' as defined on page 3. It is worth noting that there is no
consideration of the substance amounts, which means that no exception will be made for people
who use these substances for analytical purposes only.

e [t would be helpful to provide a summary with key points for those working in this field.

Sincerely,

Paul D. Hastings
Chair, Committee on Research

UNIVERSI% C@LIFORNIA



Davis Division Committee Responses
UC DAVIS: ACADEMIC SENATE
GRADUATE COUNCIL ACADEMIC PLANNING AND DEVELOPMENT

February 23, 2024

Ahmet Palazoglu
Chair, Davis Division of the Academic Senate

RE: Proposed Revisions to the Presidential Policy BFB-BUS-50, Controlled Substance Use in
Research and Teaching

As delegated by Graduate Council, the Academic Planning and Development (APD) Subcommittee
has reviewed and discussed the proposed revisions to the Presidential Policy BFB-BUS-50, Controlled
Substance Use in Research and Teaching. The proposed revisions improve the clarity of the policy and
do not appear to substantively change the policy itself. Although the clarity of the policy has been
improved, it was still difficult for APD to determine whether these revisions would increase faculty
workload, which would be the committee’s main concern.

Many thanks for the opportunity to review and comment.

UNIVERSI% CZLIF ORNIA



Davis Division Committee Responses

Proposed Revisionsto the Presidential Policy BFB-BUS-50,
Controlled Substance Usein Resear ch and Teaching

FEC: School of Medicine Committee Response

March 8, 2024

Proposed Presidential Policy BFB-BUS-50: Controlled Substances Use In Resear ch and
Teaching

o FEC members reviewed and discussed this item on February 28
o 1 he committee suggested adding “clinical” in the title to encompass all the parties referenced
in the document.
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Davis Division Committee Responses

Proposed Revisionsto the Presidential Policy BFB-BUS-50,
Controlled Substance Usein Resear ch and Teaching

FEC: College of Biological Sciences Committee Response

March 8, 2024

We have no comments and no concerns.
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Davis Division Committee Responses

Proposed Revisionsto the Presidential Policy BFB-BUS-50,
Controlled Substance Usein Resear ch and Teaching

FEC: College of Engineering Committee Response

March 8, 2024

COE FEC has no objections
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Davis Division Committee Responses

Proposed Revisionsto the Presidential Policy BFB-BUS-50,
Controlled Substance Usein Resear ch and Teaching

FEC: School of Nursing Committee Response

March 8, 2024

The SON FEC has no objection on the proposed revisions to Presidential Policy BFB-BUS-50:
Controlled Substances Use In Research and Teaching.
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. 307 Aldrich Hall
U (: Academic Irvine, CA 92697-1325
Seﬂate senate@uci.edu

www.senate.uci.edu

March 20, 2024

Jim Steintrager, Chair
Academic Council

Re: Proposed Revisions to Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and
Teaching

Dear Chair Steintrager,

The Irvine Division Cabinet discussed the proposed revisions to Presidential Policy BFB-BUS-50 at its
meeting on March 19, 2024. The Council on Teaching, Learning, and Student Experience (CTLSE) and
Council on Research, Computing, and Libraries (CORCL) also reviewed the proposed revisions. The
committees’ comments are attached for your review.

The Irvine Division appreciates the opportunity to comment.

Sincerely,

Arvind Rajaraman, Chair
Academic Senate, Irvine Division

Enclosures: CTLSE & CORCL memos
Cc: Valerie Jenness, Chair Elect

Jisoo Kim, Executive Director
Gina Anzivino, Associate Director
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Academic Senate

Council on Research, Computing & Libraries
307 Aldrich Hall

Irvine, CA 92697-1325

(949) 824-7685

www.senate.uci.edu

March 4, 2024

ARVIND RAJARAMAN, CHAIR
ACADEMIC SENATE, IRVINE DIVISION

RE:  Proposed Revisions to Presidential Policy BFB-BUS-50: Controlled Substances Use In
Research and Teaching

At its meeting on February 15, 2024 meeting the Council on Research, Computing, and Libraries
(CORCL) discussed the proposed revisions to Presidential Policy BFB-BUS-50: Controlled Substances
Use In Research and Teaching.

Overall, the Council found that the proposed revisions to be reasonable. The revisions clearly define the
scope, policy, responsibilities, and procedures.

One recommendation is to clarify whether it is permissible for any individual with a personal DEA
registration for research purposes to submit controlled substance purchase requests under the University's
Program. Council members were confused as to why “Authorized Individuals working in a research
laboratory conducting Authorized University Activities with the use of Dangerous Drugs and/or Devices”
are not covered under the Campus Controlled Substance Programs. These activities likely encompass
most of the activities approved by UBA and/or IACUC. (III. Policy Text, A., 5., Page 7)

The Council appreciates the opportunity to comment.

On behalf of the Council,

James Weatherall, Chair
c: Jisoo Kim, Executive Director

Gina Anzivino, Assistant Director
Michelle Chen, CORCL Analyst
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Academic Senate

Council on Teaching, Learning
& Student Experience

307 Aldrich Hall

Irvine, CA 92697-1325

(949) 824-7685

February 12, 2024

ARVIND RAJARAMAN, CHAIR
ACADEMIC SENATE - IRVINE DIVISION

Re: Systemwide Proposed Revisions to Presidential Policy BFB-BUS-50:
Controlled Substances Use in Research and Teaching

Academic Council Chair Steintrager forwarded for review proposed revisions to
Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and
Teaching.

The Council on Teaching, Learning, and Student Experience (CTLSE) discussed this

issue at its meeting on February 5, 2024, and members had no concerns with the
proposed revisions at this time.

Sincerely,

e

Sergio Gago-Masague, Chair
Council on Teaching, Learning, and Student Experience

C:

Jisoo Kim, Executive Director
Academic Senate

Gina Anzivino, Associate Director
Academic Senate

Stephanie Makhlouf, Cabinet Analyst
Academic Senate
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March 19, 2024

James Steintrager
Chair, UC Academic Senate

Re: (Systemwide Senate Review): Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Teaching

Dear Chair Steintrager,

At its meeting on March 14, 2024, the divisional Executive Board (EB) reviewed the Presidential Policy
BFB-BUS-50: Controlled Substances Use in Research and Teaching and the attached divisional committee
and council responses.

EB members voted unanimously in favor of a motion to endorse the proposal with the proviso that
faculty that work closely in this area should be consulted on the details going forward.

Members noted the importance of having faculty that frequently use controlled substances in their
research review the proposal prior to finalization and implementation to ensure that the policy does not

stymie their scholarly endeavors.

Sincerely,

Andrea Kasko
Chair
UCLA Academic Senate

Encl.
Cc: Kathleen Bawn, Vice Chair/Chair Elect, UCLA Academic Senate

Jessica Cattelino, Immediate Past Chair, UCLA Academic Senate
April de Stefano, Executive Director, UCLA Academic Senate

DivVBf 13



3125 Murphy Hall
410 Charles E. Young Drive East
Los Angeles, California 90095
March 5, 2024
To: Andrea Kasko, Chair, UCLA Academic Senate

From: Brooke Scelza, Chair, Graduate Council

Re: Systemwide Senate Review: Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Teaching

Graduate Council members independently reviewed proposed revisions to Presidential Policy BFB-BUS-
50: Controlled Substances Use in Research and Teaching. Most members did not have comments. One
member who responded was in support of the revisions.

We appreciate the opportunity to express our views on this matter. If you have any questions, please
contact us via Graduate Council Analyst, Emily Le, at ele@senate.ucla.edu.
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UNIVERSITY OF CALIFORNIA

BEREELEY - DAVIS - IRVINE - LOS ANGELES = MERCED - RIVERSIDE - SANDIEGO - SANFRANCISCO SANTA BARBARA + SANTA CRUZ
OFFICE OF THE ACADEMIC SENATE UNIVERSITY OF CALIFORNIA, MERCED
Matt Hibbing, Chair of the Academic Senate 5200 North Lake Road
senatechair@ucmerced.edu Merced, California 95343

March 20, 2024
To:  James Steintrager, Chair, Academic Council
From: UCM Divisional Council

Re: Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching

The proposed revisions to Presidential Policy BFB-BUS-50 Controlled Substances Use in
Research and Teaching were distributed for comment to the Merced Division Senate Committees
and School Executive Committees The following committees offered comments for
consideration. Their comments are appended to this memo.

= Committee on Research (CoR)

= Committee on Rules and Elections (CRE)

= Committee on Faculty Welfare and Academic Freedom (FWAF)
= Graduate Council (GC)

CoR sees the policy as a valuable tool for handling the complexities of obtaining controlled
substances for research. It aims to simplify the understanding and compliance with laws and
regulations, benefiting both Environmental Health and Safety (EHS) and faculty members. CoR
offers some comments related to some aspects of the policy. Notably, a lack of clarity regarding
how controlled substances will be monitored and secured in a Principal Investigator’s lab or a
shared lab setting. There is a need for further clarification on what “maintain strict control over
inventory and security of Controlled Substances” entails. Strict control typically involves secure
storage measures such as locking substances in separate cabinets or utilizing a secure lab door. In
shared lab settings, it is crucial to establish clear protocols for access and monitoring to ensure
compliance with regulations. It is unclear how one can maintain control and security over
controlled substances in shared labs. Furthermore, the personnel screening requirements mandate
that individuals with access to controlled substances must not have prior felony offenses and a
background check will be necessary for all lab workers. It is unclear whether the Principal
Investigators will cover this cost, especially considering the turnover of students and researchers
throughout the year. The policy highlights the IRB’s role in approving the use of controlled
substances in research and training. Similarly, it would seem appropriate that the Institutional
Animal Care and Use Committee (IACUC) also be included in this policy, as the IACUC
reviews, approves, and monitors animal research protocols that often involve controlled
substances.
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CRE believes that minor edits to the language would improve accountability for investigators
and the Controlled Substances Program Officers (CSPOs), as well as facilitate the registration
process. Thus, CRE recommends edits to section III. A “Activities under the Campus Controlled
Substance Programs”.

Current Language:

Campus Controlled Substance Programs may provide assistance for individual DEA
registration applicants and/or individuals working with Dangerous Drugs and/or Devices
in the form of checklists, guidance documents, and FAQ materials.

Suggested Language (in bold, underlined font):

Campus Controlled Substance Programs may shall provide assistance for individual DEA
registration applicants and/or individuals working with Dangerous Drugs and/or Devices,
in the form of checklists, guidance documents, and FAQ materials. In addition, the
CSPO should be closely engaged with the DEA registration process, so that they are
well prepared to facilitate the process and advise campus stakeholders.

FWAF supports the proposed policy revisions and deems them non-controversial. The committee
has no substantive comments or proposed changes. However, FWAF has a minor concern
regarding researchers collaborating with individuals in foreign countries with differing controlled
substances policies. FWAF suggests detailing expectations for researchers in such situations to
minimize liability and risk exposure for both the researchers and the University.

GC seeks more details about the CSPO’s role in ordering the controlled substances and the
expected approval timeframes. GC suggests including the ordering process in the policy for
clarity and efficiency. Additionally, GC questions the removal of the forms appendix and
recommends providing a link if the forms have been relocated.

DivCo members reviewed the committees’ comments and support their various points and
suggestions.

The Merced Division thanks you for the opportunity to comment on these proposed policy
revisions.

CC: Divisional Council
Monica Lin, Executive Director, Systemwide Academic Senate
Michael LaBriola, Assistant Director, Systemwide Academic Senate
UCM Senate Office
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UNIVERSITY OF CALIFORNIA, MERCED

BERKELEY + DAVIS « IRVINE « LOS ANGELES « MERCED + RIVERSIDE « SAN DIEGO + SAN FRANCISCO

SANTA BARBARA + SANTA CRUZ

ACADEMIC SENATE, MERCED DIVISION UNIVERSITY OF CALIFORNIA, MERCED
COMMITTEE ON RESEARCH (COR) 5200 NORTH LAKE ROAD
TAO YE, CHAIR MERCED, CA 95343

tye2@ucmerced.edu

February 23, 2024

To:

Matt Hibbing, Senate Chair

From: Tao Ye, Chair, Committee on Research (CoR)

Re:

Proposed Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching

The purpose of the revised Policy on Controlled Substances Use in Research and Teaching is to define the roles,
procedures, and responsibilities for establishing and maintaining a Controlled Substances Program at each campus
within the UC system. Overall, CoR believes that this is a welcome program that is needed to manage the
complexity of acquiring Controlled Substances for research purposes. The laws and regulations are challenging for
EHS and faculty to understand and keep track of and this program appears to help bridge that gap.

The main comments CoR has centers around the vague language over how the Controlled Substances will be
monitored and secured in a PI’s lab or shared lab setting:

1.

PIs and DEA Registrants are required to “maintain strict control over inventory and security of Controlled
Substances.” This may need additional clarification. What exactly constitutes strict control? Do Controlled
Substances need to be locked away in separate cabinets or does a secure lab door suffice? Furthermore,
many labs are shared in which multiple research labs occupy the same lab. How can one maintain control
and security over their Controlled Substances under those conditions? The answers to these questions may
have a big impact on the day-to-day operation of a research lab.

Personnel screening requirements require all individuals who have access to Controlled Substances must
have no prior felony offenses. A background check will be required to screen all individuals working in the
lab. Will this be a cost that the PIs will be paying for? Many students come and go throughout the year
(high school researchers, undergraduate researchers, graduate students and postdocs).

The policy mentions IRB considering their approving authority for use of controlled substances in research
and training. In the same vein, we suggest that Institutional Animal Care and Use Committee (IACUC) be
also involved in this policy. IACUC reviews, approves, and monitors animal research protocols which in
many instances include controlled substances.

We appreciate the opportunity to opine.

CC:

Senate Office

1
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UNIVE RSITY OF CALIFORNIA, MERCED

ACADEMIC SENATE, MERCED DIVISION UNIVERSITY OF CALIFORNIA, MERCED
COMMITTEE ON RULES AND ELECTIONS (CRE)

February 26, 2024

To: Matthew Hibbing, Chair, Divisional Council
From: Committee on Rules and Elections (CRE)
Re: Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and Teaching

The Committee on Rules and Elections evaluated the Presidential Policy BFB-BUS-50: Controlled
Substances in Research and Teaching and offers the following comments.

CRE welcomes the requirement to have written designations. Based on consultation with campus
stakeholders, we suggest that accountability of investigators and the Controlled Substance Program
Officer (CSPO), together with facilitation of the registration process, would be enhanced by edits to the
language of the second paragraph of III.A, as follows:

Current Language:

Campus Controlled Substance Programs may provide assistance for individual DEA registration
applicants and/or individuals working with Dangerous Drugs and/or Devices in the form of checklists,
guidance documents, and FAQ materials.

Suggested Language (in bold and underlined font):

Campus Controlled Substance Programs may shall provide assistance for individual DEA registration
applicants and/or individuals working with Dangerous Drugs and/or Devices, in the form of checklists,
guidance documents, and FAQ materials. In addition, the CSPO should be closely engaged with the
DEA reqistration process, so that they are well prepared to facilitate the process and advise campus

stakeholders.

We thank you for the opportunity to review and comment.

CC: CRE Members
Senate Office
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UNIVERSITY OF CALIFORNIA, MERCED

BERKELEY - DAVIS = IRVINE = LOS ANGELES = MERCED = RIVERSIDE - SANDIEGO = SAN FRANCISCO SANTA BARBARA * SANTA CRUZ

ACADEMIC SENATE, MERCED DIVISION UNIVERSITY OF CALIFORNIA, MERCED
COMMITTEE ON FACULTY WELFARE AND ACADEMIC FREEDOM (FWAF) 5200 NORTH LAKE ROAD
MERCED, CA 95343

February 26, 2024

To:  Matthew Hibbing, Chair, Divisional Council

From: Committee on Faculty Welfare and Academic Freedom (FWAF)

Re: Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and Teaching

The Committee on Faculty Welfare and Academic Freedom evaluated the Presidential Policy BFB-
BUS-50: Controlled Substances Use in Research and Teaching and offers the following comments.

FWAF believes the proposed policy revisions are non-controversial and has no substantive comments
or proposed revisions. However, FWAF does have one, largely minor concern. The policy highlights
the importance of complying with state and federal laws on the use of controlled substances. This point
is well taken. However, many researchers are involved in collaborations with researchers who maintain
residency in foreign countries, and those countries frequently have a specific set of controlled
substance policies that may not align with the policies of the United States or California. It may be
useful to detail what researchers are expected to do in such situations, particularly to limit the liability
and risk exposure of both the individual researchers and the University.

We thank you for the opportunity to review and comment.

Cc: FWAF Members
Senate Office
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UNIVERSITY OF CALIFORNIA, MERCED

BERKELEY = DAVIS - IRVINE - LOS ANGELES * MERCED - RIVERSIDE = SANDIEGO - SAN FRANCISCO
SANTA BARBARA + SANTA CRUZ

ACADEMIC SENATE, MERCED DIVISION UNIVERSITY OF CALIFORNIA, MERCED
GRADUATE COUNCIL (GC)

February 26, 2024
To: Matt Hibbing, Chair, Divisional Council
From: Michael Scheibner, Chair, Graduate Council (GC)

Re: Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and Teaching

Graduate Council (GC) reviewed the Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Teaching and offers the following comments:

GC would like to gather additional information about the Controlled Substance Program Officer
(CSPO) role in the process for ordering controlled substances and the expected average timeframes for
approval processes for ordering such substances. GC wonders whether the timeframe and process for
ordering controlled substances could be stated in the policy to result in a less complicated and time-
consuming process.

It is also unclear why the appendix with all the forms has been removed. GC wonders whether these
forms have been relocated. If so, GC believes it may be useful to include a link.

GC thanks you for the opportunity to review the Presidential Policy BFB-BUS-50: Controlled
Substances Use in Research and Teaching.

Cc: Graduate Council
Senate Office
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UNIVERSITY OF CALIFORNIA, RIVERSIDE

BERKELEY e DAVIS e IRVINE ¢ LOS ANGELES ¢ MERCEDe RIVERSIDE ¢ SAN DIEGO e SAN FRANCISCO SANTA BARBARA e SANTA CRUZ
CHAIR, ACADEMIC SENATE SANG-HEE LEE

RIVERSIDE DIVISION PROFESSOR OF ANTHROPOLOGY

UNIVERSITY OFFICE BUILDING, RM 225 RIVERSIDE, CA 92521-0217

TEL: (951) 827-4390
EMAIL: SANG-HEE.LEE@UCR.EDU

March 14, 2024

James A. Steintrager, Chair, Academic Council
1111 Franklin Street, 12th Floor
Oakland, CA 94607-5200

RE: [Systemwide Review] Revisions to Presidential Policy BFB-BUS-50: Controlled Substances
Use in Research and Teaching

Dear Jim,

The Riverside Executive Council discussed the subject proposed policy during their March 11, 2024
meeting and had no comments to add to those provided by local committees. These comments are
attached.

Several committees had no comments, concerns, or objections to the proposed changes. The Committee
on Academic Personnel commends the effort in clarifying the scope of duties of the Campus Controlled
Substances Programs and the Controlled Substances Program Officers as well as several DEA-related
issues and appreciates its contextual coherence and definitional consistency. The faculty executive
committee of the College of Humanities Arts and Social Sciences feels they lack the expertise to address
the proposal but recognizes that controlled substance use in research and teaching occurs in their college
and across the campus. For this reason, the Executive Committee encourages that CHASS faculty who
use controlled substances in their research and teaching be directly consulted when there are significant
proposed changes to policies regarding controlled substances.

The School of Medicine Faculty Executive Committee is in favor of the proposed changes and opined
that the UC must have infrastructure in place that handles controlled substances (CS) for compliance;
and noted that the Clinical component is not included in the policy except for the university’s
infrastructure related to CS. The SOM FEC also identified one proposed change in the document:

Section III Policy Text, A. Activities under the Campus Controlled Substance Programs:

Campus Controlled Substance Programs may (change ““may”” to ““shall’’) provide assistance for
individual DEA registration applicants and/or individuals working with Dangerous Drugs
and/or Devices in the form of checklists, guidance documents, and FAQ materials.

Sincerely yours,

Sang-Hee Lee
Professor of Anthropology and Chair of the Riverside Division

CC: Monica Lin, Executive Director of the Academic Senate
Cherysa Cortez, Executive Director of UCR Academic Senate Officeenate Office
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m RIVERSIDE Academic Senate

COMMITTEE ON ACADEMIC PERSONNEL
February 6, 2024

To: Sang-Hee Lee, Chair
Riverside Division Academic Senate

Ve
. .\ JL« Yo
From: Jang-Ting Guo, Chair /"] ™}
Committee on Academic Personnel

Re: Proposed Revised Policy: Presidential Policy BFB-BUS-50: Controlled
Substances Use In Research and Teaching

In its February 5, 2024 meeting, CAP discussed the proposed revisions to the systemwide
Presidential Policy on Controlled Substances Use In Research and Teaching. The
committee commends the effort in clarifying the scope of duties of the Campus Controlled
Substances Programs and the Controlled Substances Program Officers as well as several
DEA-related issues, and appreciates its contextual coherence and definitional consistency.
Accordingly, CAP has no further comment on this revised systemwide Presidential Policy.
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College of Humanities, Arts, and
R I VE R s I D E Social Sciences
EXECUTIVE COMMITTEE
February 07, 2024

TO: Sang-Hee Lee, Chair
Riverside Division of the Academic Senate

FROM: Wesley Leonard, Chair f\@jﬂﬁ”””t/
CHASS Executive Committee

RE: [Systemwide Review] Proposed Revised Policy: Presidential Policy BFB-BUS-
50: Controlled Substances Use In Research and Teaching

The CHASS Executive Committee reviewed the Proposed Revised Policy: Presidential Policy
BFB-BUS-50: Controlled Substances Use In Research and Teaching. The committee feels they
lack the expertise to address the proposal but recognizes that controlled substance use in research
and teaching occurs in CHASS and across the campus. For this reason, the Executive Committee
encourages that CHASS faculty who use controlled substances in their research and teaching be
directly consulted when there are significant proposed changes to policies regarding controlled
substances.
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February 2, 2024

TO: Sang-Hee Lee, Ph.D., Chair, Academic Senate, UCR Division
FROM: Marcus Kaul, Ph.D., Chair, Faculty Executive Committee, UCR School of Medicine

SUBJECT:  Response to [Systemwide Review] Proposed Revised Policy: Presidential Policy BFB-BUS-50:
Controlled Substances Use in Research and Teaching

Dear Sang-Hee,

The SOM Faculty Executive Committee has reviewed the proposed Revised Policy: Presidential Policy BFB-
BUS-50: Controlled Substances Use in Research and Teaching.

The Committee identified one proposed change in the document:
e Section III Policy Text, A. Activities under the Campus Controlled Substance Programs
Campus Controlled Substance Programs may (change “may’’ to ““shall’’) provide assistance for
individual DEA registration applicants and/or individuals working with Dangerous Drugs and/or
Devices in the form of checklists, guidance documents, and FAQ materials.

The University must have infrastructure in place that handles controlled substances (CS) for compliance. The
Clinical component is not included in the policy except for the university’s infrastructure related to CS.

We approve of the proposed revised policy and have no additional comments.

Yours sincerely,

e

C.lpt

Marcus Kaul, Ph.D.
Chair, Faculty Executive Committee School of Medicine
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m RIVERSIDE Academic Senate

COMMITTEE ON ACADEMIC FREEDOM
January 18, 2024

To: Sang-Hee Lee, Chair
Riverside Division Academic Senate

From: Matt King, Chair
Committee on Academic Freedom

Re: Proposed Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Teaching

The Committee on Academic Freedom reviewed the proposed Presidential Policy for Controlled

Substances Use in Research and Teaching at their January 18, 2024 meeting and did not have any
concerns related to Academic Freedom.
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RI"RSI'D'E College of Natural and
Agricultural Sciences
Executive Committee

February 22, 2024
TO: Sang-Hee Lee, Ph.D., Chair, Academic Senate, UCR Division

FROM: Bahram Mobasher, Ph.D., Chair, Faculty Executive Committee, College of Natural and
Agricultural Sciences

SUBJECT: [Systemwide Review] Proposed Revised Policy: Presidential Policy BFB-BUS-50:
Controlled Substances Use In Research and Teaching

Dear Sang-Hee,
The CNAS Faculty Executive Committee reviewed the Proposed Revised Policy on February 6,

2024, and has no comments or concerns with the proposed changes.

Sincerely,

B. Mab”“/tha,

Bahram Mobasher, Ph.D
Chair, Faculty Executive Committee College of Natural and Agricultural Sciences
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m RIVERSIDE Academic Senate

GRADUATE COUNCIL
February 15, 2024

To: Sang-Hee Lee, Chair
Riverside Division

From: David Oglesby, Chair

Graduate Council

Re: [Systemwide Review] Proposed Revised Policy: Presidential Policy
BFB-BUS-50: Controlled Substances Use In Research and Teaching

Graduate Council reviewed the proposed revised Presidential Policy BFB-BUS-50:
Controlled Substances Use in Research and Teaching at their February 15, 2024
meeting. The Council did not have any concerns with the revisions being proposed.
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2/26/24

To: Sang-Hee Lee, Division Chair of the UCR Division of the Academic Senate and Cherysa
Cortez, Executive Director of the UCR Academic Senate

From: Katherine Meltzoff, Ph.D., Faculty Chair of the School of Education Executive Committee

Subject: [Systemwide Review] Proposed Revised Policy: Presidential Policy BFB-BUS-50:
Controlled Substances Use In Research and Teaching

The SOE Executive Committee reviewed the [Systemwide Review] Proposed Revised Policy:
Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching.
Comments/feedback were solicited at our executive committee meeting and via email.

The SOE FEC did not have any comments on this proposed policy.

Thank you for the opportunity to provide feedback.

Sincerely,

Katherine Meltzoff

Faculty Executive Committee Chair
School of Education

University of California, Riverside
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UNIVERSITY OF CALIFORNIA, SAN DIEGO UCSD

BERKELEY * DAVIS » IRVINE + LOS ANGELES « MERCED ¢ RIVERSIDE * SAN DIEGO * SAN FRANCISCO ( [ !

OFFICE OF THE ACADEMIC SENATE
9500 GILMAN DRIVE
LA JOLLA, CALIFORNIA 92093-0002
TELEPHONE: (858) 534-3640
FAX: (858) 534-4528

March 19, 2024

Professor James Steintrager
Chair, Academic Senate
University of California
VIA EMAIL

Re:  Divisional Review of Proposed Revisions to Presidential Policy BFB-BUS-50: Controlled
Substances Use in Research and Teaching

Dear Chair Steintrager,
The revisions to BFB-BUS-50: Controlled Substances Use in Research and Teaching were distributed to
San Diego Divisional Senate standing committees and discussed at the March 11, 2024 Divisional Senate

Council meeting. Senate Council endorsed the proposal and had no comments.

The responses from the Divisional Committee on Faculty Welfare and Committee on Research are
attached.

Sincerely,

John A. Hildebrand
Chair
San Diego Divisional Academic Senate

Attachment
cc: Olivia A. Graeve, Vice Chair, San Diego Divisional Academic Senate

Lori Hullings, Executive Director, San Diego Divisional Academic Senate
Monica Lin, Executive Director, UC Systemwide Academic Senate
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ACADEMIC SENATE: SAN DIEGO DIVISION

February 28, 2024

JOHN HILDEBRAND, CHAIR
Academic Senate, San Diego Division

SUBJECT: Systemwide Review of Proposed Presidential Policy BFB-BUS-50: Controlled
Substances Use in Research and Teaching

The Committee on Faculty Welfare discussed the proposed Presidential Policy BFB-BUS-50: Controlled
Substances Use in Research and Teaching at its February meeting. The committee endorsed the proposed
Presidential policy.

Sincerely,

Juan Pablo Pardo-Guerra, Chair
Committee on Faculty Welfare

cc: O. Graeve
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ACADEMIC SENATE: SAN DIEGO DIVISION, 0002
UCSD, LA JOLLA, CA 92093-0002

(858) 534-3640

FAX (858) 534-4528

February 20, 2024

JOHN HILDEBRAND, Chair
Academic Senate, San Diego Division

SUBJECT: Proposed Presidential Policy BFB-BUS-50: Controlled Substances Use In
Research and Teaching

The Committee on Research (COR) discussed the Proposed Presidential Policy BFB-BUS-50:
Controlled Substances Use In Research and Teaching at their February 12, 2024 meeting. The
Committee was generally supportive of the proposed revisions, and hopes that there will be clear
guidelines on which version of the policy should be followed as the transition from the previous
policy to the revised policy is enacted.

Sincerely yours,

George Fuller, Chair
Committee on Research

cc: A. Chiba
K. Gonzalez
O. Graeve

L. Hullings

UNIVERSITY OF CALIFORNIA — (Letterhead for Interdepartmental use)
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Office of the Academic Senate

Wayne & Gladys Valley Center for Vision
490 lllinois Street, 5th Floor

San Francisco, CA 94158

Campus Box 0764
academic.senate@ucsf.edu
https://senate.ucsf.edu

Steve Hetts, MD, Chair

Errol Lobo, MD, PhD, Vice Chair

Thomas Chi, MD, Secretary

Kathy Yang, PharmD, MPH, Parliamentarian

March 18, 2024

James Steintrager

Chair, Academic Council

Systemwide Academic Senate

University of California Office of the President
1111 Franklin St., 12th Floor

Oakland, CA 94607-5200

Re: Systemwide Review of Proposed Presidential Policy BFB-BUS-50:
Controlled Substances Use In Research and Teaching

Dear Chair Steintrager:

The San Francisco Division of the Academic Senate is pleased to opine on the
Systemwide Review of Proposed Presidential Policy BFB-BUS-50: Controlled
Substances Use In Research and Teaching. The UCSF Senate committees
acknowledge that many aspects of the policy are determined by federal and/or state
regulations and believe that the policy is in line with practices at UCSF Health.
Moreover, the UCSF Academic Senate appreciates the policy’s efforts to clarify the
use of controlled substances in UC research and teaching activities. Three UCSF
committees submitted comments on this review: the Clinical Affairs Committee
(CAC), the Committee on Research (COR), and the Committee on Rules &
Jurisdiction (R&J).

Applicability to Clinical Care

CAC and R&J advise that the policy should clarify its applicability to clinical care.
Presently, the cover sheet implies the policy excludes patient care activities involving
controlled substances, yet Section 1V, subsection (B) addresses these very activities.
To rectify this inconsistency and dispel confusion, CAC and R&J propose adding
introductory text to Section IV (Compliance/Responsibilities), providing necessary
context and explanation, particularly for the Patient Care and Clinical Controlled
Substance Programs section.

Inconsistencies in Policy Language and Clarity:

COR recommends that the policy explicitly outline its full scope in Section | (Policy
Summary) or within the introductory portion of Section Il (Policy Text) to prevent
ambiguity. This should encompass the duties of individuals involved in research with
any controlled substances and reference pertinent policies or guidelines concerning
Schedule | substances.

Elaboration of Procedures:

COR finds the appendices in the original policy useful for determining research

procedures and suggests retaining them, as long as the information in the

appendices is still current. Furthermore, COR suggests enhancing the clarity of

procedures in various subsections of Section Ill of the policy. Specifically:

e Section III.C should detail the process for researchers handling
controlled substances in non-clinical areas or indicate that they must
adhere to their respective campus policies, urging campuses to establish
and disseminate clear guidelines.

e Section III.C.3 could benefit from more explicit storage requirements for
controlled substances, particularly for Schedule 11-V drugs, potentially
setting a systemwide standard for lab management of these substances.
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e For Section IIl.D.2.b, COR advises specifying if UC researchers at non-UC California locations
using controlled substances under that location’s DEA registration require a Controlled Substance
Program Officer (CSPQO)’s prior written approval. COR suggests providing guidance on the
procedures for such situations.

e Relevant to Section I11.D.6, COR notes that the Research Advisory Panel of California (RAPC) also
requires researchers to obtain the RAPC's review and approval of study protocols that involve DEA
schedule 11I-V controlled substances, in addition to non-scheduled drugs, when they are used in
Substance Use Disorder treatment research. It may be useful to mention this requirement in this section,
as not all researchers may be aware of this requirement.

Thank you for the opportunity to opine on the revisions to this important policy. If you have any questions, please
let me know.

i

Steven Hetts, MD, 2023-25 Chair
UCSF Academic Senate

Enclosures (2)

Cc: Kartika Palar, Chair, Committee on Research (COR)
Spencer Behr, Chair, Committee on Rules & Jurisdiction (R&J)
Malini Singh, Chair, Clinical Affairs Committee (CAC)
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Clinical Affairs Committee Rules & Jurisdiction Committee
Malini Singh, MD, MPH, MBA, Chair Spencer Behr, MD, Chair

March 8, 2024

Steven Hetts, MD
Division Chair
UCSF Academic Senate

Re: Comments on Controlled Substances Use in Research and Teaching Systemwide
Review

Dear Chair Hetts:

The Clinical Affairs Committee (CAC) and Rules and Jurisdiction (R&J) write to comment on
Revised Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and
Teaching that is out for systemwide review. Specifically, the committees write to recommend
clarification about whether and how the policy applies to clinical care.

The policy cover sheet begins with a scope section that explicitly states, “This Policy does not
apply to Controlled Substance use in connection with patient care activities performed by a UC
health system, veterinary teaching hospital, pharmacy except to establish the units and
positions responsible for such activities (see section IV).” Then, in Section IV on
Compliance/Responsibilities, there is a subsection (B) on Patient Care and Clinical Controlled
Substance Programs. Presumably, this section is there to “establish the units and positions
responsible for such activities” as referenced in the scope section, but CAC and R&J still found
this confusing.

If this policy is not applicable to patient care and clinical programs, why is there a section on
Patient Care and Clinical Controlled Substance Programs? Shouldn’t the information be in a
policy that is applicable to patient care and clinical programs? Why would people look for this
information in a policy that expressly says it is not appliable to patient care and clinical
programs?

CAC and R&J also believe the language of Section IV would benefit from introductory text. The
section includes job titles and responsibilities, but it is missing an explanation, even a short one,
for why those job titles are responsibilities are being listed. CAC and R&J believe an explanation
and context would be especially helpful for the section on Patient Care and Clinical Controlled
Substance Programs since the policy otherwise does not apply to those settings.

CAC and R&J recommend the University consider adding introductory and explanatory
language to the Compliance/Responsibilities section. CAC and R&J further recommend the
University consider whether the section on Patient Care and Clinical Controlled Substance
Programs will be found and followed by the appropriate parties when the larger policy signals
that it is not applicable to patient care and clinical programs.

Setting aside those considerations, CAC had no substantive concerns about the policy. CAC
reached out to colleagues in the School of Pharmacy and understands the policy is in line with
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practices at UCSF Health. The proposed revisions did not raise concerns among those familiar
with how these policies work in practice.

If you have questions about CAC’s and R&J’s joint comments, please contact the committees’
analysts Kristie. Tappan@ucsf.edu and Sophia.Root@ucsf.edu. Thank you for the opportunity to
comment.

Sincerely,

it

Malini Singh, MD, MPH, MBA
Clinical Affairs Committee Chair

Spencer Behr, MD
Committee on Rules and Jurisdiction Chair
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Communication from the Academic Senate Committee on Research
Kartika Palar, PhD, Chair

March 14, 2024

TO: Steven Hetts, Chair of the UCSF Division of the Academic Senate

FROM: Kartika Palar, Chair, UCSF Committee on Research

CC: Todd Giedt, Executive Director of the UCSF Academic Senate Office

RE: Revised Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and
Teaching

Dear Chair Hetts:

The Committee on Research (COR) writes to comment on the Systemwide Review of Revised Presidential
Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching. As an advocate for researchers at
UCSF, COR appreciates the opportunity to provide feedback on this policy. COR understands that many
aspects of the policy are determined by federal and/or state regulations. However, COR has a few suggestions
to improve the policy’s clarity.

1.

The full scope of the policy should be clearly stated in either Section | (Policy Summary) or the
introductory text of Section Il (Policy Text). Currently, Section | states, “The purpose of this document
is to define the roles and responsibilities for establishing and maintaining a Controlled Substances
Program within the University of California.” The policy goes on to state that Campus Controlled
Substance Programs do not cover the use of schedule | drugs. Thus, a reader may assume that
schedule | drugs are outside the scope of this policy. However, later parts of the policy (e.g., 11l.C on
Responsibilities of Individual / Other DEA Registrants) do discuss schedule | drugs. To avoid
confusion, it may be helpful to state upfront that the policy’s scope includes not only Controlled
Substances Programs but also the responsibilities of individuals conducting research using controlled
substances of any kind. It would also be helpful to reference the other policies or guidelines related to
schedule | drugs if this policy does not comprehensively list all policies and procedures regarding the
use of these drugs.

Research faculty found the appendices to the previous version of the policy helpful for determining
research procedures, and COR was surprised to see them removed without explanation. Assuming
that the information in the appendices is still current, COR recommends that the appendices be
retained either in this policy or in an alternative policy or systemwide document that is easy for
researchers to access. If the appendices are moved to another document, their location should be
identified within this policy.

Section I11.C states that researchers must notify the Controlled Substance Program Officer (CSPO)
before handling controlled substances in a non-clinical area, but it does not provide further details
about procedures for doing so. COR understands that the intention may be to allow individual
campuses to determine the procedures that work best for them. If so, COR supports that intention but
suggests that to improve clarity, the policy should state that researchers are expected to follow their
campus’s policies and should require that campuses develop clear policies and procedures that are
easily accessible to researchers. Additionally, it would be helpful to either state whether this notification
must take a certain form (e.g., email or formal letter) or explain that the required form of the notification
is determined by campus guidelines.
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4. In Section III.C.3, it may be helpful to include more details as to the types of storage requirements
necessary for different controlled substances when handled in settings that are not under the
jurisdiction of the Campus Controlled Substances Program. Schedule | substances require a schedule
| safe, but the requirements for the storage and handling of schedule 1I-V drugs are less well-defined,
and it may be helpful to set a systemwide standard for individual labs working with these substances.

5. In Section Ill.D.2.b, COR recommends clarifying whether a UC researcher who conducts research at a
non-UC location within California and uses controlled substances obtained through that location's DEA
registration, as described in Section I1l.A.4, must obtain prior written approval by the CSPO. This
situation may apply to many UC researchers, such as active collaborators with the San Francisco
Department of Public Health’s Center on Substance Use and Health, and, thus, it would be helpful to
provide guidance regarding appropriate procedures in this situation.

6. Relevant to Section 111.D.6, COR notes that the Research Advisory Panel of California (RAPC) also
requires researchers to obtain the RAPC'’s review and approval of study protocols that involve DEA
schedule IlI-V controlled substances, in addition to non-scheduled drugs, when they are used in
Substance Use Disorder treatment research. It may be useful to mention this requirement in this
section, as not all researchers may be aware of this requirement.

Thank you for the opportunity to comment on this important issue. If you have any questions on the Academic
Senate Committee on Research’s comments, please contact me or Academic Senate Analyst Liz Greenwood

(liz.greenwood@ucsf.edu).
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Academic Senate

UC SANTA BAR BARA Susannah Scott, Chair

Shasta Delp, Executive Director

1233 Girvetz Hall
Santa Barbara, CA 93106-3050

hitp://www.senate.ucsb.edu
March 20, 2024

To: Jim Steintrager, Chair
Academic Senate

From: Susannah Scott, Divisional Chair s (7
Sucaneal ?f’/gmw‘f—

Academic Senate

Re:  Systemwide Review of Proposed Presidential Policy BFB-BUS-50: Controlled Substances
Use in Research and Teaching

The Santa Barbara Division distributed the Proposed Presidential Policy BFB-BUS-50:
Controlled Substances Use in Research and Teaching to the Council on Faculty Welfare,
Academic Freedom, and Awards (CFW), the Council on Planning and Budget (CPB), the
Committee on Research Policies and Procedures (CRPP), and the Graduate Council (GC). GC
opted not to opine. The Faculty Executive Committee (FEC) of the Gevirtz Graduate School of
Education (EDUC) received the proposed policy as an information item, and opted to opine.

Overall, the revised version of the proposed policy was well received by the Santa Barbara
Division. The reviewing groups note that the policy is reasonable and comprehensive. They
offer a number of suggestions for consideration, which are summarized below. All of the
individual responses are attached for your reference.

In terms of the policy’s implementation, campuses or locations will need to make a
considerable effort to raise awareness of the policy and ensure that it is thoroughly understood.
Individuals who use controlled substances in their research and/or teaching should be provided
with adequate training, including additional guidance on where federal law might differ from
state law, along with a well-maintained list of controlled substances. Campuses and locations
should also consider the additional workload that will be borne by faculty, staff, and
administrators as the policy is implemented, and take care to manage the approval process in a
manner that does not delay research progress.

The EDUC FEC offers a minor note related to the use of the acronym “DEA" in the proposed
policy. In the red line version, it appears that DEA is used for both “Drug Enforcement Agency”
and “Drug Enforcement Administration,” which has the potential to create confusion (please

see red line version p. 2 and p. 4).

Thank you for the opportunity to comment.
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Academic Senate
Santa Barbara Division

March 14, 2024

To: Susannah Scott, Divisional Chair
Academic Senate

From: John W.I. Lee, Chair
Council on Faculty Welfare, Academic Freedom and Awards

Re: Proposed Revised Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Teaching

At its meeting of March 6, 2024, the Council on Faculty Welfare, Academic Freedom and
Awards (CFW) discussed the proposed revised Presidential Policy BFB-BUS-50: Controlled
Substances Use in Research and Teaching. The Council suggests a focus on faculty, staff, and
researcher awareness so that any new policies are thoroughly advertised and clearly
understood. Council members in departments where controlled substances are used in
research and/or teaching emphasized the importance of providing training modules for faculty,
and of providing easily accessible and continuously updated lists of controlled substances.

The Council also would like more explicit guidance for research situations that may involve
controlled substances for which California law differs from federal law.

CC:  Shasta Delp, Executive Director, Academic Senate
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UNIVERSITY OF CALIFORNIA

ACADEMIC SENATE
SANTA BARBARA DIVISION

Council on Planning & Budget
March 8, 2024

To: Susannah Scott, Divisional Chair
UCSB Academic Senate

From: France Winddance Twine, Chair
Council on Planning & Budget

Re: BFB-BUS-50: Controlled Substances Use in Research & Teaching

The Council on Planning & Budget (CPB) has reviewed the proposed revisions to Policy
BFB-BUS-50: Controlled Substances Use in Research & Teaching. The proposed revisions are
important for ensuring the safe use of controlled substances in teaching and research, and for
ensuring compliance with Federal and State regulations. The proposed revisions are seen by CPB
as both necessary and reasonable. However, the Council does note that where additional duties,
documentation, personnel screening, and training are to be implemented, the additional
workload on staff and faculty should be considered. This is particularly relevant with regards to
the scope of the newly detailed duties for the campus Controlled Substance Program Officer
(CSPO). Moreover, because the approval process for use of controlled substances in research
can be very time consuming, resulting in delayed research progress, CPB is concerned that the
new policy should not add additional delays, and that the campus will work to expedite the
approval process.

cc: Shasta Delp, Academic Senate Executive Director
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Academic Senate
Santa Barbara Division

March 5, 2024

To: Susannah Scott, Divisional Chair
Academic Senate

From: Alan Murray, Chair
Committee on Research Policy and Procedures

Re:  Proposed Revised Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Teaching

At its meeting of March 1, 2024, the Committee on Research Policy and Procedures (CRPP)
discussed the proposed revised Presidential Policy BFB-BUS-50: Controlled Substances Use in

Research and Teaching. CRPP thought this was a thoughtful and comprehensive revision of the
policy to clarify details that may have been ambiguous in the previous version.

CC:  Shasta Delp, Executive Director, Academic Senate
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Faculty Executive Commitfes
Gevirtz Graduate 3choaol of Education

March 4, 2024

To: Susannah Scott, Chair

Academic Senate
DocuSigned by:

From: Tarek Azzam, Chair ’,\W dﬂy‘?M

Faculty Executive Committee, GGSE B6E16D43CA25459.

Re: Proposed Revised Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Training

To whom it may concern,

The GGSE FEC wants to thank those who were involved in the drafting of the
Proposed Revised Presidential Policy BFB-BUS-50. We believe that this was a reasonable
policy clarification. We would like to make a minor note related to the use of DEA in
the document. The document changed the Drug Enforcement Administration to an
agency. We believe that the document was referring to local versions of the DEA. It
appears that the DEA can’t be used for both agency and administration (please see
red line version pgs. 2 & 4)

Tarek Azzam, Professor

Faculty Executive Committee Chair
Gevirtz Graduate School of Education

UC SANTA BARBARA

University of Califamia Santa Barbarg, CA 83104-24%0
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UNIVERSITY OF CALIFORNIA, SANTA CRUZ

BERKELEY ¢ DAVIS ¢ IRVINE ¢ LOS ANGELES ¢ MERCED ¢ RIVERSIDE ¢ SAN DIEGO * SAN FRANCISCO SANTA BARBARA ¢ SANTA CRUZ

1156 HIGH STREET
SANTA CRUZ, CALIFORNIA 95064

Office of the Academic Senate
SANTA CRUZ DIVISION
125 CLARK KERR HALL
(831) 459 - 2086

March 20, 2024

JAMES STEINTRAGER
Chair, Academic Council

Re: Systemwide Review of Proposed Presidential Policy BFB-BUS-50: Controlled Substances
Use In Research and Teaching

Dear James,

The Santa Cruz Division of the Academic Senate has completed its review of the proposed Presidential
Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching with the Committee on Rules,
Jurisdiction, and Elections (CRJE) responding. The committee found the proposed policy reasonable and
deems that it presents no conflict with existing policy.

On behalf of the Santa Cruz Division, I thank you for the opportunity to comment on this proposed policy.

Sincerely,

Patty Gallagher, Chair
Academic Senate, Santa Cruz Division

cc: Amanda Rysling, Chair, Committee on Courses of Instruction
Michael Hance, Chair, Committee on Research
Eleonora Pasotti, Chair, Committee on Rules, Jurisdiction and Elections
Onuttom Narayan, Chair, Committee on Privilege and Tenure
Elisabeth Cameron, Chair, Committee on Teaching
Matthew Mednick, Executive Director, Academic Senate
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UNIVERSITY OF CALIFORNIA, ACADEMIC SENATE

BERKELEY ¢ DAVIS ¢ IRVINE ¢ LOS ANGELES ¢« MERCED ¢ RIVERSIDE ¢ SAN DIEGO ¢ SAN FRANCISCQO {|~

UNIVERSITY COMMITTEE ON RESEARCH POLICY (UCORP) University of California
Cynthia Schumann, Chair Academic Senate
Email: cschumann@ucdavis.edu 1111 Franklin Street, 12th Fl.

Oakland, California 94607
March 20, 2024

JAMES STEINTRAGER
CHAIR, ACADEMIC COUNCIL

RE: Revised Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching
Dear Jim,

UCORP members discussed the proposed revisions to Presidential Policy BFB-BUS-50: Controlled
Substances Use In Research and Teaching at the UCORP meeting on March 11t™. Several reported
that their campus CORs had discussed the revised policy and had minor suggestions around
editorial clarity and details regarding a quantity threshold:

e UC Davis suggested adding “controlled substance analogues” to the first paragraph of the
scope statement.

e UC Merced suggested that there be more clarity around standards for maintaining “strict
control over inventory and security” of the controlled substances and that the Institutional
Animal Care and Use Committee (IACUC), which reviews, approves, and monitors animal
research protocols, also be involved in this policy.

e UC San Diego thought there could be more clarity about substance quantity.

Overall, UCORP supports the changes to the policy and appreciates having a policy in place. Thank
you for providing the opportunity to comment on the revisions.

Sincerely,

Cynthia Schumann
Chair, University Committee on Research Policy
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UNIVERSITY COMMITTEE ON FACULTY WELFARE (UCFW) Assembly of the Academic Senate
John Heraty, Chair 1111 Franklin Street, 12" Floor
heraty@ucr.edu Oakland, CA 94607-5200

March 19, 2024

JAMES STEINTRAGER, CHAIR
ACADEMIC COUNCIL

RE: Proposed Presidential Policy BFB-BUS-50: Controlled Substances Use in Research and
Teaching

Dear Jim,

The University Committee on Faculty Welfare (UCFW) has discussed the proposed Presidential
policy BFB-BUS-50: Controlled Substances Use in Research and Teaching, and we have several
comments.

1) The policy needs clarity whether individual faculty are allowed to obtain a Schedule II-V controlled
substances license. For example, section 3.A states that

"departmental DEA registrations do not cover: 1. Activities conducted under an
individual schedule II-V DEA registration obtained outside of the Campus Controlled
Substance Program. In accordance with their individual DEA registration, such persons
conducting activities under their personal DEA registration are responsible for proper
purchasing, recordkeeping, disposal, and other regulated practices;"

However, on at least one campus, faculty are not allowed to hold an individual schedule 1I-V
controlled substances license; therefore, the need for clarification of the policy. In addition, the policy
should clarify which activities are allowable on campus schedule II-V policies. For instance, faculty
have been told that synthesis is not allowed on the campus DEA registration, but also that they could
not get their own II-V license. However, synthesis is allowed (of the more dangerous compounds) on
individual Schedule I licenses.

2) Under C.3.b, it states that individuals/DEA registrants must "Ensure that Controlled Substances
covered under an individual DEA registration are not intermingled in any manner with Controlled
Substances covered under separate DEA registrations and/or owned by the University or by other

individuals or entities."

The vagueness of the phrase "are not intermingled in any manner" becomes problematic when a
faculty member has an individual Schedule I DEA license, as well as drugs covered under the campus
Schedule II-V license. As stated, it could be interpreted to require completely separate storage
facilities for both schedules of drugs. These storage facilities can be very expensive and impractical to
duplicate within a faculty member's lab. For instance, the Schedule I storage used by the faculty
member may involve taking a safe and bolting it to the floor so that the bolts are inaccessible; then
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retrofitting a freezer by cutting a hole in it to fit over the safe that's bolted to the floor. While storage
for Schedules II-V would be less extensive, it would include doubling a great many of the precautions
and would actually be less safe. The same goal can be reached by just clearly separating the drugs
within the Schedule I containment.

3) Controlled substance analogues must be clarified. Section D.3 states that "Controlled Substance
Analogues must commonly be treated as schedule I or II Controlled Substances absent applicability of
an exception which depends on a number of factors, including but not limited to the chemical structure
of the compound and whether the compound is intended for human consumption."

The actual law states that the controlled substance analogues do NOT need to be treated as schedule I
or II if they are not intended for human consumption. Furthermore, having a chemical structure similar
to a schedule I or IT compound is a vague categorization that would be difficult to apply in practice and

would include a great many commonly used chemicals.

Others have no doubt uncovered other implementation obstacles. Pending redress of these and similar
issues, we offer conditional support for the proposal.

Thank you for your attention to this important matter.

Sincerely,

John Heraty, UCFW Chair
Copy: UCFW

Monica Lin, Executive Director, Academic Senate
Steven W. Cheung, Academic Council Vice Chair
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UC LA Academic Senate

Executive Board

March 19, 2024

James Steintrager
Chair, UC Academic Senate

Re: (Systemwide Senate Review): Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Teaching

Dear Chair Steintrager,

At its meeting on March 14, 2024, the divisional Executive Board (EB) reviewed the Presidential Policy
BFB-BUS-50: Controlled Substances Use in Research and Teaching and the attached divisional committee
and council responses.

EB members voted unanimously in favor of a motion to endorse the proposal with the proviso that
faculty that work closely in this area should be consulted on the details going forward.

Members noted the importance of having faculty that frequently use controlled substances in their
research review the proposal prior to finalization and implementation to ensure that the policy does not
stymie their scholarly endeavors.

Sincerely,
{f’;‘;_ﬂ{h‘.d’k /),/ .\(’LN'L[_
Andrea Kasko

Chair
UCLA Academic Senate

Encl.
Cc: Kathleen Bawn, Vice Chair/Chair Elect, UCLA Academic Senate

Jessica Cattelino, Immediate Past Chair, UCLA Academic Senate
April de Stefano, Executive Director, UCLA Academic Senate
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UC LA Academic Senate

Graduate Council
3125 Murphy Hall
410 Charles E. Young Drive East
Los Angeles, California 90095
March 5, 2024
To: Andrea Kasko, Chair, UCLA Academic Senate

From: Brooke Scelza, Chair, Graduate Council

Re: Systemwide Senate Review: Presidential Policy BFB-BUS-50: Controlled Substances Use in
Research and Teaching

Graduate Council members independently reviewed proposed revisions to Presidential Policy BFB-BUS-
50: Controlled Substances Use in Research and Teaching. Most members did not have comments. One
member who responded was in support of the revisions.

We appreciate the opportunity to express our views on this matter. If you have any questions, please
contact us via Graduate Council Analyst, Emily Le, at ele@senate.ucla.edu.
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UNIVERSITY OF CALIFORNTIA

BERKELEY + DAVIS « IRVINE « LOS ANGELES ¢« MERCED ¢ RIVERSIDE + SAN DIEGO * SAN FRANCISCO SANTA BARBARA + SANTA CRUZ

OFFICE OF RISK SERVICES
OFFICE OF THE PRESIDENT
1111 Franklin Avenue. 6™ Floor
Oakland, California 94607-5200
January 10, 2024
CHANCELLORS

ACADEMIC COUNCIL CHAIR STEINTRAGER
LABORATORY DIRECTOR WITHERELL
ANR VICE PRESIDENT HUMISTON

Re: Systemwide Review of Proposed Presidential Policy BFB-BUS-50: Controlled Substances Use In
Research and Teaching

Dear Colleagues:

Enclosed for systemwide review are proposed revisions to Presidential Policy BFB-BUS-50: Controlled Substances
Use In Research and Teaching.

Substantive revisions to this Policy are proposed to incorporate changes to (1) specifically describe the scope of
duties of the Campus Controlled Substances Program and the Controlled Substances Program Officers (CSPOs); (2)
define the Campus Designation form of DEA Registration; (3) specifically address requirements applicable to DEA
Registrations other than Campus Designation DEA Registrations, such as individual schedule I DEA Registrations;
(4) provide more specific procedures regarding Powers of Attorney; (5) provide additional guidance as to import,
export, interstate and intrastate use, transfer and transport of Controlled Substances, as well as Controlled Substances
Analogues and DEA-exempt chemical preparations; and (6) establish responsible units and individuals for patient
care and clinical Controlled Substances Programs.

The proposed revisions were drafted by a subcommittee of the UC Controlled Substances Program Officers
Workgroup, which is composed of CSPOs from each UC campus, as well as representatives from UC Legal, UCOP
Research Policy Analysis and Coordination (RPAC), and UCOP Risk Services (OPRS). During the management
consultation process, drafts of the proposed changes were shared with the full CSPO Workgroup, including UC
Legal, RPAC, and OPRS, as well as with the UC Environment, Health & Safety Leadership Council. The major area
of discussion was regarding whether to include use of controlled substances in patient care settings. Ultimately, it
was determined the scope of this policy should not apply to those environments other than to establish the unit and
positions responsible for such activities because such uses are more heavily regulated, including more specifically
prescribed program structures, than the uses for research and teaching.

Systemwide Review

Systemwide review is a public review distributed to the Chancellors, the Chair of the Academic Council, the
Director of the Lawrence Berkeley National Laboratory, and the Vice President of Agriculture and Natural
Resources requesting that they inform the general University community, especially affected employees, about
policy proposals. Systemwide review also includes a mandatory, 90-day full Senate review.

Employees should be afforded the opportunity to review and comment on the draft policy. Attached is a Model

Communication which may be used to inform non-exclusively represented employees about these proposals. The
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January 10, 2024
Page 2

Labor Relations Office at the Office of the President is responsible for informing the bargaining units representing

union membership about policy proposals.

We would appreciate receiving your comments no later than April 9, 2024. Please submit your comments to Ken
Smith at ehs@ucop.edu. If you have any questions, please contact Ken Smith at ehs@ucop.edu or (510)882-3499.

Enclosures:
1) Draft Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching (clean copy)
2) Draft Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching (tracked-

CC:

changes copy)
3) Model Communication

President Drake

Sincerely,
DocuSigned by:
ki (onftti
SV €611, Risk Services
Associate Vice President & Chief Risk Officer

Provost and Executive Vice President Newman

Executive Vice Chancellors/Provosts

Executive Vice President and Chief Operating Officer Nava

Executive Vice President Rubin

Senior Vice President Bustamante
Vice President and Vice Provost Gullatt

Vice Provost Haynes
Vice President Lloyd
Vice President Maldonado

Vice Provosts/Vice Chancellors of Academic Affairs/Personnel

Associate Vice Provost Lee

Associate Vice President Matella
Deputy General Counsel Woodall

Assistant Vice Provosts/Vice Chancellors for Academic Personnel
Deputy Chief HR Officer and Chief of Staff Henderson

Executive Director Lin
Executive Director Smith
Chief of Staff Beechem
Chief of Staff Kao

Chief of Staff Levintov
Chief Policy Advisor McAuliffe
Director Anders

Director Chin

Director Weston-Dawkes
Associate Director Dicaprio
Associate Director Garcia
Associate Director Teaford
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Associate Director Woolston

Assistant Director LaBriola

Manager Crosson

Analyst Durrin

Administrative Officer Babbitt

Policy Advisory Committee

Controlled Substances Program Officers
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University of California Policy BFB-BUS-50

BFB-BUS-50: Controlled Substances

Responsible Officer:

Chief Risk Officer

Responsible Office:

RK - Risk / EH&S

Issuance Date: | 5/5/2009
Effective Date: | 5/5/2009
Last Review Date: | 6/5/2023

Scope:

This Policy applies to University of California (UC)
faculty, staff, and Authorized Individuals who use
Controlled Substances, DEA Listed Chemicals,
and/or California Precursor Chemicals in UC
research and teaching activities.

This Policy does not apply to Controlled Substance
use in connection with patient care activities
performed by a UC health system, veterinary
teaching hospital, pharmacy, or clinic except to
establish the units and positions responsible for
such activities (see section 1V). Controlled
Substance use conducted in connection with patient
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care activities is governed by federal and state laws
regarding Controlled Substances and/or California
Precursor Chemicals and also is governed by
federal and state licensing, accrediting and
regulatory agencies and subject to such agency
rules as well as review and audit by those agencies.
Each UC entity using Controlled Substances in
connection with patient care activities as described
in this Policy is responsible for the monitoring and
oversight of the Controlled Substances program.

Contact: | Ken Smith
Email: | Ken.Smith@ucop.edu
Phone #: | 510-987-0170

l. POLICY SUMMARY

The purpose of this document is to define the roles and responsibilities for establishing
and maintaining a Controlled Substances Program within the University of California.
This document allows University locations to tailor their programs to meette-comply with

practices of local expectations-based-on-the-various-state-Drug Enforcement
Aelmmls#aue#Agency (DEA) f|eId dIVISIOI”I offlces as well as DEA requlatlons Ih&

Iocat|ons alﬁeals&e*peeted—tomust develop detalled ertten procedures to |mplement
this peliey-Policy and to demenstrate-document compliance with federal and state
regulations-laws on acquiring, maintaining, storing, using, and disposing of Controlled
Substances. (See the Federal Controlled Substances Act, 21 U.S.C. 88801 — 971 and
Implementing requlations at US-Department-of Justice, DEA{(CFR Title-21 C.F.R.; Feod
and-Drug-Aect-881300 — 13161399)-; and the California regulations-Uniform Controlled
Substances Act, {California Health and Safety Code 811100 — 11700611651}) and_
|mplement|nq requlatlons at 11 Callfornla Code of Requlations §§8OO 810.7.)en-

[I.  DEFINITIONS

Authorized Individual — A Principal Investigator (Pl) or laboratory member who is
authorized by the University or National Laboratory to possess or use Controlled
Substance.s-by-the University-or-Laboratory{See-Section )

Authorized University Activities — University approved research, veterinary care
associated with research, and teaching uses of Controlled Substances, including

Dangerous Drugs and/or Devices, Listed Chemicals, including-Controlled-Substanees;
and California Precursor-and-Listed-Chemicals.
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California Precursor Chemical — Any substance listed under California Health and

Safety Code 811100 et seq.

Campus Controlled Substance Program — A program established by each UC
location to facilitate compliance with applicable requirements and procedures associated

with the procurement, storage, use, transfer, disposal, and inspection of schedule 1I-V
Controlled Substances for Authorized University Activities.

Campus Designation — DEA Authorization to include specific Controlled Substance
storage locations and/or business activities on a campus under a single applicable DEA
Researcher reqgistration. Extension of additional storage locations and/or business
activities of Controlled Substances require collaboration with the local DEA field office
and approval by the DEA Diversion Control Division.

Controlled Substances — Narcotic and non-narcotic drugs under the jurisdiction of the
federal Controlled Substances Act and the California Uniform Controlled Substances
Act, including but not limited to those substances listed in 21 C.F.R. §1308.11-1308.15.

Controlled Substance Analogue — Defined under Section 802(32)(A) of the Controlled

Substances Act as follows:

Except as specified by Section 802(32)(C) the term “Controlled Substance
Analogue” means a substance

(i) the chemical structure of which is substantially similar to the chemical
structure of a Controlled Substance in schedule | or Il;

(i) which has a stimulant, depressant, or hallucinogenic effect on the central
nervous system that is substantially similar to or greater than the
stimulant, depressant, or hallucinogenic effect on the central nervous
system of a Controlled Substance in schedule | or II; OR

(i) with respect to a particular person, where such person represents or
intends to have a stimulant, depressant, or hallucinogenic effect on the
central nervous system that is substantially similar to or greater than the
stimulant, depressant, or hallucinogenic effect on the central nervous
system of a Controlled Substance in schedule | or |l.

Under section 802(32)(C), such term does not include:

() a Controlled Substance:

DMS 56



University of California Policy BUS 50
BFB-BUS-50: Controlled Substances

(i) any substance for which there is an approved new drug application;

(iii) with respect to a particular person, any substance, if an exemption is in
effect for investigational use, for that person, under section 355 of Title 21

of the U.S. Code governing food and drugs to the extent conduct with
respect to such substance is pursuant to such exemption; or

(iv) any substance to the extent not intended for human consumption before
such an exemption takes effect with respect to that substance.

Controlled Substance Controls - Controls related to ordering, receiving, prescribing,
dispensing, administering, and documenting of Controlled Substances, including
theft/loss and diversion monitoring.

Controlled Substance Program Officer (CSPO) — The position with operational
responsibility for each location’s Campus Controlled Substance Program.

Dangerous Drug or Device — The terms “Dangerous Drug” and “Dangerous Device”
are defined in California Business and Professions Code Chapter 9, Division 2, Article 2
84022 and includes the following:

(@) Any drug that bears the legend “Caution: federal law restricts this device to
sale by or on the order of a physician, pharmacist, veterinarian, etc.” “Rxonly”
or words of similar import.

(b) Any device that bears the statement “Caution: federal law restricts this
device to sale by or on the order of a physician, pharmacist, veterinarian, etc
“Rx only” or words of similar import.

(c)_Any other drug or device by federal or state law can be lawfully dispensed
only on prescription or furnished pursuant to Section 4006 (of the California
Business and Professions Code).

Drug Enforcement Administration (DEA) — the-The agency responsible for
enforcing the eentrolled-Controlled substances-Substances laws and regulations of
the United States.

DEA Listed Chemicals — UnderfederallawA collective term that includes; any DEA
List | or List Il chemical. Under C.F.R. §1399,92. i iag-a List | chemical

specifically designated by the DEA Administrator in 21 C.F.R. §1310.02(a), and that,

in addition to legitimate uses, eanbeis used in manufacturing a eControlled

sSubstance in violation of the federal Controlled Substances Act, and is important to
the manufacture of a Controlled Substance. A DEA any-List Il chemical is one

specifically designated by the DEA Administrator in 21 C.F.R. §1310.02(b), and that,

in addition to legitimate uses, is used in manufacturing a eControlled sSubstance in
violation of the Controlled Substances Act.
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DEA Registration — A DEA Reqistration pursuant to which business activity and
coincident activity related to Controlled Substances is either required or permitted by
21 C.F.R. §1301.

Environment, Health and Safety (EHS) Department — The administrative unit
that manages the location’s Environment, Health and Safety programs._Actual
name of the departments may vary at each location.

Institutional Review Board (IRB) — The respective location’s Scommittee formally
designated to approve, monitor, and review biomedical and behavieralother research
involving humans with the aim to protect the rights and welfare of the research
subjects.

Investigational New Drug (IND) — A drug that has not been approved for general use
by the Food and Drug Administration but is under investigation in clinical trials
regarding its safety and efficacy first by clinical investigators and then by practicing
physicians using subjects who have given informed consent to participate.

Materiel Manager — The position at each University location responsible for the
procurement of Controlled Substances, DEA Listed Chemicals, and California Precursor
Chemicals for Authorized University Activities in compliance with DEA reqistrations,
University or Laboratory policies, and the requirements of the location’s Campus
Controlled Substance Program.See-Section\V

Non-Chnieal-Patient Care Setting — An environment in which a Controlled Substance
or Dangerous Drug and/or Device is used in teaching, research, or veterinary care

associated with research. A-setting-where-a-controlled-substance-or-dangerous-drug-s-

Officer of the University — As defined by UC Regents Bylaw 32, individuals who are

Level One Senior Management Group (SMG) members, which includes the position of
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President, all SMG positions that directly report to the Regents and/or the President,
and the Chief Executive Officers of the medical centers.

Patient Care Setting — An environment in which Controlled Substances or Dangerous
Drugs and/or Devices are used in a human or animal patient care applications not
associated with research.

Power of Attorney — An official document in which a DEA reqistrant authorizes one or
more individuals to act for the reqgistrant either (a) in issuing orders for schedule | or |l
Controlled Substances, executed in a form substantially similar to the sample Power of
Attorney form at 21 C.F.R. §1305.05, or (b) in signing reqistration applications for an
entity in compliance with 21 C.F.R. 81301.13.

Research Advisory Panel of California (RAPC) — A funetion-review body of the
California Attorney General’s office whieh;established pursuant to California Health &
and Safety Code 811480 & 11481, must-which reviews and authorizes proposed

research projects involving certain opioid, stimulant, and hallucinogenic drugs classified
as Schedule-schedule | and Sehedule-schedule Il Controlled Substances _that require
review under the California Health and Safety Code §11213.

Responsible Official — The position at a UC location with responsibility for oversight of
the location’s Controlled Substance Program. See-Section/This responsibility falls to
the Chancellor unless the Chancellor or other individual who is an Officer of the
University delegates this role through a Power of Attorney.

Transfer — “Distribution” (as defined in 21 U.S.C. Section 802) of Controlled Substances
from one practitioner who is registered to dispense a Controlled Substance to another
such practitioner.

lll.  POLICY TEXT

All individuals associated with the University of California who use Controlled
Substances in connection with patient care, research, veterinary care, and teaching
activities must comply with federal and state laws in addition to University Policies and
procedures governing Controlled Substances. To assist University of California
personnel in complying with these requlations and with this University Policy, specific
institutional requirements have been established for the management of Controlled
Substances.
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A. Activities under the Campus Controlled Substance Programs

The University, through Campus Controlled Substance Programs, maintains
institutional and/or departmental registrations with the DEA for research involving
schedule I1-V Controlled Substances. Researchers conducting Authorized
University Activities must obtain schedule II-V Controlled Substances through the
Campus Controlled Substance Program.

Although there is not a regulatory or systemwide Policy requirement that Campus
Controlled Substance Programs oversee activities conducted under individual
DEA reqistrations, individuals who plan to apply for, seek modifications to, or
terminate an individual DEA reqistration for Controlled Substances that will be
used on campus and/or in connection with Authorized University Activities, or
who plan to import or export Controlled Substances to be used on campus and/or
in_ connection with Authorized University Activities, should notify and consult the
campus CSPO (see sections IlI(C)(5) and 1lI(D)(2)(a) below). In addition,
individual locations may choose to adopt local policies or procedures placing
some or all aspects of such activities (including applications and management of
individual DEA reqistrations) into the purview of the Campus Controlled
Substance Program. Campus Controlled Substance Programs may provide
assistance for individual DEA reqistration applicants and/or individuals working
with Dangerous Drugs and/or Devices in the form of checklists, quidance
documents, and FAQ materials.

The Campus Controlled Substance Programs and institutional and/or
departmental DEA reqistrations do not cover:

1. Activities conducted under an individual schedule [I-V DEA reqistration
obtained outside of the Campus Controlled Substance Program. In
accordance with their individual DEA registration, such persons conducting
activities under their personal DEA reqistration are responsible for proper
purchasing, recordkeeping, disposal, and other regulated practices;

2. Use of any schedule | drug. Consistent with federal law, researchers
independently obtain individual DEA registrations for use of any schedule |
drug in research;

3. Use of Controlled Substances in Patient Care Settings at the University.
Pharmacists, physicians, and other providers supporting UC health systems,
Student Health Services and other University clinics must solely operate
under their own individual DEA reqistrations. Roles and responsibilities for
use of Controlled Substances in Patient Care Settings are covered in Section
V. Compliance Responsibilities.

4. Use of Controlled substances at non-University of California institutions.
When performing research at a non-University of California facility, UC
researchers will be subject to the host institution’s Campus Controlled
Substances Program. If there is no program, researchers will need to reqgister
independently for an individual DEA registration.

DMS 60



University of California — Policy
BFB-BUS-50: Controlled Substances

5. Authorized Individuals working in a research laboratory conducting Authorized
University Activities with the use of Dangerous Drugs and/or Devices.
Researchers are responsible for procuring, maintaining security of, keeping
records for, and disposing of Dangerous Drugs and/or Devices in accordance
with federal and state requlations. Dangerous Drugs and/or Devices may be
ordered without a prescription as defined by California Business and
Professions Code Chapter 9, Division 2, Article 3 84059 and 84059.5; and

6. Use of DEA-exempt chemical preparations. A researcher need not obtain a
DEA registration to purchase and use DEA-exempt chemical preparations
that meet the requirements of 21 C.F.R. 81308.24 and as listed Chemical
Preparations List published by DEA’s Diversion Control Division (see Section
VI. Related Information for the URL). For additional information, see section
[11(D)(4) of this Policy (Complying with DEA-exempt Chemical Preparation
Requirements for Working with DEA-exempt Preparations).

B. Campus Controlled Substance Program Requirements

The following requirements apply to schedule II-V institutional and/or
departmental research registrations obtained through the Campus Controlled
Substances Program.

1. Campus Designations of a DEA Reqistration: DEA requlations require
that every location at which Controlled Substances are received or stored
must obtain its own DEA reqistration. UC locations may seek and the DEA
may grant a Campus Designation request or other form of approval, which
permits the University to receive or store Controlled Substances at different
physical addresses or buildings on a contiguous campus or as otherwise
authorized by the DEA. Campus Designations shall be in the hame of the
campus or a campus department or school (or combinations or parts of
those units). Any Campus Designation request must be evidenced by a
written letter from the DEA Diversion Control Division approving the
Campus Designation. No Controlled Substances may be received or
stored under a schedule 1I-V institutional and/or departmental research
registration without written approval by the CSPO while a Campus
Designation request is pending.

2. Authorization Process and Training: Each University location must
develop an authorization process and establish a training program for
those who require access to Controlled Substances. Training shall occur
prior to authorizing an individual and, at a minimum, must include:

a. Storage site controls and security;

b. Ordering, delivery, and receipt;

c. Usage logs and biennial inventory requirements;

d. Transfers;
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e. Import and export policies;

f. Disposal;

g. Diversion and loss reporting; and

h. lllicit activities and repercussions.

3. Power of Attorney: Each UC location may, through a Power of Attorney
executed by the Chancellor or other individual who is an Officer of the
University, authorize the Responsible Official, CSPO, or other individual to
sign institutional DEA reqistrations on behalf of a University location or
issue orders for schedule | or Il Controlled Substances for Authorized
University Activities. Unless restricted from doing so by the Power of
Attorney executed by the Chancellor or Officer of the University, authorized

personnel may authorize, through a Power of Attorney, additional
individuals to sign such reqgistrations or issue such orders.

4. Documentation of Campus Controlled Substance Program
Compliance: Each location must develop and publish written procedures
that address the following federal or state requirements:

a. Ordering, procurement and distribution of Controlled Substances
for research purposes. At minimum, these must address:

i. Restrictions on any individual’s capacity to perform all of the
following activities related to Controlled Substances: placement of
an order with a supplier, receipt of a shipment from a supplier,
distribution, and disposal;

ii. _General requisition, procurement, and distribution requirements
and approval processes, including the identification of orders of
unusual size or frequency or orders deviating substantially from a
normal pattern;

iii. The approval process and requisition information for
Investigational New Drugs and schedule Il drugs using DEA Form
222;

iv. Orders for schedules lll, 1V, and V;

v. Orders for DEA List | and List Il Chemicals; and

vi. Orders for California Precursor Chemicals.

b. Controls, storage, and security safeqguards to safequard against
unusual or suspicious acquisition and prevent unauthorized
acquisition, access, use, theft, or a diversion of Controlled Substances,

DEA List | Chemicals, and California Precursor Chemicals.
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c. Personnel screening requirements to ensure that no individual has
access to Controlled Substances who has been convicted of a felony
offense relating to Controlled Substances, whose application for
registration with the DEA was denied, or who registration was revoked
or surrendered for cause (as required by 21 C.F.R. §1301.76 and

§1301.90).

d. Recordkeeping and Inventory Requirements, including:

i. Power of Attorney forms:

ii. Purchasing and associated records;

iii. Distribution and chain-of-custody records;

iv. Proper retention schedules for acquisition, use, and disposition
records;

v. Adequate recordkeeping by investigators or authorized personnel:

1. Usage log and inventory and biennial inventories; and

2. Separation of records by location.

e. Diversion, loss, or theft reporting of Controlled Substances, DEA
List | and List Il Chemicals, and California Precursor Chemicals:
Individual Campus Controlled Substance Program procedures must
specify which division or office is responsible for notifying (1) the local
DEA field division office within one business day about each theft or
significant loss of Controlled Substances as well as the subsequent
submission of DEA Form 106 (as required by 21 C.F.R. §1301.91), (2)
the local DEA field division officer about any unusual or excessive
loss or disappearance of a DEA List | or List Il Chemical (if required by
21 C.F.R. § 1310.05(b)(1), or (3) the California Department of Justice
about any theft or loss of any California Precursor Chemical in writing
within three days after the discovery (if required by California
Business & Professions Code § 11103).

f. Disposal or destruction of Controlled Substances must be in
accordance with DEA policies, procedures, and requlations (as
required by 21 C.F.R. 81307.21).

5. Required Auditing and Monitoring: A routine auditing and monitoring
program must be established and include inspections of researcher-
maintained Controlled Substances and records for compliance with state
and federal laws governing the use of Controlled Substances in
Authorized University Activities.

C. Responsibilities of Individual / Other DEA Reqistrants
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The following requirements apply to researchers with an Analytical Laboratory

DEA reqistration, individual schedule II-V DEA research reqgistration as

permitted by the relevant university location, or individuals who are conducting

research with the use of any schedule | drug. No individual may use

Controlled Substances for any research in a Non-Patient Care setting at any

location without notice to the CSPO.

1.

DEA Registration: In consultation with the CSPO, individuals must file and

2.

obtain approval for the appropriate DEA reqistration prior to undertaking
any activities with respect to controlled substances.

Authorization and Training:

a. Ensure necessary researcher authorization for and training of
individuals in the laboratory who are assigned work with Controlled
Substances; and

b. Maintain documentation to verify currently authorized researchers.

Security, Storage, Inventory, Inspections, and Recordkeeping:

a. Maintain strict control over inventory and security of Controlled
Substances;

b. Ensure that Controlled Substances covered under an individual DEA
registration are not intermingled in any manner with Controlled
Substances covered under separate DEA reqistrations and/or owned by
the University or by other individuals or entities.

c. Ensure authorized researchers receive, store, use, dispose of, and
continually maintain Controlled Substance usage logs:

d. Under California BPC § 4105, maintain usage logs for three (3) years
after the full use or disposal of Controlled Substances; and

e. Complete and retain biennial inventory records as required by
requlations.

4. Potential Loss or Diversion Reporting: Individual registrants must notify

the CSPO and report to the local DEA field office within twenty-four hours
of the discovery of any theft or significant loss of Controlled Substances,
DEA Listed Chemicals, and California Precursor Chemicals. Individual
registrants must also complete and submit DEA Form 106 “Report of Theft
or Loss of Controlled Substances (and disposal receptacles)” or DEA
Form 107 “Report of Theft or Loss of Listed Chemicals,” as applicable.

Required Notification of CSPO Regarding DEA Registration

Applications and Changes: Individual reqgistrants must notify the CSPO

when applying for, transferring, modifying, or terminating a registration
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with the DEA that pertain to Controlled Substances used on campus
and/or in connection with Authorized University Activities.

D. Additional Requirements for All DEA Registrants

1.

lllicit Activities: Consistent with federal law, the University prohibits

unlawful possession, sale, use, or distribution of illicit drugs by students
and employees on University property or as part of any University activity.
lllegal possession, sale, use, or distribution of Controlled Substances is
subject to criminal sanctions under federal and state law. In addition, the
University may pursue discipline, including employment action, against
any employee found to have violated University policy prohibiting unlawful
activities involved Controlled Substances on campus or as part of any
University activity. Any member of the University community who
suspects another member of such illicit activities should follow local
reporting policies and procedures.

Import, Export, Interstate and Intrastate Use, Transfers, and

Transport:

a. Imports and Exports: Importation or exportation of Controlled
Substances, DEA List | and Il Chemicals, or California Precursor
Chemicals, including under an individual registration, requires prior
written approval by the CSPO and must comply with federal and state
laws, including but not limited to DEA requlations, state law and U.S.
Food and Drug Administration (FDA) requlations. Such laws could
require completion or approval of a permit or reqgistration or could
impose reporting requirements.

b. Interstate and Intrastate Use: A separate DEA reqistration and/or
state license or reqistration may need to be obtained for use of
Controlled Substances in research conducted outside of California or
at a non-UC location within California. For this reason, any such use
requires prior written approval by the CSPO.

c. Transfer: Transfers of Controlled Substances, DEA Listed Chemicals,
or California Precursor Chemicals, must comply with federal and state
laws, including but not limited to DEA regulations. Such laws and
regulations could apply to interstate or intrastate transfer or even
transfer between University DEA reqistrations or within a University
DEA registration. Such laws and regulations could limit the transferred
amount or type of drug or chemical, require completion or approval of a
permit or an order form request, or could impose reporting or
registration requirements. For transfer of substances under the
perview of the Campus Controlled Substance Program, prior written
approval by the CSPO is required, except for transfers of DEA List Il
Chemicals or transfers between authorized locations covered by an
institutional and/or departmental DEA designation.
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d. Transport: Movement of Controlled Substances off of University
property in support of an Authorized University Activity, such as field
research, requires prior approval from the CSPO.

3. Controlled Substance Analogues: Research involving Controlled
Substance Analogues, including but not limited to dispensing,
manufacturing, transferring, importing or exporting, is subject to federal
DEA regulations and other laws. Controlled Substance Analogues must
commonly be treated as schedule | or Il Controlled Substances absent
applicability of an exception which depends on a number of factors,
including but not limited to the chemical structure of the compound and
whether the compound is intended for human consumption. Due to the
complexity of this analysis, the CSPO should be contacted prior to
Controlled Substance Analogues being obtained, dispensed,
manufactured, transferred, imported or exported.

4. DEA-Exempt Chemical Preparations: Exemptions are applicable only to
the precise preparation or mixture described in the application submitted
and approved by the DEA and only for those sections of the Controlled
Substances Act and the Code of Federal Regulations specifically identified

in the application. Any change in the guantitative or qualitative
composition of the preparation or mixture or change in trade name or
other designation of a preparation or mixture may result in loss of exempt
status. Once a preparation or mixture is no longer exempt under 21
C.F.R. 81308.24, the preparation or mixture is a Controlled Substance,
and the CSA and the DEA’s implementing regulations apply.

5. State Licensure for Research Involving Human Subjects: Only
California licensed medical personnel and researchers engaged in
Authorized University Activities and acting within the scope of their
authorized professional practice and with the approval of all applicable
Institutional Review Boards (IRB) may prescribe, furnish, dispense or
administer Dangerous Drugs and/or Devices, including Controlled
Substances, to human research subjects.

6. Research Advisory Panel of California (RAPC): Consistent with
California law, Principal Investigators planning to conduct research
projects in California using schedule | and/or Il Controlled Substances
must obtain and submit an application to the RAPC and obtain RAPC’s
review and approval. Guidance regarding the process for obtaining RAPC
review and approval can be found on the RAPC website (see Section VI.

Related Information for the URL).
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IV. COMPLIANCE / RESPONSIBILITIES

A. Campus Controlled Substance Programs

1. Chancellor or National Laboratory Director

a. Provide resources to effectively administer a Campus Controlled
Substance Program:;

b. Designate, in writing, a Responsible Official to establish and oversee the
program; and
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a:C. If appropriate, execute a Power of Attorney to authorize the
Responsible Official to sign institutional DEA reqistrations on behalf of the
University location or to issue orders for schedule Il Controlled
Substances for Authorized University Activities. Any such authorization
must be further evidenced by a Delegation of Authority.

2. Responsible Official_
a. Establish and oversee the Campus Controlled Substances Program in
accordance with DEA requlations and best practices, as well as this
Policy

B-b. As designated by the Chancellor or National Laboratory Director,
the Responsible Official shall:

i signal o behalf ot 4 ;

andDesignate one or more individuals, such as the CSPO, to

implement and manage the program and ensure that any such
designee receives training and/or has experience in California and
federal laws governing Controlled Substances;

ii. If authorized through a Power of Attorney, sign all DEA reqistrations
on behalf of the UC or National Laboratory location of the UC
Regents or sign a Power of Attorney to authorize the CSPO or
additional individuals to sign such DEA reqistrations; and

iii. _ If authorized through a Power of Attorney, obtain and execute order
forms for schedule Il Controlled Substances or sign a Power of
Attorney to authorize the CSPO or additional individuals to obtain
and execute such order forms.

The authorization by the Responsible Official for other individuals to sign
reqgistrations or obtain and execute order forms set forth in section

Authority.

1. Notwithstanding the foregoing, nothing shall restrict the Chancellor
or National Laboratory Director from directly assigning to the CSPO the
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through a Power of Attorney, rather than assigning such authority to the

Responsible Official.

3. Controlled Substance Program Officer (CSPO)

a. Implement and manage the Campus Controlled Substance Program on
a day-to-day basis as the Responsible Official’s designee (such as
personnel from Environment, Health and Safety).

b. If delegated the authority through a Power of Attorney, the CSPO may
sign reqgistrations and/or obtain and execute order forms as described

c. The CSPO shall receive training and/or have experience in California
and Federal laws governing Controlled Substances.

B-4. Materiel Management_/ Procurement

ponsible-forprocuringProcure
Chemicals, and California
Precursor ehemicals-Chemicals for Authorized University Activities in
compliance with DEA registrations, University or National Laboratory
policies and procedures, and the location’s Controlled Substances

Program—and-taivorsivdlabeorateppalicios,

b. The task of procuring Controlled Substances, DEA Listed Chemicals,
and California Precursor Chemicals for Authorized University Activities
may be deleqgated to department purchasers with approval from the
CSPO.

E-5. _Authorized Individuals
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a. Understand their responsibilities within the Campus Controlled
Substpances Program; and

comphrng-Comply with DEA regulations, Campus Controlled

Substances pregram-Programreguirements, and University/_or National
Laboratory policy governing the acquisition, use, storage, transfer, and
disposition of controlled substances.

B. Patient Care and Clinical Controlled Substance Programs

1. Chief Executive Officer for Each UC Health System

a. Designate the Chief Pharmacy Officer to establish Controlled
Substance Controls in the University hospital pharmacies and in any
other University hospital licensed spaces, including provider-based
clinics, affiliated with that UC Health location.

b. Designate an individual or individuals to establish Controlled Substance

Controls with respect to any other facility affiliated with that UC Health
location where Controlled Substances are stored. Such facilities
include but are not limited to clinics that are not listed on the hospital
license.

2. Chief Pharmacy Officer for Each UC Health System

a. Establish Controlled Substance Controls in the University hospital
pharmacy and in any other University hospital licensed space, including

provider-based clinics.

3. Medical Affairs & Governance Office at Each UC Health System

a. Ensure that physicians that require DEA practitioner registrations
provide evidence of such registrations to the Medical Affairs &
Governance Office.

b. Ensure that physicians using the hospital’s institutional practitioner
electronic prescribing application submit verification of identity as
required by 21 C.F.R. 81311.

4. Controlled Substance Practitioner

a. Every individual who orders, prescribes, administers or dispenses
Controlled Substances for clinical use or human subjects research is
individually responsible for compliance with their DEA reqistration and
federal and state laws and University policies.
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V. PROCEDURES

Each UC location is responsible for developing procedures for the Campus Controlled
Substance Program that align with this Policy and applicable federal and state

requlations.
A . ”

VI. RELATED INFORMATION

Federal Food, Drug & Cosmetic Act, 21 U.S.C. 88§ 301-399i Federal Controlled Substances Act
of 1970, 21 U.S.C. 88801- 971 and implementing requlations at 21 C.F.R. 8§1300-1399
(https://uscode.house.gov/view.xhtml?path=/prelim@title21/chapterl3/subchapterl&edition=preli

m)

DEA’s Diversion Control Division’s Exempt Chemicals Preparation List
(https://www.deadiversion.usdoj.gov/schedules/exempt/exempt _chemlist.pdf)

California Business & Professions Code Division 2, Chapter 9, Article 2 §4021, 4022, 4059, and
4059.5.

(https://leqinfo.legislature.ca.gov/faces/codes displayText.xhtml?lawCode=BPC&division=2.&titl
e=&part=&chapter=9.&article=2.)

California Uniform Controlled Substances Act, Health and Safety Code §11100-11651, and
implementing requlations at 11 California Code of Requlations §8800-810.7
(https://leginfo.legislature.ca.gov/faces/codes displayexpandedbranch.xhtml?tocCode=HSC&div
ision=10.&title=&part=&chapter=&article=)

Research Advisory Panel of California ( https://oag.ca.gov/research)

University of California Board of Regents Bylaw 32. Officers of the University
(https://regents.universityofcalifornia.edu/governance/bylaws/bl32.html)

U.S. Safe and Drug-Free Schools and Communities Act (20 U.S.C 1145qg; 1011i; 34 C.F.R. Part
86) (https://www.govinfo.gov/content/pkg/USCODE-2011-title20/html/USCODE-2011-title20-
chap70-subchaplV.htm)

U.S. Drug-Free Workplace Act of 1988 (41 U.S.C. §8101 et seq.)
(https://uscode.house.qgov/view.xhtml?reg=(title:41%20chapter:81%20edition:prelim)%20)

UC guidance on use and possession of marijuana on UC property (https://www.ucop.edu/safety-
and-loss-prevention/environmental/program-resources/uc-smoke-free/marijuana-and-drug-

policy.html)

University of California Contract and Grant Manual, Chapter 3-600 (Controlled Substances &
Drugs and Narcotics (https://www.ucop.edu/research-policy-analysis-coordination/resources-
tools/contract-and-grant-manual/chapter3/chapter-3-600.html)

Food-and-Drug-Act0f 1906 (as-amended) {21 USC §81300-1316)
Controlled-Substances-Actof 1970
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VIl. FREQUENTLY ASKED QUESTIONS

Not applicable

VIll. REVISION HISTORY

This Policy was revised to incorporate changes effective XX, 2023 to (1) specifically
describe the scope of duties of the CSPO and the Campus Controlled Substances
Program; (2) define the Campus Designation form of DEA Reqistration; (3) provide more
specific procedures regarding Powers of Attorney; (4) specifically address requirements
applicable to DEA Reqistrations other than Campus Designation DEA Reqistrations,
such as individual schedule | DEA Registrations; (5) provide additional guidance as to
import, export, interstate and intrastate use, transfer and transport of Controlled
Substances, as well as Controlled Substances Analogues and DEA-exempt chemical
preparations; and (6) establish responsible units and individuals for patient care and
clinical Controlled Substances Programs.

This policy was reformatted into the standard University of California policy template
effective June 1, 2012.

IX. APPENDIX

Not applicable.
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P—STORAGE-AREA

Key Control (2 keys)

Hinges inaccessible from outside

Hasp inaccessible from outside when

closed

Tumbler/Padlock

Training Program Completion

Personnel Screening Program
Completion

A. Review Usage Log

Review Biennial Inventories

Review Disposal Procedures
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AttachmentC
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Sponeen O
CONTROLLED SUBSTANCE DELIVERY FORM
Vendor-MWI
PO Date:-04/30/2007
Quahtity Gohcentration | Amtper Substance-Name Schedule QtyRecd
opdenos
dlcoiiee | BOOC peadenl e ool
e
2 bottles | 4.00 percent Patches Nalorphine
_ _ | 2 : ’ . I ’ :
e .
Primany Jeffrey-Smith @ucop-edu
Secondany: Jada-Wang @ucop-edy
— rorzed —
party
XX Jeffrey Smith @ueop-edu
doe hlena Loteon oy
Chyis-Means @ucop-edu
Comments:
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Date | Ameunt | Amount Balance | Name(print- Hhitials Hitials Purpese
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BFB-BUS-50: Controlled Substances Use In

Research and Teaching

Responsible Officer:

Chief Risk Officer

Responsible Office:

RK - Risk / EH&S

Issuance Date:

5/5/2009

Effective Date:

5/5/2009

Last Review Date:

Scope:

This Policy applies to University of California (UC) faculty,
staff, and Authorized Individuals who use Controlled
Substances, DEA Listed Chemicals, and/or California
Precursor Chemicals in UC research and teaching
activities.

This Policy does not apply to Controlled Substance use in
connection with patient care activities performed by a UC
health system, veterinary teaching hospital, pharmacy, or
clinic except to establish the units and positions
responsible for such activities (see section V). Controlled
Substance use conducted in connection with patient care
activities is governed by federal and state laws regarding
Controlled Substances and/or California Precursor
Chemicals and also is governed by federal and state
licensing, accrediting and regulatory agencies and subject
to such agency rules as well as review and audit by those
agencies. Each UC entity using Controlled Substances in
connection with patient care activities as described in this
Policy is responsible for the monitoring and oversight of
the Controlled Substances program.

Contact: | Ken Smith
Title: | Executive Director of EH&S

Email: | Ken.Smith@ucop.edu
Phone: | (510) 987-0170
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I POLICY SUMMARY

The purpose of this document is to define the roles and responsibilities for establishing
and maintaining a Controlled Substances Program within the University of California.
This document allows University locations to tailor their programs to comply with
practices of local Drug Enforcement Agency (DEA) field division offices, as well as DEA
regulations. University locations must develop detailed written procedures to implement
this Policy and to document compliance with federal and state laws on acquiring,
maintaining, storing, using, and disposing of Controlled Substances. (See the Federal
Controlled Substances Act, 21 U.S.C. §§801 — 971 and implementing regulations at 21
C.F.R. §§1300 — 1399; and the California Uniform Controlled Substances Act, California
Health and Safety Code §1100 — 11651 and implementing regulations at 11 California
Code of Regulations §§800 — 810.7)

Il. DEFINITIONS

Authorized Individual — A Principal Investigator (PI) or laboratory member who is
authorized by the University or National Laboratory to possess or use Controlled
Substances.

Authorized University Activities — University approved research, veterinary care
associated with research, and teaching uses of Controlled Substances, including
Dangerous Drugs and/or Devices, Listed Chemicals, and California Precursor
Chemicals.

California Precursor Chemical — Any substance listed under California Health and
Safety Code §11100 et seq.

Campus Controlled Substance Program — A program established by each UC
location to facilitate compliance with applicable requirements and procedures
associated with the procurement, storage, use, transfer, disposal, and inspection of
schedule II-V Controlled Substances for Authorized University Activities.

Campus Designation — DEA Authorization to include specific Controlled Substance
storage locations and/or business activities on a campus under a single applicable DEA
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Researcher registration. Extension of additional storage locations and/or business
activities of Controlled Substances require collaboration with the local DEA field office
and approval by the DEA Diversion Control Division.

Controlled Substance — Narcotic and non-narcotic drugs under the jurisdiction of the
federal Controlled Substances Act and the California Uniform Controlled Substances
Act, including but not limited to those substances listed in 21 C.F.R. §1308.11-1308.15.

Controlled Substance Analogue — Defined under Section 802(32)(A) of the Controlled
Substances Act as follows:

Except as specified by Section 802(32)(C) the term “Controlled Substance
Analogue” means a substance

(i) the chemical structure of which is substantially similar to the chemical
structure of a Controlled Substance in schedule | or Il;

(i)  which has a stimulant, depressant, or hallucinogenic effect on the central
nervous system that is substantially similar to or greater than the
stimulant, depressant, or hallucinogenic effect on the central nervous
system of a Controlled Substance in schedule | or Il; OR

(iif)  with respect to a particular person, where such person represents or
intends to have a stimulant, depressant, or hallucinogenic effect on the
central nervous system that is substantially similar to or greater than the
stimulant, depressant, or hallucinogenic effect on the central nervous
system of a Controlled Substance in schedule | or II.

Under section 802(32)(C), such term does not include:
(i) a Controlled Substance;
(i) any substance for which there is an approved new drug application;

(i) with respect to a particular person, any substance, if an exemption is in
effect for investigational use, for that person, under section 355 of Title 21
of the U.S. Code governing food and drugs to the extent conduct with
respect to such substance is pursuant to such exemption; or

(iv)  any substance to the extent not intended for human consumption before
such an exemption takes effect with respect to that substance.

Controlled Substance Controls - Controls related to ordering, receiving, prescribing,
dispensing, administering, and documenting of Controlled Substances, including
theft/loss and diversion monitoring.

Controlled Substance Program Officer (CSPO) — The position with operational
responsibility for each location’s Campus Controlled Substance Program.

DMS 101 3of17



University of California — Policy
BFB-BUS-50: Controlled Substances Use In Research and Teaching

Dangerous Drug or Device — The terms “Dangerous Drug” and “Dangerous Device”
are defined in California Business and Professions Code Chapter 9, Division 2, Article 2
§4022 and include the following:

(a) Any drug that bears the legend “Caution: federal law restricts this device to
sale by or on the order of a physician, pharmacist, veterinarian, etc.” “Rx only”
or words of similar import.

(b) Any device that bears the statement “Caution: federal law restricts this device
to sale by or on the order of a physician, pharmacist, veterinarian, etc.” “Rx
only” or words of similar import.

(c) Any other drug or device that by federal or state law can be lawfully
dispensed only on prescription or furnished pursuant to Section 4006 (of the
California Business and Professions Code).

Drug Enforcement Administration (DEA) — The agency responsible for enforcing the
Controlled Substances laws and regulations of the United States.

DEA Listed Chemicals — A collective term that includes any DEA List | or List Il
chemical. Under 21 C.F.R. §1300.02, a List | chemical is one specifically designated by
the DEA Administrator in 21 C.F.R. §1310.02(a), and that, in addition to legitimate uses,
is used in manufacturing a Controlled Substance in violation of the federal Controlled
Substances Act, and is important to the manufacture of a Controlled Substance. A DEA
List Il chemical is one specifically designated by the DEA Administrator in 21 C.F.R.
§1310.02(b) and that, in addition to legitimate uses, is used in manufacturing a
Controlled Substance in violation of the Controlled Substances Act.

DEA Registration — A DEA Registration pursuant to which business activity and
coincident activity related to Controlled Substances is either required or permitted by 21
C.F.R. §1301.

Environment, Health and Safety (EHS) Department — The administrative unit that
manages the location’s Environment, Health and Safety programs. Actual name of the
departments may vary at each location.

Institutional Review Board (IRB) — The respective location’s committee formally
designated to approve, monitor, and review biomedical and other research involving
humans with the aim to protect the rights and welfare of research subjects.

Investigational New Drug (IND) — A drug that has not been approved for general use
by the Food and Drug Administration but is under investigation in clinical trials regarding
its safety and efficacy first by clinical investigators and then by practicing physicians
using subjects who have given informed consent to participate.

Materiel Manager — The position at each University location responsible for the
procurement of Controlled Substances, DEA Listed Chemicals, and California Precursor
Chemicals for Authorized University Activities in compliance with DEA registrations,
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University or Laboratory policies, and the requirements of the location’s Campus
Controlled Substance Program.

Non-Patient Care Setting — An environment in which a Controlled Substance or
Dangerous Drug and/or Device is used in teaching, research, or veterinary care
associated with research.

Officer of the University — As defined by UC Regents Bylaw 32, individuals who are
Level One Senior Management Group (SMG) members, which includes the position of
President, all SMG positions that directly report to the Regents and/or the President,
and the Chief Executive Officers of the medical centers.

Patient Care Setting — An environment in which Controlled Substances or Dangerous
Drugs and/or Devices are used in a human or animal patient care applications not
associated with research.

Power of Attorney — An official document in which a DEA registrant authorizes one or
more individuals to act for the registrant either (a) in issuing orders for schedule | or Il
Controlled Substances, executed in a form substantially similar to the sample Power of
Attorney form at 21 C.F.R. §1305.05, or (b) in signing registration applications for an
entity in compliance with 21 C.F.R. §1301.13.

Research Advisory Panel of California (RAPC) — A review body of the California
Attorney General’s office established pursuant to California Health and Safety Code
§11480 and §11481, which reviews and authorizes proposed research projects
involving certain opioid, stimulant, and hallucinogenic drugs classified as schedule | and
schedule Il Controlled Substances that require review under California Health and
Safety Code §11213.

Responsible Official — The position at a UC location with responsibility for oversight of
the location’s Campus Controlled Substance Program. This responsibility falls to the
Chancellor unless the Chancellor or other individual who is an Officer of the University
delegates this role through a Power of Attorney.

Transfer — “Distribution” (as defined in 21 U.S.C. Section 802) of Controlled
Substances from one practitioner who is registered to dispense a Controlled Substance
to another such practitioner.

lll. POLICY TEXT

All individuals associated with the University of California who use Controlled
Substances in connection with patient care, research, veterinary care, and teaching
activities must comply with federal and state laws in addition to University Policies and
procedures governing Controlled Substances. To assist University of California
personnel in complying with these regulations and with this University Policy, specific
institutional requirements have been established for the management of Controlled
Substances.
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A. Activities under the Campus Controlled Substance Programs

The University, through Campus Controlled Substance Programs, maintains
institutional and/or departmental registrations with the DEA for research involving
schedule 1I-V Controlled Substances. Researchers conducting Authorized
University Activities must obtain schedule 1l-V Controlled Substances through the
Campus Controlled Substance Program.

Although there is not a regulatory or systemwide Policy requirement that Campus
Controlled Substance Programs oversee activities conducted under individual
DEA registrations, individuals who plan to apply for, seek modifications to, or
terminate an individual DEA registration for Controlled Substances that will be
used on campus and/or in connection with Authorized University Activities, or
who plan to import or export Controlled Substances to be used on campus and/or
in connection with Authorized University Activities, should notify and consult the
campus CSPO (see sections IlI(C)(5) and IlI(D)(2)(a) below). In addition,
individual locations may choose to adopt local policies or procedures placing
some or all aspects of such activities (including applications and management of
individual DEA registrations) into the purview of the Campus Controlled
Substance Program. Campus Controlled Substance Programs may provide
assistance for individual DEA registration applicants and/or individuals working
with Dangerous Drugs and/or Devices in the form of checklists, guidance
documents, and FAQ materials.

The Campus Controlled Substance Programs and institutional and/or
departmental DEA registrations do not cover:

1. Activities conducted under an individual schedule II-V DEA registration
obtained outside of the Campus Controlled Substance Program. In
accordance with their individual DEA registration, such persons
conducting activities under their personal DEA registration are responsible
for proper purchasing, recordkeeping, disposal, and other regulated
practices;

2. Use of any schedule | drug. Consistent with federal law, researchers
independently obtain individual DEA registrations for use of any schedule |
drug in research;

3. Use of Controlled Substances in Patient Care Settings at the University.
Pharmacists, physicians, and other providers supporting UC health
systems, Student Health Services and other University clinics must solely
operate under their own individual DEA registrations. Roles and
responsibilities for use of Controlled Substances in Patient Care Settings
are covered in Section IV. Compliance Responsibilities.

4. Use of Controlled substances at non-University of California institutions.
When performing research at a non-University of California facility, UC
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researchers will be subject to the host institution’s Campus Controlled
Substances Program. If there is no program, researchers will need to
register independently for an individual DEA registration.

Authorized Individuals working in a research laboratory conducting
Authorized University Activities with the use of Dangerous Drugs and/or
Devices. Researchers are responsible for procuring, maintaining security
of, keeping records for, and disposing of Dangerous Drugs and/or Devices
in accordance with federal and state regulations. Dangerous Drugs and/or
Devices may be ordered without a prescription as defined by California
Business and Professions Code Chapter 9, Division 2, Article 3 §4059 and
§4059.5; and

Use of DEA-exempt chemical preparations. A researcher need not obtain
a DEA registration to purchase and use DEA-exempt chemical
preparations that meet the requirements of 21 C.F.R. §1308.24 and as
listed Exempt Chemical Preparations List published by DEA’s Diversion
Control Division (see Section VI. Related Information for the URL). For
additional information, see section 1l1(D)(4) of this Policy (Complying with
DEA-exempt Chemical Preparation Requirements for Working with DEA-
exempt Preparations).

B. Campus Controlled Substance Program Requirements

The following requirements apply to schedule II-V institutional and/or
departmental research registrations obtained through the Campus Controlled
Substances Program.

1.

2.

Campus Designations of a DEA Registration: DEA regulations require
that every location at which Controlled Substances are received or stored
must obtain its own DEA registration. UC locations may seek and the
DEA may grant a Campus Designation request or other form of approval,
which permits the University to receive or store Controlled Substances at
different physical addresses or buildings on a contiguous campus or as
otherwise authorized by the DEA. Campus Designations shall be in the
name of the campus or a campus department or school (or combinations
or parts of those units). Any Campus Designation request must be
evidenced by a written letter from the DEA Diversion Control Division
approving the Campus Designation. No Controlled Substances may be
received or stored under a schedule II-V institutional and/or departmental
research registration without written approval by the CSPO while a
Campus Designation request is pending.

Authorization Process and Training: Each University location must
develop an authorization process and establish a training program for
those who require access to Controlled Substances. Training shall occur
prior to authorizing an individual and, at a minimum, must include:
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a. Storage site controls and security;

b. Ordering, delivery, and receipt;

c. Usage logs and biennial inventory requirements;
d. Transfers;

e. Import and export policies;

f. Disposal;

g. Diversion and loss reporting; and

h. lllicit activities and repercussions.

3. Power of Attorney: Each UC location may, through a Power of Attorney
executed by the Chancellor or other individual who is an Officer of the
University, authorize the Responsible Official, CSPO, or other individual to
sign institutional DEA registrations on behalf of a University location or
issue orders for schedule | or || Controlled Substances for Authorized
University Activities. Unless restricted from doing so by the Power of
Attorney executed by the Chancellor or Officer of the University,
authorized personnel may authorize, through a Power of Attorney,
additional individuals to sign such registrations or issue such orders.

4. Documentation of Campus Controlled Substance Program
Compliance: Each location must develop and publish written procedures
that address the following federal or state requirements:

a. Ordering, procurement and distribution of Controlled
Substances for research purposes. At minimum, these must
address:

i. Restrictions on any individual's capacity to perform all of the
following activities related to Controlled Substances:
placement of an order with a supplier, receipt of a shipment
from a supplier, distribution, and disposal,;

ii. General requisition, procurement, and distribution
requirements and approval processes, including the
identification of orders of unusual size or frequency or orders
deviating substantially from a normal pattern;

iii. The approval process and requisition information for
Investigational New Drugs and schedule Il drugs using DEA
Form 222;
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iv. Orders for schedules Ill, IV, and V;
v. Orders for DEA List | and List Il Chemicals; and
vi. Orders for California Precursor Chemicals.

b. Controls, storage, and security safeguards to safeguard against
unusual or suspicious acquisition and prevent unauthorized
acquisition, access, use, theft, or a diversion of Controlled
Substances, DEA List | Chemicals, and California Precursor
Chemicals.

c. Personnel screening requirements to ensure that no individual
has access to Controlled Substances who has been convicted of a
felony offense relating to Controlled Substances, whose application
for registration with the DEA was denied, or who registration was
revoked or surrendered for cause (as required by 21 C.F.R.
§1301.76 and §1301.90).

d. Recordkeeping and Inventory Requirements, including:
i. Power of Attorney forms;
ii. Purchasing and associated records;
iii. Distribution and chain-of-custody records;

iv. Proper retention schedules for acquisition, use, and
disposition records;

v. Adequate recordkeeping by investigators or authorized
personnel:

1. Usage log and inventory and biennial inventories; and
2. Separation of records by location.

e. Diversion, loss, or theft reporting of Controlled Substances,
DEA List | and List Il Chemicals, and California Precursor
Chemicals: Individual Campus Controlled Substance Program
procedures must specify which division or office is responsible for
notifying (1) the local DEA field division office within one business
day about each theft or significant loss of Controlled Substances as
well as the subsequent submission of DEA Form 106 (as required
by 21 C.F.R. §1301.91), (2) the local DEA field division officer
about any unusual or excessive loss or disappearance of a DEA
List | or List [l Chemical (if required by 21 C.F.R. § 1310.05(b)(1), or
(3) the California Department of Justice about any theft or loss of
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any California Precursor Chemical in writing within three days after
the discovery (if required by California Business & Professions
Code § 11103).

Disposal or destruction of Controlled Substances must be in
accordance with DEA policies, procedures, and regulations (as
required by 21 C.F.R. §1307.21).

5. Required Auditing and Monitoring: A routine auditing and monitoring
program must be established and include inspections of researcher-
maintained Controlled Substances and records for compliance with state
and federal laws governing the use of Controlled Substances in
Authorized University Activities.

C. Responsibilities of Individual / Other DEA Registrants

The following requirements apply to researchers with an Analytical Laboratory
DEA registration, individual schedule 1I-V DEA research registration as permitted
by the relevant university location, or individuals who are conducting research
with the use of any schedule | drug. No individual may use Controlled
Substances for any research in a Non-Patient Care setting at any location
without notice to the CSPO.

1.

DEA Registration: In consultation with the CSPO, individuals must file
and obtain approval for the appropriate DEA registration prior to
undertaking any activities with respect to controlled substances.

Authorization and Training:

a.

b.

Ensure necessary researcher authorization for and training of
individuals in the laboratory who are assigned work with Controlled

Substances; and

Maintain documentation to verify currently authorized researchers.

Security, Storage, Inventory, Inspections, and Recordkeeping:

a. Maintain strict control over inventory and security of Controlled

Substances;

Ensure that Controlled Substances covered under an individual
DEA registration are not intermingled in any manner with Controlled
Substances covered under separate DEA registrations and/or
owned by the University or by other individuals or entities.

Ensure authorized researchers receive, store, use, dispose of, and
continually maintain Controlled Substance usage logs;
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d. Under California BPC § 4105, maintain usage logs for three (3)
years after the full use or disposal of Controlled Substances; and

e. Complete and retain biennial inventory records as required by
regulations.

4. Potential Loss or Diversion Reporting: Individual registrants must notify

the CSPO and report to the local DEA field office within twenty-four hours
of the discovery of any theft or significant loss of Controlled Substances,
DEA Listed Chemicals, and California Precursor Chemicals. Individual
registrants must also complete and submit DEA Form 106 “Report of Theft
or Loss of Controlled Substances (and disposal receptacles)” or DEA
Form 107 “Report of Theft or Loss of Listed Chemicals,” as applicable.

Required Notification of CSPO Regarding DEA Registration
Applications and Changes: Individual registrants must notify the CSPO
when applying for, transferring, modifying, or terminating a registration
with the DEA that pertain to Controlled Substances used on campus
and/or in connection with Authorized University Activities.

D. Additional Requirements for All DEA Registrants

1.

lllicit Activities: Consistent with federal law, the University prohibits
unlawful possession, sale, use, or distribution of illicit drugs by students
and employees on University property or as part of any University activity.
lllegal possession, sale, use, or distribution of Controlled Substances is
subject to criminal sanctions under federal and state law. In addition, the
University may pursue discipline, including employment action, against
any employee found to have violated University policy prohibiting unlawful
activities involved Controlled Substances on campus or as part of any
University activity. Any member of the University community who
suspects another member of such illicit activities should follow local
reporting policies and procedures.

Import, Export, Interstate and Intrastate Use, Transfers, and
Transport:

a. Imports and Exports: Importation or exportation of Controlled
Substances, DEA List | and Il Chemicals, or California Precursor
Chemicals, including under an individual registration, requires prior
written approval by the CSPO and must comply with federal and
state laws, including but not limited to DEA regulations, state law
and U.S. Food and Drug Administration (FDA) regulations. Such
laws could require completion or approval of a permit or registration
or could impose reporting requirements.

b. Interstate and Intrastate Use: A separate DEA registration and/or
state license or registration may need to be obtained for use of
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Controlled Substances in research conducted outside of California
or at a non-UC location within California. For this reason, any such
use requires prior written approval by the CSPO.

c. Transfer: Transfers of Controlled Substances, DEA Listed
Chemicals, or California Precursor Chemicals, must comply with
federal and state laws, including but not limited to DEA regulations.
Such laws and regulations could apply to interstate or intrastate
transfer or even transfer between University DEA registrations or
within a University DEA registration. Such laws and regulations
could limit the transferred amount or type of drug or chemical,
require completion or approval of a permit or an order form request,
or could impose reporting or registration requirements. For transfer
of substances under the perview of the Campus Controlled
Substance Program, prior written approval by the CSPO is
required, except for transfers of DEA List Il Chemicals or transfers
between authorized locations covered by an institutional and/or
departmental DEA designation.

d. Transport: Movement of Controlled Substances off of University
property in support of an Authorized University Activity, such as
field research, requires prior approval from the CSPO.

3. Controlled Substance Analogues: Research involving Controlled
Substance Analogues, including but not limited to dispensing,
manufacturing, transferring, importing or exporting, is subject to federal
DEA regulations and other laws. Controlled Substance Analogues must
commonly be treated as schedule | or Il Controlled Substances absent
applicability of an exception which depends on a number of factors,
including but not limited to the chemical structure of the compound and
whether the compound is intended for human consumption. Due to the
complexity of this analysis, the CSPO should be contacted prior to
Controlled Substance Analogues being obtained, dispensed,
manufactured, transferred, imported or exported.

4. DEA-Exempt Chemical Preparations: Exemptions are applicable only to
the precise preparation or mixture described in the application submitted
and approved by the DEA and only for those sections of the Controlled
Substances Act and the Code of Federal Regulations specifically identified
in the application. Any change in the quantitative or qualitative
composition of the preparation or mixture or change in trade name or
other designation of a preparation or mixture may result in loss of exempt
status. Once a preparation or mixture is no longer exempt under 21
C.F.R. §1308.24, the preparation or mixture is a Controlled Substance,
and the CSA and the DEA’s implementing regulations apply.
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5. State Licensure for Research Involving Human Subjects: Only
California licensed medical personnel and researchers engaged in
Authorized University Activities and acting within the scope of their
authorized professional practice and with the approval of all applicable
Institutional Review Boards (IRB) may prescribe, furnish, dispense or
administer Dangerous Drugs and/or Devices, including Controlled
Substances, to human research subjects.

6. Research Advisory Panel of California (RAPC): Consistent with
California law, Principal Investigators planning to conduct research
projects in California using schedule | and/or Il Controlled Substances
must obtain and submit an application to the RAPC and obtain RAPC’s
review and approval. Guidance regarding the process for obtaining RAPC
review and approval can be found on the RAPC website (see Section VI.
Related Information for the URL).

IV. COMPLIANCE / RESPONSIBILITIES

A. Campus Controlled Substance Programs
1. Chancellor or National Laboratory Director

a. Provide resources to effectively administer a Campus Controlled
Substance Program;

b. Designate, in writing, a Responsible Official to establish and
oversee the program; and

c. If appropriate, execute a Power of Attorney to authorize the
Responsible Official to sign institutional DEA registrations on behalf
of the University location or to issue orders for schedule Il
Controlled Substances for Authorized University Activities. Any
such authorization must be further evidenced by a Delegation of
Authority.

2. Responsible Official

a. Establish and oversee the Campus Controlled Substance Program
in accordance with DEA regulations and best practices, as well as
this Policy;

b. As designated by the Chancellor or National Laboratory Director,
the Responsible Official shall:

i. Designate one or more individuals, such as the CSPO, to
implement and manage the program and ensure that any
such designee receives training and/or has experience in
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California and federal laws governing Controlled
Substances;

ii. If authorized through a Power of Attorney, sign all DEA
registrations on behalf of the UC or National Laboratory
location of the UC Regents or sign a Power of Attorney to
authorize the CSPO or additional individuals to sign such
DEA registrations; and

iii. If authorized through a Power of Attorney, obtain and
execute order forms for schedule Il Controlled Substances or
sign a Power of Attorney to authorize the CSPO or additional
individuals to obtain and execute such order forms.

The authorization by the Responsible Official for other individuals to sign
registrations or obtain and execute order forms set forth in section

Authority.

Notwithstanding the foregoing, nothing shall restrict the Chancellor or
National Laboratory Director from directly assigning to the CSPO the
through a Power of Attorney, rather than assigning such authority to the
Responsible Official.

3. Controlled Substance Program Officer (CSPO)

a. Implement and manage the Campus Controlled Substance
Program on a day-to-day basis as the Responsible Official’s
designee (such as personnel from Environment, Health and
Safety).

b. If delegated the authority through a Power of Attorney, the CSPO
may sign registrations and/or obtain and execute order forms as

c. The CSPO shall receive training and/or have experience in
California and federal laws governing Controlled Substances.

4. Materiel Management / Procurement

a. Procure Controlled Substances, DEA Listed Chemicals, and
California Precursor Chemicals for Authorized University Activities
in compliance with DEA registrations, University or National
Laboratory policies and procedures, and the location’s Campus
Controlled Substance Program.
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b. The task of procuring Controlled Substances, DEA Listed
Chemicals, and California Precursor Chemicals for Authorized
University Activities may be delegated to department purchasers
with approval from the CSPO.

5. Authorized Individuals

a. Understand their responsibilities within the Campus Controlled
Substances Program; and

b. Comply with DEA regulations, Campus Controlled Substances
Program, and University or National Laboratory policies governing
the acquisition, use, storage, transfer, and disposition of Controlled
Substances.

B. Patient Care and Clinical Controlled Substance Programs
1. Chief Executive Officer for Each UC Health System

a. Designate the Chief Pharmacy Officer to establish Controlled
Substance Controls in the University hospital pharmacies and in
any other University hospital licensed spaces, including provider-
based clinics, affiliated with that UC Health location.

b. Designate an individual or individuals to establish Controlled
Substance Controls with respect to any other facility affiliated with
that UC Health location where Controlled Substances are stored.
Such facilities include but are not limited to clinics that are not listed
on the hospital license.

2. Chief Pharmacy Officer for Each UC Health System

a. Establish Controlled Substance Controls in the University hospital
pharmacy and in any other University hospital licensed space,
including provider-based clinics.

3. Medical Affairs & Governance Office at Each UC Health System

a. Ensure that physicians that require DEA practitioner registrations
provide evidence of such registrations to the Medical Affairs &
Governance Office.

b. Ensure that physicians using the hospital’s institutional practitioner
electronic prescribing application submit verification of identity as
required by 21 C.F.R. §1311.

4. Controlled Substance Practitioner
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a. Every individual who orders, prescribes, administers or dispenses
Controlled Substances for clinical use or human subjects research
is individually responsible for compliance with their DEA registration
and federal and state laws and University policies.

V. PROCEDURES

Each UC location is responsible for developing procedures for the Campus Controlled
Substance Program that align with this Policy and applicable federal and state
regulations.

VI. RELATED INFORMATION

Federal Food, Drug & Cosmetic Act, 21 U.S.C. §§ 301-399i Federal Controlled
Substances Act of 1970, 21 U.S.C. §§801- 971 and implementing regulations at 21
C.F.R. §§1300-1399
(https://uscode.house.gov/view.xhtml?path=/prelim@title21/chapter13/subchapter1&edit

ion=prelim)

DEA'’s Diversion Control Division’s Exempt Chemicals Preparation List
(https://www.deadiversion.usdoj.gov/schedules/exempt/exempt chemlist.pdf)

California Business & Professions Code Division 2, Chapter 9, Article 2 §4021, 4022,
4059, and 4059.5.

(https://leqinfo.leqgislature.ca.qgov/faces/codes displayText.xhtml?lawCode=BPC&divisio
n=2.&title=&part=&chapter=9.&article=2.)

California Uniform Controlled Substances Act, Health and Safety Code §11100-11651,
and implementing regulations at 11 California Code of Regulations §§800-810.7
(https://leqinfo.legislature.ca.gov/faces/codes displayexpandedbranch.xhtml?tocCode=
HSC&division=10.&title=&part=&chapter=&article=)

Research Advisory Panel of California ( https://oag.ca.gov/research)

University of California Board of Regents Bylaw 32. Officers of the University
(https://regents.universityofcalifornia.edu/governance/bylaws/bl32.html)

U.S. Safe and Drug-Free Schools and Communities Act (20 U.S.C 1145g; 1011i; 34
C.F.R. Part 86)

U.S. Drug-Free Workplace Act of 1988 (41 U.S.C. §8101 et seq.)

UC guidance on use and possession of marijuana on UC property
(https://www.ucop.edu/safety-and-loss-prevention/environmental/program-resources/uc-
smoke-free/marijuana-and-drug-policy.html)
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University of California Contract and Grant Manual, Chapter 3-600 (Controlled
Substances & Drugs and Narcotics (https://www.ucop.edu/research-policy-analysis-
coordination/resources-tools/contract-and-grant-manual/chapter3/chapter-3-600.html)

VII. FREQUENTLY ASKED QUESTIONS

Not applicable.

VIIl. REVISION HISTORY

This Policy was revised to incorporate changes effective XX, 2023 to (1) specifically
describe the scope of duties of the CSPO and the Campus Controlled Substances
Program; (2) define the Campus Designation form of DEA Registration; (3) provide
more specific procedures regarding Powers of Attorney; (4) specifically address
requirements applicable to DEA Registrations other than Campus Designation DEA
Registrations, such as individual schedule | DEA Registrations; (5) provide additional
guidance as to import, export, interstate and intrastate use, transfer and transport of
Controlled Substances, as well as Controlled Substances Analogues and DEA-exempt
chemical preparations; and (6) establish responsible units and individuals for patient
care and clinical Controlled Substances Programs.

This Policy was reformatted into the standard University of California Policy template
effective June 1, 2012.

IX. APPENDIX
Not applicable.

DMS 115 17 of 17



	(Systemwide Senate Review) Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching
	Exec JS-KC-Presidential-policy-BFB-BUS-50-controlled-substances-research-teaching
	JS-KC-Presidential-policy-BFB-BUS-50-controlled-substances-research-teaching
	James Steintrager         Chair of the Assembly of the Academic Senate
	Telephone:(510) 987-9983       Faculty Representative to the Regents
	Email: james.steintrager@ucop.edu       University of California
	1111 Franklin Street, 12th Floor

	All Senate Comments BFB-BUS 50
	UCB-BFB-BUS 50 Controlled Substances wEnc-03_18_2024
	UCB-BFB-BUS 50-Controlled Substances-03_18_2024.pdf
	COR2DIVCO_BFB-BUS-50-Final.pdf

	UCD_DavisDivision_BFB-BUS-50
	final_DavisDivision_BFB-BUS-50.pdf
	committee_responses.pdf
	COR.pdf
	GC.pdf
	SOM.pdf
	CBS.pdf
	COE.pdf
	SON.pdf


	UCI Response - Proposed Revisions to Presidential Policy BFB-BUS-50 with attachments
	Irvine Response - Proposed Revisions to Presidential Policy BFB-BUS-50
	CORCL-Presidential Policy on Controlled Substances Use in Research and Teaching FINAL
	CTLSE Memo Re SW Proposed Revisions to Presidential Policy BFB-BUS-50 FINAL

	UCLA Senate re UCOP BFB-BUS-50_2024-03-20
	Exec Response  - EB re UCOP BFB-BUS-50_2024-03-14
	GC Final Response  - 2024-03-05_GC to EB re Presidential Policy BFB-BUS-50 Controlled Substances Use in Research and Teaching

	UCM 4.03.20DivCo2ChairSteintrager_ControlledSubstancesResearchTeaching
	2024.03.20DivCo2ChairSteintrager_ControlledSubstancesResearchTeaching
	Committees Comments Controlled Substances in Research
	COR2SenateChair_Presidential Policy_Controlled Substances Use_2-23-24
	2024.2.26CRE2SenateChair_Presidential Policy BFB-BUS-50_Controlled Substances Use in Research and Teaching
	2024.2.26FWAF2SenateChair_ControlledSubstances
	2024.02.26_GC2SenateChair_Presidential Policy BFB-BUS-50 Controlled Substances Use in Research and Teaching


	UCR reBFB-BUS-50
	UNIVERSITY OF CALIFORNIA, RIVERSIDE

	UCSD BFB-BUS-50 Controlled Substances Use in Research and Teaching Response UCSD
	UCSF Hetts2Steintrager_UCSF Controlled Substances_03-24
	UCSB-divisional-response-controlled-substances
	UCSC_AC_PropPresPolBFB-BUS-50ConSubRes_032024
	Re:  Systemwide Review of Proposed Presidential Policy BFB-BUS-50: Controlled Substances Use In Research and Teaching

	UCORP-comments-revised-conrolled-substances-policy
	UCFWtoAC re BFB BUS 50 Controlled Substances March 2024


	Exec Divisional Response  - EB re UCOP BFB-BUS-50_2024-03-14
	GC Final Response  - 2024-03-05_GC to EB re Presidential Policy BFB-BUS-50 Controlled Substances Use in Research and Teaching
	Exec Presidential_Policy_Systemwide_Review_Cover_Letter_BUS-50 Controlled Substances_2024.01.10
	Exec UC-RK-12-0077_Controlled Substances_Tracked Changes_2024.01.10
	Exec UC-RK_BUS-50_DRAFT REVISION FOR SYSTEMWIDE REVIEW_CLEAN_2024.01.10
	BFB-BUS-50: Controlled Substances Use In
	Research and Teaching
	Table of Contents
	I. Policy Summary
	II. Definitions
	III. Policy Text
	IV. COMPLIANCE / RESPONSIBILITIES
	V. Procedures
	VI.  Related Information
	VII. Frequently Asked Questions
	VIII. Revision History
	IX.  APPENDIx



		2024-01-10T11:00:32-0800
	Digitally verifiable PDF exported from www.docusign.com




