Environmental Controlled Substances
Health & Safety Program (CSP)

Issued: 10/31/2023

UC

Controlled substances (CS) are drugs or chemicals whose manufacture, possession, and use are regulated
by the government. UC Irvine currently maintains federal Drug Enforcement Administration (DEA)
departmental registrations governing the use of CS for research, veterinary, and teaching purposes.

Guidelines

UC Irvine's CSP policy and Procedure (PDF) describes authorization to conduct work with CS, employee
and institutional responsibilities, and operational requirements. The CSP is managed by the CS Program
Coordinator in Environmental Health & Safety (EH&S).

Principal Investigators (Pls) are required to apply for a Controlled Substance Use Authorization (CSUA)
with EH&S to possess, use and store controlled substances/ precursor chemicals for research.

Determine if the drug is a controlled substance

1. To determine if the drug is a controlled substance, please visit the following link:
https://www.deadiversion.usdoj.gov/schedules/orangebook/c cs alpha.pdf. This link will provide you with
the name of the substance, the DEA number, the schedule number, and other common names for the
substance. This information will be useful when completing your CSUA application.

2. To determine if the chemical requires a CSUA, please visit the following websites:
e Drugs and Chemicals of Concern
e List | chemicals
e California Department of Justice Precursor Chemicals- Only pages 1 and 2 are applicable.

3. Still not sure, please send an e-mail to the CS Program Coordinator at occhlth@uci.edu and provide the
names of the controlled substance/precursor chemicals to be used for research.

4. The following common anesthesia or analgesia drugs such as xylazine, isofluorane, halothane or propofol
are not controlled substances. Consider storing these agents in such a way that the drugs are not visible
or accessible but they should not be stored with the controlled substances.

Once determined a CSUA is required, please download the latest application listed under Forms
(Controlled Substance Use Authorization) on our website.

Personnel CSUA Requirements
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For PI's

CSUA Application: Pl's must list all of the controlled substances (CS) or precursor chemicals they plan to

use in the course of their research during the next year. Per DEA requirements, the CSUA application is
required to be renewed annually

Completion of online training. Please log on to the UC Learning Center, type “"Controlled
Substances”, in the search box. Select “register” to complete the course. EH&S will receive the
training completion. Training renewal is required every 3 years.

Completion of Pl Screening Data Sheet - Form 1A

*An approved IACUC/IRB protocol: Depending on the purpose and controlled substance
schedule number, additional authorization or registrations maybe required. Any work involving a
Schedule | or Il controlled substance will require Research Advisory Panel authorization and
additional months for processing and approval.

Expect an audit of your lab twice per year to evaluate compliance with UCI's DEA registration
requirements. Unannounced spot inspections by EH&S will be performed to ensure preparation
for the true unannounced inspections by the DEA.

Per registration, the Federal Drug Enforcement Administration (DEA) and UCI require a controlled
substance biennial inventory to be performed and documented on a specific day once every two
years. The CS Program Coordinator will assist the Pl in preparing the inventory status for
unannounced DEA inspections. The Biennial Inventory is a snapshot of the department’s on-hand
CS Inventory at the “close of business for that day.”

All research staff that handle controlled substances or precursor chemicals must complete the
following:

Completion of online training. Please log on to the UC Learning Center, type “"Controlled
Substances”, in the search box. Select “register” to complete the course. EH&S will receive the
training completion. Training renewal is required every 3 years.

Complete Personnel Screening Data Sheet — Form 2A Authorized personnel are individuals
designated by the Pl to access and work with controlled substances/precursor chemicals under a
particular CSUA. Final approval of authorized personnel rests with the Controlled Substance
Program Coordinator following the verification of DEA required information that applicants
provide on the Personnel Screening Data Sheet.

Authorized personnel applicants must answer questions concerning:

e Felony convictions in connection with controlled substances

e Surrender of previous registrations or having a registration revoked, suspended, or denied

e Any use of narcotics, amphetamines, or barbiturates other than those prescribed to the
applicant by a physician
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How to complete the CSUA Application

There should be one CSUA form for every PI that is using controlled substances/precursor chemicals; if
you use both, you may list all of them in one application.

Example of an approved CSUA form:
1. PI INFORMATION - MUST COMPLETE APPENDIX 1A

Application Type: [X ]New [ ]Annual Renewal [ ]Storage Location Change

[ 1] Personnel Removal [ ] Personnel Addition [ ]Addition of Controlled Substance to existing CSUA #:
PI's Name(Last, First): Einstein, Albert UCI Employee #; Q9*******

Home Department: Medicine UCI.LEDU e-mail address: alberte@uci.edu

Office Address: 4560 Health Sciences Road Zot Code: 2725

Office Phone: 824-1616 | Fax Phone: 824-4535 Emergency Phone (after hours)#:949-999-9999

This is required as DEA registrations

Name of Department Chair/Director: Marco Polo are under a specific Department.

Primary Controlled Substance Lab Contact Information: (This person will be contacted for controlled
substance audits, recordkeeping, security and any shipment or ordering discrepancies). This person
needs to complete Appendix 2A:

Name : Pl or designated contact by
Pl— Campus Phone:824-6200 UCI e-mail address:contac@uci.edu

If you do not have anyone designated, this should be the

PI. All personnel need to complete the online Controlled
Substances trainina.

\4

2. FACILITY INFORMATION:
Location of Controlled Substance Use: [ X ] UCI Main Campus [ X JUCIMC [ ] Off site location:

For OIf Site Location, please provide the full address, including if out of state:

Building: Room # Shared space | Describe in detall the sforage cabinets or safe (’ Provide enough
e.g. Hewitt Hall | e.g.103 Required for locking device for the controlled substance. q . f ti
Required for all Required all (include specific security containers such as t| Information
(CS, L1, PC) forall (€S, | (CS, L1, Pc)) | Sabinet, safe, drawer, refrigerator or other) {| regarding the
P L1,PC) . Pl Comtact EH&S if this information is not yet 4 security of your lab
r available Only C5 users h -
¢ space and building.
Hewitt Hall 103 WWe will be sforing our LS in a locked steel cabinet |n | | Every building on
the laborafory. When authonzed personnel leave [ e di
X 18 e e ity | | || Compus is different.
[X INo individual's keys. For_precursor
Eaﬂ];?‘i- Pi's gl chemicals, you only
) need to provide the
L Building, Room
Building 55 201 We wall be storing our C5 in a locked steel cabinet | Number, and Shared
the lab. Door has thumb lock fingerpnint door lock g :
with audt trai Space. But if your
trail s .
[ Ino ¢| application includes
[X Jves Prs fl CS, you still need to
name;
Wilbur \ complete the 2
columns on the left.
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[ INo [X JYes Is the use location different from the storage location { Controlled substances must be returned to

approved storage location after procedure)

List procedure location(s):

Building: We take our C5 to Hewitt Hall Vivarium-only when needed to Room: 458
work on the animals after each use we inventory the use and bring back all

drugs to the locked cabinet.

Building: Room:

CS STORAGE LOCATION: Controlled substance storage locations are strictly regulated.
Contact the Controlled Substance Program Coordinator at (949) 824-1616 or occhlith@uci.edu
for more details before investing in storage facilities. All facilities must be approved by the
Controlled Substances Program Coordinator prior to use.

3. AUTHORIZED PERSONNEL required for all (CS, L1, PC)

All Personnel listed must complete the Screening Data Sheet: See Appendix 2A.
are available at htips://ehs.uci.edu/programs/occhlith/cs/Appendix 2A PSDS app

lican

Addr

Controlled Controlled Authorized to [2F
UCI E-Mail Substance Substance Pickup Controlled
Name: Last, First | e.g. anfeaten@uci.edu Screening Data training Substances at

Sheet submitted? completed? EH&S

YesMlo Yes/No Yes/No
Newton, Isaac newtonex@uci.edu Yes Yes Yes Td
Curie, Marie cmarieex@uci.edu Yes Yes Yes Tq
Mendel, Gregor | mendgex@uci.edu Yes Yes Yes Tq

Identify everyone involved
in the use of Controlled
Substances/ Precursor
Chemicals.

Everyone listed in this
section should have
completed the CS training
and Appendix 2A. If there
is any one individual
missing any of the forms
or training, the CSUA is
put on HOLD — (no orders
can be approved until
everyone has completed
all the training and
paperwork).

If you need additional rows, hit the Tab button.
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How to complete Personnel Screening Forms

Principal Investigator Personnel Screening Data Sheat
(Appendix 14)
Contmilled Substances Program - Ereronmental Healih & Safety -LICI

&1 Prncipal InvesSpgators (P filing for o Confroliad Substores Liss Ashorzation (C50UA) ana rguired to subimit o
Parona Sceening Doty Shest o EHAS, per UC] pobcies and prosedumses Sec B00-16, Sacton TI7-10 and
ACFRIMN S0 C5 broaring is requinsd pror do personral approeal per DOOP BLEESD

PL Complake CF Training and submil this fom ko EHES by

= Fax (34924 45354 E-mai {occhithdTuwo eduw)or Mail (Al EHEE fhpeefle
L& Trareng requirsd fhreaghi LT Learsing Corper. beyaced anamt, “sondrelisd subriaress”™. Training complivied o

List completion date of UC
Leaming Center cnline
“Controlled Substances”

ftraining.

Pl Mama (First Misdia Lasty lbeErt Einstean Don of minee O1R25A1ES

EEEEE
Dirtaer's Licers el § or Passpord LIEE Tl maniny [:"ﬁ'

Ui on. DF7T Labsoetos Losason: HH 103
Home Asdress- B0 T'wo Stars Lane Example, Mowhere, CA B5832

Prons humeer 28 24 1616 contaciuc sl

2o 2725

E-Mal Adinass

VWTihin thee past e years, Fove you been oonvicled of 3 felony, of sihin the past beo years. of any
TERGETEAN0T. of FE Yoll presently iormally chaeged Wih commiing & orimmal offense? (Do nm Inciuce amy
rafla: viglations, jivenie Gllenses of milary cofrvictions, exoopl by general courm-manial ) I the answer s Yes,
furmish details of conviclion, eifense, location. date, and sanftenos on addtional page ——

Yas B He

In the pas! Tree years, have you ever knowingly ussd any nanoofics, amphetamines, or arisherates, olher than
those prescribed 1o youlny a physican? F ihe answer s Yes, hamish defails on additional page

ik W he

Hiree yoU Evr suTencered A coniniled suirstance regisiration or Nad 8 coninded subrstance regieimion
PR, SUSpEnced OF denid?
s W b

—

By sigreng Dol | agines ta Somply with UCI Controlled Substarnced Program Pobcisd ard Procedures
and | aiinofize nguines of oouns and 1w enforoament .i;rEI'l".'lEﬁl'l.'I' posside pendng ChEnges of Comcions. |
understand St any ke nformation, omission of nfomabion, o mesuse of controllsd substanoess will
jeopardize my posibon wih the University. Informabion mduded heren will nod predude me bom utilzing of
controlied subsiances. in non-human ressrch at UCH, bl wil be considened a5 par of e oserall svsluaton of
quafcaions in e apglcation

The DEA requines Il an emploves whd nas knosdedge of dnug diversaen Tem hsumer emgiopern Dy 2 fellow
efmploves (5 obbgaled (o repot sud nimaton 10 a respornsible Security ofMcial of e argiiver. &1 10C1 al

Fl's must complete with
accourate informaticn.

Fl's must complete with
accurate information.

such repodis can be made conlidentialy (o the Coniroll=d Subsanoes Coord nator who wil inform the
appropriade ofcials and infale an nvestigation of the allsgations. The profsction of an imdieduals night o

privacy will be upheld nall confidental nouines.
Albert Einstein

AL B LA LA
- kb T rrey———
e P [

Principal Imsestgalor Signahre DﬂE:DﬂE{L‘EDiT

Comiraled Subidnwn s Progrom, ERES » Priome) S08-60 S200 - Faa) 3806204855 » 20T CODE 725

Pl signature required for
final approval by C5
Program Coordinator,
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Personnel Screening Data Sheet (Appendix 24)

Corfrolled Subslances Progiam - Envronmental Heallh & Safety - UG
Al proposed hand i of controlled dubataross (08 ) miusl submi & Persosal S onsenmng Dala Shesl b EH4S5, per UCH
picien onal procscurss Sec. B03-19. Sachion ?'I'.I? 10 ond 2IEFRISEN 20 05 frainng @ regered crice s parannsl
sopeaeval per S0P BUSS0.

Applicant: Corplate £5 Trarmrsy and submit e form o pour D for ssgnaburs . Rlalum form 10 EHES by a
= Fax Q408244838 ] E-mul {oochithBc sdu, or Mad (80 EHES SSU4 20T 3720

1252017

CS Trammyg requied feouph UL Lsamns Cacie: arn 4

ARG HGN AFPLICANT PRIVILEGES: [ Copignaie a8 C% Lab Comiact {Circke cne- Prirary | Seoond

% Anrhariesd Becpnl (O 1© Piiug Connsied Sulsnants Shpsants)
o
D= of Dirhc 032119

‘:'-‘ult-fww:.-m

apsdcant Hame {First Wisdie Loagy. | 388C NeEnwion

LT S )
Drieers Lics nasidD 2 or Pasepoms: N22

SEEAAEE R
Employns or le_ ﬂ'H'I

tomre neirene: 1818 Exprass Way, Nowhaere, CA 88772

a
b

List completion date of LIC
Leaming Center online
“Confrolled Substances”
traimimg.

Pl to assign applicant
privileges.

LabOfes Losasen: TIH 103 Phons Husbar D2 M Adrppy; ARt

Whehan the poei fres yeam hase pou Gessn conviched of o feiney . on withan the past fwo years of oy mesdemaandor, or are
o N with cor L] cifenap? Do ncd any halfic

£ NIy EIEbong Gotipl y gu i el Seufl-snial | I Te Orieedr i Ves, Tumioh satads of comiches, feme, EAI0N
tate, anc pamisnce on pocdnal pags
T ea W

TR QLT TR . B g mrlw.-mﬂwnuw\ﬂ S RART A O DT AN, AT A TR
praicribed 1o yiw by o pliysicaas™ I s it is Wed, Lifresh detiks on addienal page.

e e
Hain® il gyl Gamerdened & conrobsd SLbRlance regRTaien o Pad 3 COntToil] SubBlance PEQATIRen reviked,
Surhpo i g o Brieed T
] ves | s

By agring baiow, | agies 1o wilh UCFa C L Prosgram Polcien and Frocedues and |
marfhaonse inguirese of courte ans bre seiorcemesnt agescies: for poeeshis pending chamss i coneicione. | prcsreianed shag
any alnt-rrhrrrqnl:lr omesion of indomanion, oF R Of Conieplisd tubsiaacss himmdmr B [aSii0n wEh e
Fesred i il Rk pe metom n nan h o
UCL, et MIHMI‘H &5 AT o the deanall SvBluaion quﬂ:uuﬂ i1 e Bpiator.

Thaa DEA requines: frai an employse o has bnowledgs of dneg dvession iiom Risher smpioger by & lelow  smployes i
chigaied o regon s micmrator o & responpbie pacurty official of She smploesr. AL LCH gl gach reporis can be mada
confderially io e Coninolled Subesianoe Pragram Coortingior wno will indorm e appropneie oFfioois and infsabs an
et abon & Tie aliEgalesd The prolsessn ol an rdrdiudl & ieh @ pindey mil B ophel i al eosid estaal

Isaac Newton === e, 0112502017

Pl aiumhonzyion for fee s pledand (o niled Sbeoeve) i hanole andior acess tosbroled subrsiances meusd o Fl:
= a mimgrm i rmr
Prteedl MvisLgEIse Sy e Albaert Einstein

Albart Einstein

i e
- e D i

Brinaipal s £ 500 rars

Coniroled Setsiance Program. EHAS « Phors; 3838746308 Fan; 3480040505 « TOT CODE 2728

All applicants are reqguired to
complete and provide
accurate information to be
authorized users.

All applicants are required
tz complete and provide
accurate information to be
authiorized users.

Applicant and Pl signature
are required for final
approval by C5 Program
Coordinator.
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4. Controlled Substance Information required from Title 21 PART 1301.18-Research Protocols

Mame(s) of controlled substance(s) to be used: (DEA drug codes can be found at:
http:{fwnerw. deadiversion.usdoj.govw/schedules/orangebook/c cs alpha.pdf

[ X 1 Animal Protocols: All CS used in animals:

Controlled DEA Annual C5 Title of Purpose: Approved Animal | Durati Number Dosage to be | Route and
Substance Mumber | estmate for | Research Analgesia. Protocal on of and Administered | Method of
this project Project: Euthanasia. | # & Expiration Project | Species of Administration
date Research
Subjects
Pentobarbital | 2270 1 bottle Studies Euthanasla 2017-1060 exp 3 20 rats T75-100 i 7
Hemiowal Retinal mice with 412018 years moka for 80 | (IP) injection
Wound ﬂ”::"l'ﬁd minutes
Ewaluation wiih m::al
with rats spinal stem
celE
Pentobarbital | 2270 1 bottle Studies Euthanasla 2017-1060 exp 3 20 rats T75-100 i 7
Eumasal Retinal i with 412018 years moka for 80 | (IP) injection
Wound Epinal Injury minutes
Ewaluation :Iﬂ;‘b::l:;]wd
with rats spinal stem
celE
Ketaming 7285 10 bottles Studies Anaigesia, - 2017-1060 exp 3 20 rats T75-100 i i
Reinal mice Wil /2018 years maka for 80 | {IP) injection
Wound sainal injury minutes
Ewaluation lanT g
: With human
with rats spinai stem
cals. The
recovery of
maior
funcians will
be then
folowed for g
manths
Morphine] 9300 2 bottles Studies Analnesia, - 2017-1060 exp 3 2D rats 75-100 i 7
Retinal mice Wi a20ms years mgkg for &0 | {IP) injection
Wound mmﬁ . minutes
Ewaluation with a
b Th human
with rats spinal stem
cels The
recovery of
maiar
funciions Wi
be then
1 + flawed for §
maonths

List all the controlled

substances approved
on IACUC
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uman Research:
DEA

H
COHII’OI‘% Subsiance

methylphenidate)

Schedule | Estimated estimate | Purpose: IRB Protocol | Protocol Duration of
# ] Average d This is a clinical trial to determine if an optimal dose of *** is | Number Expiration Project
1724 Amount on quantity effective for the treatment of ADHD in **** patients **** years | 2009555 Date Ongoing, 6
Hand at any to be MMWDD/YY months,
Given Time/ used per efc.

56 pkg at year:
160ML 6 weeks

vy

To find the latest list of DEA # and Schedule # for

Controlled Substances and Precursor Chemicals
please visit our website under Resources

httos://ehs.uci.edu/oroarams/occhith/controlled-substances.html

f

‘ | | | | |

ocol Informa

ion (Scheduled Drugs I-V only; not for animal use)

[ 1In-Vitro prot
Controlled DEA
Substance #
Diazepam 2765

Schedule
v

standard

Purpose: Chemical reagent, TC cell stimulant, chemical

Duration of Project
Ongoing, 6 months,
Determine of melonin concentrating hormone effects™* etc.

[ ]In-Vitro USE information: (L1 and CP only; not for animal use)
DEA

Precursor Schedule | Purpose: (Chemical reagent, TC cell Duration of | Will the CP or L1 chemicals used in this
Chemical # L1 stimulant, chemical standard ) Project research be used to synthesize another
Piperidine | 2704 Agent will be used as reagent for Ongoing, 6 | controlled substance?
the deprotection of *** in solid- months,
phase organic synthesis to develop | etc. [X No
anti-tumor compound Hie
[ No
L [ Ives
To find the latest list of DEA # and Schedule # for { }sgs
Controlled Substances and Precursor Chemicals
please visit our website under Resources [ INo
httos://ehs.uci.edu/orograms/occhith/controlled-substances.htmi [ Jves

Submit the CSUA application and signed personnel screening forms to EHS at occhlth@uci.edu

The approval is contingent upon the storage meeting DEA requirements by the CS Program Coordinator.
When the storage has been approved, a CSUA # will be generated. A non-transferable approval decal will
be placed by the CS Program Coordinator on the identified storage and photo taken for the DEA.
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