IN CASE YOU MISSED THIS

On August 17, 2022, the IACUC voted to increase the frequency of dosing of meloxicam to twice a day as reasonably as
possible to 12 hours apart at the same dose (5mg/kg) in mice to provide better pain coverage.

Please ensure that all members of your research team are aware of this change.

How will this affect you and your protocol?

*The standard procedures for meloxicam in mice (oral and injectable) will be updated to say “twice a day as reasonably as
possible to 12 hours apart at the same dose (5mg/kg)” instead of “every 24 hours”.

*If you have meloxicam in your current protocol(s), the current standard procedure for Meloxicam will show as ##
ARCHIVED##.

*If you have meloxicam in your current protocol(s), you can keep using it at the 24-hour interval until the next time your
protocol is renewed or amended.

*As protocols are renewed, Meloxicam usage will be reviewed by the veterinarian and recommendations for changes in
dosing interval might be made based on type of procedures/surgeries being performed.

Standard Library
Search Q
Procedures In-Review Procedures Substances History Archived Procedures Archived Substances
Create Procedure
Create Substance Filter by @ = Name v | %MELOX | ﬂ + Add Filter % Clear All
Name SmartForm Execute Activity ~ Date Modified State Version Species Procedure Type
Analgesia: Meloxicam twice a day (Cral) [Edit or View] = Q) Actions = 9/6/2022 6:03 PM  Active 2 Rodent: Mouse Substance Administration

Analgesia: Meloxicam twice a day (subcutaneous)  [Editor view] = ) Actions = 9/6/2022 6:01 PM  Active 3 Rodent: Mouse Substance Administration
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FAQs related to the Injectable Agents Policy

EMORY ‘ Research Compliance and Regulatory Affairs

UNIVERSITY Research Administration
Institutional Animal Care and Use Committee



Technology Check

Polls

-Pop up window and you check the
answer

Annotate feature

-Upper right corner of your Zoom
window

}
&LEARN

How to annotate if you are viewing shared content

While viewing a shared screen or shared whiteboard, click View Options then Annotate at the top.

Available annotation tools

You will see these annotation tools:

v P o4 )

Taw Stamp Spotlight Eraser Format Undo

Mote: The Select, Spotlight, and Save options are only available if you started the shared screen or whiteboard.



Goals of this L&L

* Review the key messages from the Injectable Agents Policy

* Recent exemption to single-dose preservative-free saline and water
* Recent Drug alert

** Number of punctures in injectables such as Meloxicam

¢ Drug labeling

*** Mix of preservative-free (diluent or drug) with preservative (diluent or drugs)
solutions

*¢* Bup HCl and Bup SR

¢ Use of the multi-adaptor to facilitate multiple draws



Emory IACUC - Injectable Agents Policy

https://rcra.emory.edu/iacuc/forms.html

ABOUT vl ANIMAL CARE AND USE - | CONFLICT OF INTEREST  EXPORT CONTROL - RESEARCH INTEGRITY & RESEARCH SECURITY ~
I

AND COMMITMENT -~ COMPLIANCE ~
C Protocol » Policies and Training
Alllmal Care and Submission [ Guidelines ] AALAS Learning Library
Use Announcements Annual OHS Researcher Tools
Institutional Animal Care and Use Committee Meeting Schedule Screenmg

LEARN ABOUT IACUC

LTSS TSI,

This page includes the Animal Care and Use Policies and Guidelines for the use of animals in
research at Emory University.

- Adoption (PDF)

- Adverse Events Report Form (PDF)

« Anesthesia and Analgesia (PDF)

= Animal Housing Study Areas (PDF)

- Aseptic Survival Surgery in Rodents (PDF)
« Blood Collection (PDF)

« Collaborating MOUs (PDF) P ” 2
— . - e r——— o

https://rcra.emory.edu/_includes/documents/sections/iacuc/forms/366_injectable_agents.pdf




Key messages from the Injectable Agents
Policy

1. Reconstitution, storage and use of pharmaceutical and non-pharmaceutical
drugs

2. Inspect bags/bottles for evidence of contamination

3. Leave refrigerated drugs to come to RT before use in animals

4. Transferring drugs to a secondary container

5. Labelling drugs

6. Conditions for drugs that may be used up to 30 days after date of first use
7. Use of single-use drugs (without preservative or bacteriostatic)

8. Additional requirements for controlled or dangerous substances



Emory IACUC — Exemption to the Injectable
Agents Policy

https://rcra.emory.edu/iacuc/researcher_tools.html

EMORY UNIVERSITY

Research
Research Compliance and Regulatory Affairs
|
ABOUT vl ANIMAL CARE AND USE - § CONFLICT OF INTEREST  EXPORT CONTROL - RESEARCH INTEGRITY & RESEARCH SECURITY ~
: AND COMMITMENT ~ COMPLIANCE ~
o Protocol Policies and Training
Anlmal Care and Submission Guidelines AALAS Learning Library
Use Announcements Annual OHS [b Researcher Tools]
Meeting Schedule Screening

Institutional Animal Care and Use Committee

LEARN ABOUT IACUC

10T T

frequently asked questions related to Animal Care and Use at Emory University.

Using Buprenorphine HCI and Buprenorphine SR in Mice and Rats

Education and Training Requirements Checklist

Drug Alert for Injectable substances used in animals with limited number of punctures and

expiration date

l Exemption for using single-dose non-bacteriostatic sterile injectable saline or water ] PO” 3

https://rcra.emory.edu/_includes/documents/sections/iacuc/forms/exemption-single-dose-non-bacteriostatic-sterile-diluent.pdf




Key message from the Exemption to the
Injectable Agents Policy

* The exemption allows the use of the single-dose saline and water for all
routes, up to 30 days.

* The solution must be filtered with a sterile 0.22 um or smaller porosity filter.

* The filtration process must be done every time for all routes of
administration past 24 hours, except for SC administration which is allowed,
without filtration, for up to 30 days.

* Use in immunocompromised animals is still limited to the first 24 hours.

* This exemption is only applicable to mice, rats, hamsters, voles, spiny mice,
gerbils.



Emory IACUC — Drug Alert for some injectables

https://rcra.emory.edu/iacuc/researcher_tools.html

EMORY UNIVERSITY
Research

Research Compliance and Regulatory Affairs

CPNFLICT OF INTEREST  EXPORT CONTROL -~ RESEARCH INTEGRITY & RESEARCH SECURITY -~

ABOUT ~ flIHﬂL CARE AND USE -
D COMMITMENT ~ COMPLIANCE ~
o Protocol Policies and Training
Anlmal Care and Submission Guidelines AALAS Learning Library
Use Announcements Annual OHS D[Researcher Tools ]
Meeting Schedule Screening

Institutional Animal Care and Use Committee

LEARN ABOUT IACUC

= This page mcludes documents created by the JACUC to provide guidance and clariication on

frequently asked questions related to Animal Care and Use at Emory University.

Using Buprenorphine HCI and Buprenorphine SR in Mice and Rats

Education and Training Requirements Checklist

[Drug Alert for Injectable substances used in animals with limited number of punctures and ]

expiration date

Exemption for using single-dose non-bacteriostatic sterile injectable saline or water

Poll 4

https://rcra.emory.edu/_includes/documents/sections/iacuc/forms/drug-alert_injectables-with-puncture-date.pdf




Key message from the Drug Alert for drug
expiration

« Some injectable analgesics include the expiration date and the
maximum number of vial punctures as a set point for expiration.
* Meloxicam: Alloxate, Loxicom and Eloxiject
« These conditions apply to both the stock bottle and to workina
containers (for example dilutions produced by the laboratory)
* What to write on the bottle
» Date of first puncture
* Determine how the number of punctures will be tracked
* Optional: use a multi-dose adaptor to maintain sterility

https://www.shopmedvet.com/product/jorvet-needle-free-multi-dose-vial-adaptor



Why to inspect the drug?

Use the annotation tool to write why you think
inspecting the bottle or bag before administering to
your laboratory animal is important




Why to inspect the drug?

1. To detect particulate in the solution
2. To detect precipitates
3. Observe integrity of bottle or bag, 1s it still sterile?




Why to read the label?

Use the annotation tool to write why you think
reading the label before administering the drug to
your laboratorv animal 1s important

I'F g
WARNING NDC 55529-040-11 Indications: Dogs: For the control of pain and
Repeated use of meloxicam in cats has been i (I  inflammation associated with osteoarthrits.
associaled with aculs renal e and death. Loxicom®™ Cats: Forthe conrolof postoperstive pain and
Do not administer additional injectable or oral (meloxicam) e intiammalion associate ] With ort “ﬂ; IC sUrgery,
meloxicam to cats. See Contraindications, 5 mo/mL p :mgilgt:trghamwﬂ o rgﬁrsftraiwn en
Warnings and Precautions for detailed information. : Refer to package insert for complete dosage and

: - . Solution for . Net
Warnang: Not for use in humans. Keep this and all Laet .| administration mformation.
medications out of reach l:n‘l:hilfdrvm,l:I Ir'uectm.r.!__ Sl i

20 mL
Store at controlled room temperature, 68-17°F e e
{N-EET}. Use ‘n"g"[ﬂ'iiﬂ 180 dﬂ]fg offirst puncture and CAUTION: Federal law restricts this

drug to use by or on the order of a Lot Na.:
P‘““ElﬂlrE a maximum of 51 times. licensed veterinarian.
Made in the UK imfﬂ': FDA under Exp. Date:

105670L03 Rev. 10/2018

Nowr BT R0 oo Donothemirsland o
EWIY, , L0, Lhown, ern Irela .




Why to read the label?

1. Expiration date
2. Warnings
3. Puncture number limit and use by date

=
NDC 55529-040-11 Indications: Dogs: For the control of pain and
Repeated use ulmmﬂm?ﬂs has boan : ® i inflam matiunugsﬁmamd with ostaoarthritis.
associated with acute renal failure and death. Lox icom Cats: For the control of postoperative pain and
Do not administer additianal injectable or oral (meloxicam) inflammabion assoctated with orthapedic surgery,
meloxicam to cats. See Conrandications, b oalval gmgfﬂéhﬂmwﬂa&dﬁg alon when
wWa@g;i?quca@Emh dE::mbd ;rinnn;tx:; Solution for & Net HEfE.FI'mEﬁéﬂﬂrémr complete dosage and _,
arning: Not for use in humans. Keep this and a  acti .| administration mformation. =
medications outofreach of chidren. PJeCEOn _ B 8
ke st eniter Lo e c s be e n by e GO 1T - o e
(20-25°C). Use within 180 days of first puncture and |  GAUTION: Federal law restricts this . a
puncture a maximum of 51 times. ELEEJE::ES%:W‘E.ET* ordarore o P
Notbrook aboratres Lirited % P s
Newry, BT 356PU, Co. Down, Northern Ireland , =]




Labelling drugs

using the annotation tool, indicate
what information should be
written on the bottle after first
use




Labelling drugs

Date of puncture

Labelling of the bottle

Expiration date is 6 months
later after puncture -unless

the expiration date on the
bottle is earlier than 6-mo

after first puncture
Researcher Tool

Using Buprenorphine HCl and
Buprenorphine SR in Mice and Rats:
https://rcra.emory.edu/_includes/doc
uments/sections/iacuc/forms/buphcl_

bupsr.pdf




Labelling drugs — secondary container

Type | Borosilicate vials for sterile dilution

Name of the drug

Date that the dilution was made

SPRENORPHE -
HCI INJECTION
i

IM OR IV

Rt

Rx ONLY

'#'E asfetjana - Earliest expiration date for either drug or diluent




Labelling drugs

DATE EXP. INITIAL
EDOPENED o DATE ~

©1988

https://www.amazon.com/PHARMEX-1-370-Permanent-Opened-
Yellow/dp/BO0U2H522C/ref=pd lpo 3?pd rd i=BOOU2H522C&psc=1



https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.amazon.com%2FPHARMEX-1-370-Permanent-Opened-Yellow%2Fdp%2FB00U2H522C%2Fref%3Dpd_lpo_3%3Fpd_rd_i%3DB00U2H522C%26psc%3D1&data=05%7C01%7Cevargas%40emory.edu%7Cda53775227604aee457e08da8a8e062c%7Ce004fb9cb0a4424fbcd0322606d5df38%7C0%7C0%7C637974639840467699%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=jEi8e7CGzxb3ysiiUmc7yxCBgHDU7NNPMcNcfpATMyk%3D&reserved=0

Single Use Drug — assess the use of this
drug

O Drug name: Bupivacaine

O Preservative free

O Use by date 6/17/2022

(1 Need to use it on 3/5/2022

1 To be used IM in immunocompetent mice
O Can you use the exemption?

O What type of diluent would you use?

Provide the information to be

. * : TION, NERVE |
written on the label LOCK. CAUDAL, an

IDURAL ANESTHESIA




Assessment for using Bupivacaine

O Drug name: Bupivacaine

O Preservative free

O Use by date 6/17/2022

(1 Need to use it on 3/5/2022

1 To be used IM in immunocompetent mice
O Can you use the exemption?- YES

O What type of diluent would you use? Saline

2
Q
=
-<

' Bupiv

NOC 63323-186-10 918510 ' HCl Injeciion

I

R
—
AI
T
=
=
~
e
=
i
<

SODIUM CHLORIDE ¢,
INJECTION, USP &
DATE EXP. INITIAL 0.9% _ R R ATIONR "E“ﬂ" ._
OPENED DATE g FOR DRUG DILUENT USE. Recely 7 SLOCK, CAUDAL, an
- L i 3 STHES
“sr512022 4512022 | EM B 10 ML single Doseviy &% FIPURAL ANES

PRESERVATIVE FREE
10 mL Single Dose Vi#

Pharmaceutical Grade




Assess the use of this drug

50 m.
Drug: Bupivacaine, 50 ml bottle 125% Bupivacaine

. l;IV""Mhlt.)ride Injection, USP :.‘
Expiration: February 2024. SmgisomL (25mg/nl)

or ¢
Number of punctures: one time on 8/10/22. -f
Drug label does not specify how many punctures or how long after first “m’w’“
puncture it expires
Species: Mice

Immunity status: immune-competent

Bupivacaine is currently on backorder from multiple vendors.
Do you have a recommendation as to where to order a replacement

bottle? Or can we get approval to use the stock bottle past 30 days as long

as we log the punctures and do not go past 180 days from the first one or
a certain number of punctures?

.
AAINQ  hydrochloride, anhydrous
ey 2.5 mg; sodium chloride
ton, USP 8.6 mg; melhﬁparahenh:;;?
added as preservative.
mg!m]_] contain NaOH and/or HClfor
h pH adjustment. Sterile, =
nonpyrogenic. Usual dosd®
and route of administratio:
o Seeinsert. Store at 2010
(68 to 77°F). [See USP'
Controlled Room
Temperature.]

=
—
—_—
L=

=
=
=

-~
M~
]
~
~N
-
<
<
a




Single-dose or Multiple-dose

Drug: Bupivacaine, 50 ml bottle
Expiration: February 2024. rutioide mectiont? 3
Number of punctures: one time on 8/10/22. | ‘Imﬁmmﬁﬂl ]
Drug label does not specify how many punctures or how long after first -j
puncture it expires e

Species: Mice
Immunity status: immune-competent

Does the single-use exemption apply?
Do we need to log the # of punctures ?

ANSWER:

This stock bottle of Bupivacaine is multi-dose vial as stated in blue on the
label. Thus, the alert about single dose use vial does not apply here.
Regarding the number of punctures, this applies only applies to bottles __
which have that particular labelling on them. This bottle does not have 5 © Rt
the labelling, so that also does not apply here. This stock bottle of R . AR
Bupivacaine can be used until it expires. = .

; tame hydrochloride, anhydrous
ey 2.5 mg; sodium chloride

ton, USP 8.6 mg; methylparaben 1mg

A mgl[mu added as preservative. May

—_—
'1‘-__-_&
%
-“."‘-

ﬁ:
t—
%

contain NaOH and/or HClfor
PH adjustment. Sterile: ;
nanpyrogenic. Usual dosd® 5=




Single Use Drugs and Buprenorphine

O Drugs marked Preservative Free or Single Use
may be given for up to 24 hours after opening
for any of the approved routes of
administration of the drug -i.e. IV, IP, SC, IC or
IM

(1 Read the label, if there is a puncture
limit, you need to write the date of
first puncture and 6-month
expiration date (check expiration
date)

O If drug may be diluted, it must be diluted with
a preservative containing diluent like
bacteriostatic saline into septum topped vials,
or apply the Emory IACUC exemption

Buplv i

iCl Injection

AUROMEDI

)+ INFILTRATION, NERYE
;LOCK, CAUDAL, ':.\
'IDURALANESTHES g

PRESERVAT!VE FREE |
10 mL Single Dose V¥

n:l
30 mL muiiple-dose . W
Bacteriostati¢ '
0.9% Sodium
Chloride :
Mjection, USP ot :

Lot e2-18%




Use of Buprenorphine HCl and Buprenorphine ER (SR)

Buprenorphine HCI Buprenorphine Extended Release
(SR)

Administer every
72 hours

Storage in double
locked safe box

Requires prescription
provided by DAR
veterinarian

Cannot be diluted

=
e
R
=

https://rcra.emory.edu/_includes/documents/sections/iacuc/forms/buphcl_bupsr.pdf



Important notice from ZooPharm

In order to remain compliant with the most current regulatory guidelines. we are

updating the labeling on our SR formulations from Buprenorphine and

Meloxicam SR to Buprenorphine and Meloxicam ER. The extended release

formulations are designed to release the medications for up to 72 hours post a . - -
single subcutansous injection.

H::.: _: Melsie u!itn-l'l" E‘_-‘.":."
Rest assured, there are no changes to the formulations, the only change is to the S22 % ,;:“::,_ é
name on the label. The label change will take effect on July 1, 2022. = —
S/

We know that any chanze, no matter how small, can be difficult. If you have any
questions, please call our Custormer Service Team at (564) 523-9314.



Other Links

https://rcra.emory.edu/oric/controlled-substances/index.html

CONTROLLED SUBSTANCES (-]

Controlled Substances are drugs for which there is a potential for abuse/addiction. Controlled Substances are divided into Schedules I-V
depending on their medicinal value and potential for abuse. A general list of Controlled Substances (PDF) as defined by the Drug Enforcement
Agency (DEA) is available. Individual states can include additional substances as Controlled Substances over and above substances on the DEA
list. Here are links to the lists of Georgia Code Schedule I, Schedule II, Schedule III, Schedule IV, and Schedule V Controlled Substances.

Different legal and policy requirements apply to investigators performing research using controlled substances and to health care and
veterinary practitioners using controlled substances to provide care to patients/clients.

The Policy for Research Use of Controlled Substances at Emory University governs investigators who are performing research using Controlled

Substances, while practitioner licensing requirements and health care facility policies govern medical/veterinary practice use of Controlled
Substances.

Review our FAQs page for a review of State and Federal Requirements regarding the applicable laws/regulations and Controlled Substances
Policy.

Use this template SOP for the management of controlled substances schedule L.

DANGEROUS DRUGS (4



Thank you for your attendance
Questions?
We are here to help:

Office number: 404-712-0734
Office email: IACUC@emory.edu



Winners of a $20.00
Amazon Gift Card

Rachel Jang
Micah Chrenek




IACUC Voluntary Self-paced Continuing Education
The IACUC Office is sponsoring a VOLUNTARY Continuous Education opportunity for personnel handling animals or who
are related to animal care and use (researchers, animal care staff, faculty, administrators, members of the IACUC).

Individuals who receive a completion certificate for at least one course from the list provided below will be invited to a
luncheon with the Institutional Official, Dr. Robert Nobles. The first luncheon will be held early in December.

The list of courses from the AALAS Learning Library to complete at your own pace and voluntary

Common Health Conditions of Mice (multiple modules)
Maintaining Animal Procedure Areas

Common Compliance Issues

Refresher working with the IACUC

AVMA Guidelines for Euthanasia of Animals 2020
Transgenic Animals (multiple modules)

Again, this is a VOLUNTARY self-paced continuing education initiative and will not influence your IACUC protocol.

At least one of the courses will need to be completed in the AALAS Learning Library between September and November
30, 2022.

Submit your certificate of completion to iacuc@emory.edu.
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