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Agenda %

What is an animal research protocol and why do we need them? 14

SN TCE , BTN AT

What common items are found in an animal protocol? z/47)1/ & Hr R &L
e IR <=

Common protocol submission issues & W, 15 2 B ) 0] il

Questions? [n) ;8 ?
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Disclaimers... E8H. . . —

We are not here to tell you what to do! T TR JUA S Rz T 4
!

We are here to share our experiences on IACUCs &A1k 2 = FH 1L

s B AT & i 2

Share what we look for when we visit Contract Research Organizations
(CROs) 7 ZA 1 & & FIWF 5 414, (CRO)MH L4

IMPORTANTLY'...to give you ideas on how improve your animal care
and use program HE (] : A PRAT I gk sh A BE AT R 7 ZEpe it
FELand




What is an Animal Research Protocol and Why
Do We Need Them?

T ARV R I E, BN ATE?

- Concise description of animal study %} s 57 1w B r 3k

» Agreement (contract) between Principal Investigator (PIl) and the
Institutional Animal Care and Use Committee (IACUC) i & 57 it (PI)
NS E B XA ZE i 4s (IACUC)Z Al il (& A




United States Requirements 3 [E

» Review of proposed animal studies involving the care and use of

animals is mandated by: X S R I . BT 2L B AT
R, AR

— Animal Welfare Act (USDA) sh¥itEAlikZ  (SEERERD
— PHS Policy 7~ HAd 5k 55 BUE

— ILAR Guide for the Care and Use of Laboratory Animals (AAALACI)

ST (S22 FAE FIE ) (RS2 2T
(RN TR B )




Protocol Non-Compliance 1/} & 51 [ 35 #

Denied access to animal facility /~ 78 F3F A4 1% it

Report findings to federal agencies [7) B FHLAFR & B A 20 )
— May lose funding! 1] #8297 % 4

Lose privileges to work with animals 22154 TAE R4 AL
Lose your job! & T /R TAE !




Other Significant Outcomes H

« Delayed Studies HF77#EiR
« Repeat Studies 157 B Al
« Produce “bad” data ;=4 “h"




Animal Rights Zh#AH]




The “Perfect” Protocol “5ZK"hE

Well thought out £ 1 225 % [&
Well written ‘5 15 4
Submitted on time %A

Everyone is happy A A\ #B 2%




Protocol Title P& & H

Personnel (Pl and secondary
investigators) Aot CEEHFST i1 A
NEIT i)

Animal Information (Zh¥){= 5D
Study Objectives 57 H [

Rationale for Animal Use Zh#)4% FH (1
H

Husbandry Requirements 17555k

Experimental Design and Animal
Procedures S5 i iH M54 4k

IR R L 23K ?

What Common Items are Found in an Animal

Protocol? st e

Surgery TR
Anesthesia/Analgesia R /425
Endpoints & 45 /4

Pain and Distress Classification %
YR 4R

Alternatives £ 4t
Disposition of animals z/j4 4b B
Hazardous Agents & [ 1471

Pl Assurances & W5 R B ARIE
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Protocol Title 1} €& H

Focuses IACUC on what the study is about [/]IACUC & H} BRI 5T
2

Clear and concise Ji 2% ifij fai °H
Species Yt

Spell out acronyms (e.g., SC, IM, BOT, MR, etc.) &#f 455 (ln SC
, IM, BOT, MRI%)




Personnel \ i

Principal Investigator & #1570

— Ultimately responsible for study conduct X}/ 5347 b &1 57

Study personnel (secondary investigators)iF5t A it (N @5 H)
— Read and follow protocol [ i3z 3% 57 ) 22

Contact Information Bt &1 B
— Discuss issues % |n] @it
— Emergency procedures M = il %

May provide relevant employee background information ] §& 7] A< A
RRMEE =E R
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Animal Information 5141

- Species (common name and/or scientific name) ¥ Ci & F/E %
&%)

— Monkey vs Cynomolgus (Macacca fascicularis) ¥+ *F &N (
Macacca BB %)

 Strain name i &4

— Use correct strain names! 1§ F IEffa ) ok &2 44 !

. |sita C57/BL6? Or C57BL/6? Or C57bl6? Or B6? /&C57/BL6?
Bk C57BL/6? 8¢ C57bl67?

« Give a reference it 5%

« Number of animals requested annually or every 3 years 44 844534 75

LA s AR




Study Objectives 5% H K]

Why is this study important? X/MfF5 AT A B E?
What is the purpose? 14 HHJ?
What are the benefits? ML 75 2

Describe in lay person terms JH A )G & iR




Rationale for Animal Use 1§ FHZh 47 3 |

« Why must a specific species be used? KA LA YIF?
« Can a lower species be used? AJ LUK — A 4R 2
« Animal number justification z)4)% H i i

— Statistics &1

— Historical data /75 J2 %3
— Group size 411 K/D
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Husbandry Requirements TAFFE K

Special diets: name the diet; who provides it FFIN & : 2K, HEFAE

Special water: name agents added to water; who will provide it;
frequency given; special handling, labeling, disposal, etc. FpiRK: 7K
IS NG A PR wERRdE; RRRBe I, Frid, AbESE

Fasting: arrangements, duration, frequency 2. 22HE, R, %

Special housing: metabolism caging; altered light cycles, etc. ¥ 15

AR BRI AR SR




Husbandry Requirements TAFFE K

e Enrichment 2EV5=E S

 Special handling of caging J& 1 4 ik AL B
— Exposed to chemotherapeutics, infectious diseases, isotopes %l

2T A, AR5, [FIALER




Experimental Design and Animal Procedures

SEIG BV B )R

« Provide details on how study is conducted; tells a clear, concise story
of all nonsurgical procedures that will occur (e.g., study design) $#& it

JESZEG A T fhd—ANERE . R PTE E AN SETFARS RN E
W, BRSEBE)
« Give sequence of when procedures will be performed Zi4TH) 20 IR {%
IR
— Day 0: animal are injected with.... Z50x: )W T -
« Dose, route, volume, frequency #ll&, 7720, AT, Fi%
— Day 3: Animals are bled ZE3x: @4 KL

« Route used, amount to be collected; frequency /7, &=,




Experimental Design and Animal Procedures

SEIG BV B )R

— Day 7: animals are euthanized 7 KX: 3% ;KA
« Method of euthanasia ‘% sk %F 7 ¥4
« Euthanized then samples collected % 5k AF J5 FF i B A

 Anesthetized, then perfused, exsanguinated, etc. kI, 4R )5 %E
VE, UM/ I




Protocol Title P& & H

Personnel (Pl and secondary
investigators) Aot CEEHFST i1 A
NEIT i)

Animal Information (Zh¥){= 5D
Study Objectives 57 H [

Rationale for Animal Use Zh#)4% FH (1
H

Husbandry Requirements 17555k

Experimental Design and Animal
Procedures S5 i iH M54 4k

IR R L 23K ?

What Common Items are Found in an Animal

Protocol? st e

Surgery TR
Anesthesia/Analgesia R /425
Endpoints & 45 /4

Pain and Distress Classification %
YR 4R

Alternatives £ 4t
Disposition of animals z/j4 4b B
Hazardous Agents & [ 1471

Pl Assurances & W5 R B ARIE




Surgery =

Location, personnel performing surgery Hi &, T RigE/E#H

Clear concise description of surgery, species, preparation of surgical

Aseptic procedures (use of surgical gloves, masks, sterile instruments,

area) I E (HFEARTFE, MWE, LR, HJj)

Major objective procedures on non-rodents only conducted in facilities
intended for that purpose =EMk 42834 K 1HRA1E R e /e % Atk B isett
A T

Multiple major survival surgeries require scientific justification and
approval by IACUC K1) 2 IR A7if T AR 2 B2 2 i AACUCH] [l &




Surgery =

« Pre-, peri and post-operative care - Ruj. 1. J5iH
Anesthetics, Analgesics FEli%, FH
Monitoring equipment ¥ =1 25
Frequency of monitoring and by whom ¥ #5455} A B
Expected signs of pain/distress T 112 /95 15 (IR
Removal of sutures/staples 4%£&/4] 7k
Antibiotics Hi4 %

Documentation in animal medical record 7Ezh¥) B 7 i 55 W & E




Non-Survival Surgery JEFTE=

-« Level of aseptic technique to be used I TCF AR KHEX
— It may not be a requirement for experiment 1%/ 525 AN 75 2L

— It may be a requirement of experiment to have sterile collection of
tissues tHVFSLIG K AE LB 254 R ICEE AL 2R
— IACUC policy IACUC] B

« “Clean” technique “T# i AK
— Different level of Personal Protection Equipment (PPE) worn 4[]

JER A NART 28 1R 57 5
« Face mask, clean lab coat [fj &, [t S256 K #h
« Non-sterile gloves JF LHT&
— Animal Preparation Z)#){x 4"

« May not require shaving or prepping prior to surgical procedure

WIFFARTRATER YR E
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Pain and Distress &JFAlJEE

- Describe procedures designed to minimize pain/distress i A% %
AT e bk 22 e/ e vt 1 20 B8
« Monitoring of animals )47 s |
— Frequency of monitoring ¥ il #i%
- Weekdays, weekends, holidays *F-H, A, T H
— Written observations/treatment records 45 1H] ¥ W 2 /764 )7 20 5%
— Responsible personnel 771T A
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Pain and Distress &JFAlJEE

« TACUC guidelines, literature, previous studies. Define “Endpoints™
IACUCHITRT, Uik, & Z2mUmfoT, & 44
— Diarrhea or vomiting — duration &5 FIHX it —FF 22 i) [H]
Cachexia — duration %4 14 J5ii—¥r 22 i [A)
Dehydration Ji7K
Abnormal postures S %3
Tumor size criteria or ulcerations g A /N B 0%

Loss of 20% body weight over a specific time — Bt 18] N 2k £20%
AT

— Not eating or drinking 41z Al
— Non-responsive or increase vocalization JG sz v A1 R 75 38
— Licking, biting, scratching of area (i.e. surgery site)

Wy, IS, Ry Cn, ARG D
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Alternatives X7

« Principal investigator has considered alternatives to procedures that
may cause more than momentary or slight pain or distress to animals
B EFST 51 2% e v] e T B R B 1A () BT ) TR B R
(WIS

Principal investigator has provided written assurance that activities do

not unnecessarily duplicate previous experiments 1 i it 57 b1 $& L 13 [
Rk, RRTEIA A B/ T DLUFT 1 5L %




Alternatives B ZE

- Why must alternatives be considered? A& Wi % AT % ?

— To ensure effective use of the most appropriate research model

using the most advanced techniques 4 T ffi{f &5 A R A F IS 24 1)
SRR AR K e e B R R

— Required by Animal Welfare Act ¥Rk 2 1 Bk

— Required by ILAR Guide [ frs25G s vPAE AN B B2 i (35
FY IELR

— To satisfy public concerns over use of animals il \& 23 A% ok fifi

SR/ RI




Alternatives X7

.The u3 RSHE/\HRH

— Replacement &A%
— Reduction />
— Refinement 14t




Disposition of Animals Zj¥JHIALE

Euthanasia Z 576

Transfer to another IACUC- approved protocol % 2 % —4NACUCHL
HEM B e

Necropsy (tissue collection) /7 {&#I#r (225D

Return to colony then reused after specific washout period 7545 € FI¥E

B30I ), (B




Euthanasia Z k%t

 Provide all methods $ LG 1

» Ensure compliance with current AVMA Guidelines on Euthanasia or
local regulations #ffi R38N\ 21T (1952 [ BB ph 23 2 SR 4B 4 T B 2 b
V5

— Provide justification for deviations % fiiZ= 4% H 1

» Physical methods ## J5 v

— Examples Z&45)
« Cervical dislocation 5|0
« Decapitation #7 i

— Provide rationale for withholding drugs $& A5 245 13 i
— Method to ensure death Hfi{#FE T [#] )5 1%




Hazardous Agents &[S A5

Radioisotopes B LRI 2%

Chemical hazards (e.g. chemotherapeutic agents, compounds, etc.) .

Faksy  am, I, EwEe)

Biohazards (e.g. human cell lines, human tissues, infectious agents) £

vk Can, AgRMeRR, AWML, B39
Carcinogens (e.g., paraformaldehyde) #UE4) (1, £ R FE
Recombinant DNA =41 DNA

Provide special handling instructions for animals, caging and
equipment, and other special precautions, signage #2115k ik 4b B ()
fes, AW, MRS e, AR
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Pl Assurances B JEHF5T R ARE —

- Requirements of all investigators working on the protocol: ¥ 7£ XN €

N AR BT AR 51 SR
— Read and follow the protocol [ 2 71 1) 52
— Perform only in vivo procedures in which proficiency has been

achieved and documented 41k 2|V FE B I AT Id sk J5 A Be AT 74
IS A

— Keep protocol current (i.e. amendments!) {f 510 E 24w (R
, AR

— Participate in the occupational health & safety program Z: fijigR M {g
[R5 %47 %




Common Protocol Submission Issues

L B BRRE FE IR Y ]

Have not completed all sections ¥4 52T 554>
Inadequate alternatives search or not included &4t 5 &1 - #4870 8 & A &

Procedures not written in clear, understandable manner & B4 FH & Wi 2 16 11
J7:UE H

Improper drug dosages, volumes, routes of administration A& & 1 2595 =,

R, 2525055
Inadequate information on personnel qualifications A &1 % JFfifg A A4

Forget to submit personnel changes (add new personnel) ic 2R A L (

IAGH D)

Forget to submit amendments for changes to project s ic #2423 H A (15 1

i







