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© Goal of this presentation is to discuss how an IACUC
would address the issues of the following case study

XMRE B B ZETHEIACUC AR R LLT FEH AKX LE ] 5

Toxicology safety study using rabbits % H) & P 52 22 4 51
Unexpected deaths in the high dose group =7l & 411 & AMET:
Disagreement between Attending Veterinarian and Study Director
on: A8 e AT EAT 2 [a) R AN [R) 7= L -

What has caused the deaths? #E1T-5& {4 51 2

How to relieve the pain? ] /b & ?

What are the humane endpoints of the study? 4 J&WF5T K N i & 45
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« Two months of daily oral dosing of the drug at the
laboratory animal facilities. £S5 R4 F A1 B B
2HORZ M.

« Six of the rabbits in the high dose group have died over
the last 10 days. I EZ10Xe, SHEHEMRFIET R

o

« Remaining two rabbits exhibited central nervous system

signs. FI TR R B FRIMHE PR R G HIEIR
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« Attending Veterinarian (AV) blames deaths on test
compound. FAHE (AV)IFRTIHE Tk ArMIEEY,

« Study Director (SD) blames poor animal husbandry
practices and dosing technique combined with inferior

quality animals. BIZZ ¥ 1E (SD) Ti 1R i == /5FIZ= )
Y25 25 50K R B 1A 5= s B HR4E
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« Another high dose rabbit seen with clinical signs characterized by
diarrhea, inappetance, and “spastic’ movements. B—1 &7l &4 #

ST HIBE, TRMR, BRI RER.

« AV examined the rabbit and noted the animal grinding its teeth and
appearing to have a painful abdomen. F;AEEMET &F, TEF
SN, BEEMELTFIEE KR,

AV characterized the rabbit as in moderate distress in the animal’s

record. E R EEEIMIEK ELNG IR BFERERER,

« AV contacted the SD who is out of town. 3 ;& EFI1E 7E 5 Hh B R 32
FEHITTHR,
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« SD disagreed with the assessment and was adamant that the rabbit
did not need analgesics. AR FERREIXNTHE, FEFIANL, &
BWELRRFITILEZ,

« SD stated the use of analgesics would compromise any further data
to be gained from the rabbit as the test compound is a pain reliever.
HREERTENINAMIEEMZLFEN, FRAEEMLERARIE
M & F S5 15 BN E — R BUE,

« AV then suggested that if analgesics cannot be given, that the rabbit
should be euthanized for humane reasons. ;&% ENEIN, MRS
R4 P L@ Vi F NERMREXN & F L& R,

1Zer;



IACUC Case Study: Humane Endpoints @

IACUC EHInHT: ABARLE L RS

TRUST TRAINING

« SD was resistant to euthanasia as the death of this rabbit may invalidate the
study due to the unusual number of unanticipated deaths in the high dose
group. IREFEFRELEAL R, BHEX—RFIRTAIREREXINEE, H
FTESFEHETENENRTHE, BNTEK,

« SD says that if this rabbit were euthanized, the entire study would need to be
repeated, starting all over again with an additional 100 rabbits. B# 3% E {E 1, 40
RN RFEL LR, BTMARGEEEE, ERARIMOOOR BRTFEHM,

« Company would miss the FDA reporting guideline and would delay the release of
a proposed $50 billion dollar a year drug for children that have constant pain. 23 ]
ik A 25 E FDAZK R & N, IR SR P U REFEB0012 5 e i) . A
B A PRI LEMHR M 25 0

hl !aLerl



« Faced with a situation in which she is prohibited from administering
analgesics or euthanizing an animal she believes is in pain/distress,
the AV reported the incident to the chair of the IACUC for resolution.
ENXNMER, BFEBEE®RELSMINEERE/ AT PN

1EFEF, RRIRSE, thRIACUCKHIEFEI IR TEHHEKRER,

» Faced with what she knows to be a sensitive issue for the animal
caretakers as well as the study director, an emergency meeting of
the IACUC was scheduled for the same day. & % fth Fft &8 A — 4 %6t
MREEFIPEERMIE, IACUCEXRMBIF T EEEIL,

As a member of the IACUC, how would you respond?

{EHIACUCH— 5, {RiZERfAImIE 2
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« Questions: |5]#k:

1. Who has the final authority for the disposition of the rabbits in this case? £
XHERT, AN R FLENKREREN?

2. What options are available to the IACUC in handling this situation? Legally?
Within the framework and written guidelines of the organization? 4B iXFh|E

AU, IACUCH ML L £ 2 X E L8 ? FEALAIESR ARIFN S E YA N 2

3. Was the veterinary care rendered adequate, excellent, or inadequate and

why? FTiRHtRI B ERS &8/, RH, AT, N a?

4. Should the rabbit be allowed to live without analgesia? & Fi% R %1E R B
BAIER THEETE?
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« Questions: |3 :

5. Does your answer change if the rabbit is due to be sacrificed in 24

hours? MR & FA24/NNFEEIHE, (FNEEEETEHE?

6. What impact should the additional rabbits that will need to be used to
repeat the study have on the decision? IR EFRNHEFERAEKE
8 XIBAZ, XENRERE £ 20 2

7. Do the considerations in this case become different if the study is a
toxicity study that has been approved by the IACUC with death as an
end-point? MR Z—TAIACUC it AR, BFRTIE N 24 mIETE R
R, EEXMIFERT, MABESRREN ?
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