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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Sec 231 Instiusional Animal Care and Usa Commiliee (1ACUC). (d) IACUC review of activitios involving animals. (1)
In nrder 10 approve proposed activities or proposed significant changes in ongoing activities, the LAWCUC shall conduct
1 rowew of those components of the activitles related o the care and uee of animale and detarming Thal the proposad
activites & in socordance with this subohapter unlsas acooplable justification for a departure is presented in wiiting
Furihes, tha EACUIC shall determing that the proposed acivities or significant changss in ongoing activities meet the
tollowing reguiremonls!

(Procedures involving animals will avoid or minimize discomion, Gstress, and pain 1o the animals.

Mownal 34313 had an exien sve history of medical ssues including gasirointestinal (GI) probloms, NUMErous injuries,
and seil-mjuncus behaviors (SI1B), and yel it was placed on fow sludies belore being euthanized. The animal was
placod on e lourth SluQy Sespile 1N Drogressive worsening of madical and behavioral problems 1hat lead o
Unneceasany discomion, distress and pain to that animal.

T animal wae sadated 15 Bmes between the hind and fourth studes, primadly for treatment of trauma. Vomitng
wad roported 10 times between the third and lfowrh sivdes. Vetennary stalf quesioned the sustability of ™a anmal \or
study on 11507, noting moderale hair losd of the arms and kege with @ low ecars they suspecied were causad by
oiting or hair pckdng, as well 35 a hgtory of gasinks. Between that date and the dale the aremal was piaced on a
fourth study on 271108, the medioal record noted two apisodes of vomiting, a8 suspactad hole in the aches and salf
mijuriocs behavior that prompled e siafl 0 sedate the znimal jor exgminaion dus to bicod in the cage. On 1,308
stall found excessive blood In cage. The 7.2 kilogram ankmal was sedated and found 1o have an approsimasely one
confimader |aceribon to the penis. The facility began pharmacologic itervention of the SIB on 2/7/08, four days prior
o slarting the fourth atudy. The animal contirued the SIB aver the courgs of the stedy. The animal was sedated an
wnditional 18 timas betwesn the baginning of the founth study an 2/11/08 and 815308, prmarily for saudy purposes
Un B/E08 stafl noted that the "Monkey appears [0 become agitated during obsarvations. Agitasion appoars 1o laad 1o
INCroase mastirpalony behawor thizs causing e Dieeding obServed. ~ Pharmacologic treatment was changod aler
thes oriry angd on B1308 Me bleedng reoccumed. The animal was sedaled, a one centimeter acermbon of the pens
was sulured, and Ihe anima’s hanas wede bandaged %o keep & from lurther sell-mutilahion. The animal removed one
af the bandages and bleeding ot the site continued to be noted in the record intermistently. The taciity decided
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10 euthanize the arvmal a few days after the end of the fourth study. Acoording to the dally observations. the condition
of the animai! had not worsened |us! pnor 10 suthanasis and appeared 10 be in similar condition at the end of the study
as |t was al the baginning of tha sludy.

Fracing this ammal in the faurth study with its history of pragrassively worsening madical and behavioral condiions
caused It unnecassary discomion, distress, and paun. A system ghould b in place 1o enswure thal animals are
nppropriately assessed for suitabiity for study. Amimais with chronic and significant medical andfor behavioral
conditons are not suitable subjects lor shudy.

2.33 b &
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

IJC Dhaves compiaing

Sec 2 33 Attending veterinanan and adeguate veterinary cane. (D) Each research tacility shall establish and maintain
grograms of adequate vetarinary care that inchude: (3) Daily observation of all ankmats 10 assess (heir haalth and well
oeing. Provided, however, That daily observation of animals may be accompiished by someone other than the
attending vetesinarian; and Provided, turther, That a machanism of direct and frequent communication is required so
thal teerly and accurate information on probléms of animal haalth, behavior, and well-Daing is conveyed to the
Ananding velerinanan.

Stafl ot the facility fasled 1o provide adequate reconds of dally observation of animal 34313 in order 10 assess the
nealth and well-being of thal animal. An entry in the amimali’'s medical record documenting the presence of frank bioog
M emiess daled 2/22/2008 slaled thal stall reports that animal vomils requently bul nol normally bloody  howeaver
thare had been no entries in the record since 1/132006 and vomiting was las! documenied in the record on
A/21/2005. Thars wera no previols episodes of blood in tha vomitus noted, howesver the abiove entry imglies that
hawa werd provious incidences of bloody vomiting. The animal was worked up extensively lor vomiting on March 15,
2006, including endoscopy and bicpsy, although according to the recorded dally observalions only the one episods of
vamiting noled above had occurred batween 8/2205 and 3/15/06. It [s uniikaly thal the animal would have received
thig exiensive work up for one episode of bloody vomiling. The animal was placed on the third study on 121205 i
the animal had a history ol vomiting frequentiy that was not communicated o the veierinary staff as the above anfry
anplies, reatment of the condition was delayed  Additionally, the animal may not have been a suitable subject lor the
ihrd Siudy.

While anesthetized on March 15, 2006 lor the endoscopy the medical record stales that the animal was observed 1o
naver a fracture of one digit of the lelt food thal required amputation as woll 58 a laceration of another diget that
raquired sutures. Thesa injuries were not dooumented by stall pror to the surgery &nd were significant injunes
requinng amputaion and sulunes.

O severa occasions stall reported the presence of vomiting but the veterinary stafl was unable 10 assess the
sevierity of the womiting because cages had been cleansd balore they were able to examine the vomitus in the cage
The mechaniam used by the tacility to document conditions auch as vomiting and diarrhea did not allow stat!
members 10 describe these conditions In any way. Thus the veterinary stafl
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WS Unabia (o aesass any potennally diagnosic charactenstics of the vomitus becauss they armived on the scens
altar cage cleaning and there wers no descriptive written reconds

Dady absecvations of all animals 10 assess their wall-being, appropnate documentation o those observations, and
direc! and freguent communication with the attending vetennanan regarding health ssues are necessary 10 ensure
mal the arsmals al the faciiity receive timely and agcequate velerinary care. Due 10 the large number of animais
housed at thes facility accurale writlen daily observalions are essantial 1o ensure that the information needed to
diagnose and treat animaks & provided 1o the veternary stafl.

A system should be In place to ensure thal animal carstakers provide imely and accurale inlormation regarding
ardmal heaith 1o the attending vetarinarian so thal the animals may reophve appropriate treatment,

AN EXIT BRIEFING WAS CONDUCTED WITH THE REGISTRANT
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