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[ PENALTY | $20.844.

Titles 7, 15, 19, and 21 of the United States Code authorize the Secretary of Agriculture, after providing notice and
opportunity for a hearing, to impose civil penalties and other sanctions to resolve violations.

Prior to the issuance of a formal complaint seeking sanctions under the Act, The Department may enter into a stipulation
to resolve the above-described violations. Your payment constitutes a waiver of your right to a hearing, a finding that the
violations of law have occurred, and settlement of such violations.

If You do not pay the specified penalty within the designated time or wish to exercise your right to a hearing, this matter
Wi

ill be forwarded to the Office of the General Counsel for litigation. The penalty offered in this stipulation is not relevant
to the sanctions the Department may seek, or that will be assessed, upon issuance of a formal complaint.

Signature of Respondent: Date:

PAYMENT RECORD - FOR IES USE ONLY
Payment Type Date Amount Signature of IES Representative

TO04 — Settlement Agreement
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CA09152-AC

DATE

11-JAN-2006

29-MAR-2006

11-DEC-2008

CITATION

9CFR

3.8

2.31(c)

2.31(d)(viii)

2.32(a)

2.33(b)(1)

DESCRIPTION

Exercise for dogs. Failed to develop, document, and follow an
appropriate plan to provide dogs with the opportunity for exercise.
At the time of inspection, this document was not available for
inspection and review. Without it, it cannot be determined if an
approved program is being followed.

Institutional Animal Care and Use Committee (IACUC).
Failed to conduct a semi-annual inspection and program review.
Program review and facility inspection were not completed as
required in April 2005. The facility must complete a program
review and inspect the facility every six months to maintain an
adequate evaluation of the program. The October 2005 program
review inspection report did not contain a reasonable and specific
plan and schedule with dates for correcting each deficiency noted.

Institutional Animal Care and Use Committee (IACUC).
Failed to ensure that personnel conducting procedures on the
species being maintained or studied will be appropriately qualified
and trained in those procedures. The animal care personnel (the
herd-person and sheep unit manager) that conducted treatments
and euthanasia on ewe #47 on November 29, 2008, did not follow
written and approved protocols.

Personnel qualifications. Failed to ensure that all scientists,
research technicians, animal technicians, and other personnel
involved in animal care, treatment, and use are qualified to perform
their duties. When ewe #47 was found with a prolapsed uterus, the
attending veterinarian was not available, and facility personnel
made independent medical decisions involving analgesia, sedation,
treatment, and euthanasia of ewe # 47 that they were not qualified
to make.

Attending veterinarian and adequate veterinary care.

Failed to establish and maintain programs of adequate veterinary
care that include the availability of appropriate facilities,
personnel, equipment, and services in accordance with the
regulations. The attending veterinarian was not available and the
facility did not have an adequate veterinary back-up plan in place,
so a qualified veterinarian was not involved in the treatment and
euthanasia of ewe #47.



DATE CITATION

9CFR

11-DEC-2008 2.33(b)(2)

2.33(b)(3)

2.33(b)(5)

DESCRIPTION

Attending veterinarian and adequate veterinary care.

Failed to establish and maintain programs of adequate veterinary
care that include the use of appropriate methods to prevent,
control, diagnose, and treat diseases and injuries, and the
availability of emergency, weekend, and holiday care as required.
Adequate veterinary care was not available for ewe #47 on
November 29, 2008, which was over the Thanksgiving Day
holiday weekend. Appropriate facilities, personnel, equipment and
services were not available to assist the animal who suffered
complications lambing.

Attending veterinarian and adequate veterinary care.

Failed to establish and maintain programs of adequate veterinary
care that include the use of appropriate methods for daily
observations of all animals to assess their health and well-being; or
a mechanism of direct and frequent communication of timely
accurate information on problems of animal health, behavior, and
well-being is conveyed to the attending veterinarian. Animal care
personnel and the sheep unit manager were unable to reach any
veterinarian that had experience working with sheep to assist with
the lambing incident.

Attending veterinarian and adequate veterinary care.

Failed to establish and maintain programs of adequate veterinary
care that include adequate pre-procedural and post-procedural care
in accordance with current established veterinary medical and
nursing procedures. At the time of the lambing incident, the
attending veterinarian was unavailable. As a result, the animal
care personnel made inappropriate medical decisions regarding the
care of the animal, including pain management and ultimately to
euthanize ewe#47.



CAQ09760-AC

DATE

01-OCT-2008
through
03-OCT-2008

01-OCT-2008

CITATION

9CFR

2.33(b)(1)
2.33(b)(3)

2.33(b)(5)

2.38(f)

DESCRIPTION

Attending veterinarian and adequate veterinary care.

Failed to establish and maintain programs of adequate veterinary
care that include the following: availability of appropriate
facilities, personnel, equipment, and services; the use of
appropriate methods for daily observations of all animals to assess
their health and well-being; or a mechanism of direct and frequent
communication of timely accurate information on problems of
animal health, behavior, and well-being is conveyed to the
attending veterinarian. A llama (Freddie) suffered complications
while under anesthesia, he attending veterinarian was not available
and the facility did not have an adequate veterinary back-up plan in
place, so a qualified veterinarian was not involved in the treatment
and care that this animal received. In addition, there are no written
records or daily observation logs for care and treatment provided to
the llama. Without proper documentation, there is no way to
certify that the animal was examined by a qualified veterinarian
and was in stable health prior to being anesthetized.

Attending veterinarian and adequate veterinary care.

Failed to establish and maintain programs of adequate veterinary
care that include adequate pre-procedural and post-procedural care
in accordance with current established veterinary medical and
nursing procedures. The llama suffered complications while under
anesthesia, the attending veterinarian was unavailable, and not
involved. There was no pre-sedation evaluation of the animal or
conditions present for the sedation completed by an appropriately
qualified and trained veterinarian. As a result, the animal care
personnel made inappropriate medical decisions regarding the care
of the animal.

Handling. Failed to handle a llama (Freddie) as carefully as
possible, or in a manner that does not cause trauma, overheating,
excessive cooling, behavioral stress, physical harm, or unnecessary
discomfort. The animal had been exposed to high temperatures for
the entire day prior to being sedated.
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2.3 (c) (6} REPEAT DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Sec, 2.3 Institutional Animal Care and Use Commities (IACLIC)

() 1ACUC functions. With raspact to activities imeolving animals, the 1ACLIC, as an agant of tha research facility,
shall:(d) Review and approve, require modifications in (1o secure approval), or withhold approval of those
companents of proposed activities related to the care and use of animals, as specified in paragraph (d) of this section
"*Therg are no records available that indicale freatmeants conducted on Fraddy the llama 10-1-08 through 10-4-08
were reviewad and approved by the I1ACUS of the facility prior to their imglementation. Without this documentation,
we cannot ba certain the 1ACLIC is aware of activities related to the care and use of the llamas at the research facility,
The 1ACUC, as an agant of tha research lacility, shall review and approve, raguire madifications in{lo sacure
approval), or withhold approval of those components of proposed activities related o the care and use of animals,
To be corrected immediately

ELL]

A similar non compliant items was noted on the December 2008 inspection report

2.3 (d) [wil) REPEAT DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Sec, 2.3 Institutional Animal and Care and Use Committee (IACLIC)

[d}Further, the IACUC shall determing that thae proposad activities ar significant changas in ongoing activitias meed
the icllowing requirements:(vil) Medical care for animals will be available and provided as necessary by a qualified
veterinarian;

““*madical care by a qualifiad valterinanian was nat availabla on Thursday, Qctaber 3, 2008 for Freddie the llama who
suffered complications while under anesthesia on Oclober 1, 2008 prior to baing sheared. According 1o the
Registered Veterinary Technician (RWT) of the facility, who was present during the incident, it was a very hot day and
fhe procedure was done oul on pasiure. The altending vetarnarian of the facility was not prasent during the
procedure 5o the RVT administered the anesthesia. She followed the

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 5038 Aug-06-2009
Received By:
Date:
Title: Aug-11-2009
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protocol she had been given by the attending veterinarian to anesthetize Freddie in the past - oo per 100dbs
Aylazing IV, Following recewving the drug, Fraddia slowly went down fo the ground and ance lataral ingasta
immediately began flowing from his mouth, at which tme the BVT ralsed his head from the ground and tipped his
nose toward the ground o prevent aspiration, She reversed the drug with 0,25 mg'kg Yohimbine, Freddie was
monitored by tha BYT and the studants for the rest of tha day. The atlanding velarinarian was advised of his
condition, The following day Freddie appeared okay, He was slanding up, eating, but quiet. By Thursday, Cctober 3,
2003 the RVT of the facility noficed Freddie was disiressed and wanted fo lie down, The atiending velerinarian was
urtavailabla, 2o the BT of the lacility consulled wilh ancthes vaterinarian wha suggasted she give anlibiolics. Tha
consulting veterinarian was not present nor did he perform a health exam on the lama that day or any other day
during the weeak of October 1, 2008, According fo the RVT, the veterinarian did not specify which antibiotic to uss.
The BYVT made tha decision o give Genlocin and administered 1ec IM to tha llama. This was repeated the naxt day,
and would have been repeated on Saturday but Freddie was found dead in his pen, According to the BVT she
advised the attanding vaterinarian of the fadlity of the antibiotic she was giving atter the first dose was given.

Omn Thursday, Cclober 3, 2008, the attending velernarian was nol available and the facility dsd mol have an adeguale
vaterinary back up plan in place. As a resull, the RVT made medical decisions regarding the care and treatment of
fhe lama. In addiban, thera were no writtan medical recards, including any laboratory workups or daily haalth and
drugy treatment logs available for Freddie for the week of October 1-4, 2008 or previous 1o these dates, Without this
documentation we cannot be certain Freddie was examined by a gualified veterinarian and was in a stable health
candition prior te being anasthatized. Tha facility must have an adequate systam in place 1o ansura medical care, by
a qualified veterinarian, in a timely manner, is available during regular business hours as well as on weekends and
holidays.***

To be corrected immediately

A gimilar non compliant item was noted on the Dacembsar 2008 inspaction rapari.

2.3 dy (1) REPEAT
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Sec, 2.3 Institutional Animal and Care and Use Committee {IACLIC)

(d} TACUE reviaw of activities invalving animals. (1) In order fo approve proposed activities or proposed signiicant
changes in ongoing activitkes, the IACUC ghall conduct a review of those components of the actvities related 1o the
care and use of animals and determine that the proposed activities are in accordance with this subchapter unless
acceplabla justification far & depariure = presentad in writing;

" de of, October 1, 2008, The IACUC had not reviewed the actvities related to the care and wse of lamas at the
facility. There ara no records available that indicate treatmenis conducted on Freddie the llama October 1 - 4, 2008
wera raviewed and approved by the [ACUC of the facility prior ta their implamantation. Without this documeamation,
we cannot be certain the IACUG is aware of activities related to the care and use of the llamas at the research facility.
The IACUS, as an agent of the research facility, shall review and approve, require modifications in (fo secure
appraval), or withhold approval of those components of proposad aclivities related lo the care and use of animals, ™"

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 5038 Aug-06-2009
Received By:
Date:
Title: Aug-11-2009
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To be corrected immediately

A similar non compliant item was noted on the December 2008 inspection repaort

2.3 g) (3} REPEAT DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

e] A proposal to conduct an activity involving animals, or io make a significant change in an ongoing activity imeohving
animals, must contain the tallowing:

(3} A complete description of the proposed use of the animals.

**There are no records available that indicate freatments conducted on Freddie the llama October 1 - 4, 2008 were
revigwad and approved by the IACLC of the facility priar fo their implementation. Without this documentatian, wa
cannol be cartain the IACUC is aware of acliviies related o the care and use of the lamas at the research facility. A
proposal o conduct an activity involving animals must coniain the following: & complete descriplion of the proposed
use af the animals, a deseription of procedures designed to assura

that discomfort and pain to animals will be limited to that which is unavoicable for the conduct of scientifically valuable
resaarch, imncluding provision for the use of analgesic, anesthetic, and tranquilizing drugs where indicated and
appropriate o minimize discomfbort and pain o ammals.”™™

To be comrected immediataly

A similar non compliant item was noted on the December 2008 inspection repaort

2.1 e)  (4) REPEAT DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

{4} A descriplion of procedures designed 1o assure that discomiort and pain to animals will be limited 1o that which is
unavoidabile for the conduct of sciantihcally valuable ressarch, including provision far the use of analgasic, anesthetic,
and tranguilizing drugs where indicated and appropriate 1o minimize descomifort and pain to animals.

**There are no records available that indicate ireatments conducted on Freddie the llama October 1 - 4, 2008 were
reviewad and approved by the 1ACUC of the Facility priar fo their implementation. Without this documentation, wea
cannol be cartain the IACUC is aware of acliviies related o the care and use of the llamas at the research facility. A
propasal o conduct an activity involving animals must confain the following: & comalete description of the proposad
use of the animals, a description of procedures designed to assura

that discomfort and pain to animalks will be limited to that which is unavoicable for the conduct of scientifically valuable
resaarch, imncluding provision for the use of analgesic, anesthetic, and tranguilizing drugs where indicated and
appropriate o minimize discomfort and pain o ammals.”™™

To be corrected immediately

A similar non compliant item was noted on the December 2008 inspection report

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 5038 Aug-06-2009
Received By:
Date:
Title: Aug-11-2009
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2.33 b} (3} REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establizh and maintain programs of adequate veterinary care that include;

(3} Daily absarvation of all animals to assess thair health and well-being; Pravided, howewvear, That daily observation
of animals may be accomplished by someona other than the attending vetennarian; and Provided, further, That a
mechanism of direct and frequent communication is required so that timely and accurate information on problems of
animal haalth, behavior, and well-being is canveyad o ihe attending velarinarian;

“**Medical care by a qualified veterinaran was not available on Thursday, October 3, 2008 for Freddie the llama who
sufferad complications while under anesihesia on Cctober 1, 2008 prior to being sheared, According o the
Reaqistered Vatarinary Technician (RYT) of the laclity, who was present during the incident, it was a very hot day and
the procedure was done out on pasture, The attending veterinarian of the facility was not present during the
procedure o0 the AVT administered the anesthesia. She followed the protocol she had been given by the afiending
valerinanan 1o anesthelize Freddie in the past - ec per 100lbs Xylazine 1V, Following receiving tha drug, Fredde
showly went down to the ground and once lateral ingesta began immediately flowing from his mouth, at which fime the
RYT raised his haad from the ground and fipped his nosa toward the ground o prevent aspiratian. Sha reversad the
drug with 0.25 mg'kg Yohimbine. Freddie was monitored by the BVT and the students for the rest of the day. The
attending weterinarian was advised of his condition, The following day Freddie appeared okay, He was standing up,
aating, but guiat. By Thursday, October 3, 2008 the RVT of the facility noliced Freddie was disirassed and wanbed o
lig down. The attending velerinarian was unavailable, zo the BVT of the facility consulted with another veterinarian
who suggested she give antibiotics. The consulting veterinarian was not present nor did he perform a health exam on
the llama thal day or any olber day during the week al Octabar 1, 2008, Accarding le the BYT, the velarinanan did
not specify which antibiotic to use, The BVT made the decision o give Gentocin and administered 1cc IM to the
llama. This was repeated the next day, and would have been repeated on Saturday but Freddie was found dead in
hig pan. According 1o the RVT she advized the allending velerinarian of the facility of the antibiolic she was giving
after the first dose was given,

On Thursday, Octobear 3, 2008, tha attending veterinarian was not available and the facility did ol have an adeguate
vaterinary back up plan in place. As a resull, the AVT made medical dacisions regarding the care and treatment of
the llama. In addition, there were no written medical records, including any laboratory workups or daily health and
drugd treatmeant logs available for Freddie far the wesk of Octabear 1-4, 2008 or préevious 10 thesa dates. Without this
documentation we cannaot be certain Freddie was examined by a gualified veterinarian and was in a stable health
candition prior to being anesthetized. The facility must have an adequate system in place 1o ensure medical care, by
a gualified veterinarian, in a tmely mannar, is available during regular businass hours as well as an weekands and
holidays.***

To be corrected immediately,

A gimilar non compliant item was noted on the December 2008 inspection report

2.33 by (1) REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establish and maintain programs of adequate veterinary care that include:

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 5038 Aug-06-2009
Received By:
Date:
Title: Aug-11-2009
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{1} The availability of appropriate facilities, personnel, eguipment, and semvices to comply with the provisions of this
subchapier.

“*Medical care by a qualified veterinaran was not available on Thursday, October 3, 2008 for Freddie the llama whao
suffered complications while under anesthesia on October 1, 2008 prior to being sheared, According 1o the
Reqistered Vatarinary Technician (AVT) of the faclity, who was presant during the incident, it was a very hot day and
the procedure was done out on pasiure, The attending veternarian of the facility was not present during the
procedure 5o the RVT administered the anesthesia. She fellowed the protocol she had been given by the attending
valerinanan 1o anasthetize Freddie in the past - ee per 100Ibs Xylazine 1V, Fallowing raceiving tha drug, Fraddie
slowly went down to the ground and once lateral ingesta immediately began flowing from his mouth, at which time the
RVT raised his head from the ground and fipped his nose toward the ground (o prevent aspiration. She reversaed the
drug with 0.25 mg'kg Yohimbine. Freddie was monitored by the AVT and the studenis for the rest of the day. The
attending veterinarian was advised of his condition. The following day Freddie appeared okay. He was standing up,
aating, but guist. By Thursday, Octaber 3, 2008 the BVT of the facilty noficed Freddie was distrassed and wantad fo
lie dowen. The attending veterinarian was unavailable, 2o the BVT of the facility consulted with another veterinarian
who suggested she give antibiotics. The congsulting veterinarian was not present nor did ke perform a health exam on
fhe llama that day or any other day during the week of Octabar 1, 2008, Accarding fo the BVT, the vaterinanan did
not specify which antibiotic to use. The RYVT made the decision o give Gentocin and administered 1oc IM to the
llama. This was repeated the naxt day, and would have been repeated on Saturday bul Freddie was found dead in
his pan. According 1o the RYT she advizad the attending veterinarian of the facility of the antibiotic she was giving
after the first dose was given,

On Thursday, Cclober 3, 2008, the attending veterinarian was not available and the fagility did nol have an adeguate
valerinary back up plan in place. As a resull, the BVT made medical decisions regarding the care and freatment o
the llama. In addition, there were no written medical records, including any laboratory workups or daily health and
drugy treatmeant logs available for Freddie tor the weak of Qctabar 1-4, 2008 or previous to thesa dates. Without this
documentation we cannot be certain Freddie was examined by a gualified veterinarian and was in a stable health
condifion prior to being anesthetized. The facility must have an adequate system in place o ensure medical care, by
a gualified velerinarian, in & imely mannar, is available during regular businass haurs as weall as an waekands and
holidays. ™

To be corrected immediately

A similar non compliant item was noted on the December 2008 inspection repor

2.33 b} (3} REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(B} Each research facility shall establish and maintain programs of adequate veterinary care that include;

[5) Adequate pre-procadural and post-procedural cara in accordanca with current astablished veterinary medical and
nursing procedures

"***Medical care by a gualified veterinarian was not available on Thursday, October 3, 2008 for Freddie the llama who
sufferad camplications while under anesthesia on Octobar 1, 2008 priar to being shearad, According o ihe
Registered Veterinary Technician (RVT) of the facility, who was present during the

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 5038 Aug-06-2009
Received By:
Date:
Title: Aug-11-2009
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incident, it was a very hot day and the procedure was done out on pasture. The attending veterinarian of the facility
wias nof prasent during the procadura so the BYT administered the anesthasia. She fallowsad the protocod she had
bean given by the attending veterinarian b anesthetize Freddie in the past - dce per 100lbs Xylazing IV, Following
receiving the drug, Freddie slowly went down to the ground and cnce lateral ingesta immediately began fowing from
his mauth., at which time the AVT raised his head from ihe ground and lipped his nose toward the ground 1o prevand
aspiration. She reversed the drug with 0.25 mg'kg Yohimbine, Freddie was monitored by the RYT and the studenis
for the rest of the day. The attending veterinanian was advised of his condition. The fallowing day Freddie appeared
okay. He was standing up, ealing, but quiet. By Thursday, October 3, 2008 the AVT of the facility noticad Fraddie
was distressed and wanted to lie down, The attending veterinarian was unavailable, so the BVT of the facility
consulted with anpiher veterinarian who suggested she give anfibiotics. The consulling veterinarian was not present
ner did he paderm a heallth exam on the llama thal day or any olher day during the week of Oclabear 1, 2008,
According to the BVT, the veterinarian did not specify which antibiolic to use. The BVT made the decision to give
Geantocin and adminisiersd 1 IM to tha llama. This was repeated the next day, and would have besan repeated on
Saturday but Freodie was fourd dead in his pen. According 1o the BVT she advised the attending veterinarian of the
facility of the antibiotic she was giving after the first dose was given,

On Thursday, Octaobar 3, 2008, tha attending velerinarian was not available and the facility did nal have an adequalte
veterinary back up plan in place. As a resull, the AVT made medical decisions regarding the care and treatment of
the lama. In additian, there were no written medical records, including any laboratory workups or daily haalth and
drugy treatment logs available for Fraddie lor the weak of Octobar 1-4, 2008 or previous 1o thesa dates. Without this
decumentation we cannct be certain Freddie was examined by a qualified veterinarian and was in a stable health
condifion prior o being anesthetized. The facility must have an adequate system in place fo ensure medical care, by
a qualified velernarian, in a imely manner, is available during regular business hours as well as on weekends and
holidays,***

To ba correctad immediatehy

A similar non compliant item was noted on the December 2008 inspection report

2.33 by  (2) REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establish and maintain programs of adequate veterinary care that include:

(2} The use of approprigte methods to prevent, control, diagnose, and freat diseases and injuries, and the availability
of emergency, weekend, and holiday care.

***Medical care by a qualified veterinarian was not available on Thursday, Cotober 3, 2008 for Freddie the llama who
suffarad complications while under anesihesia on Octaobar 1, 2008 prior to baing shearad, According o 1he
Registered Veterinary Technician (RYWT) of the facility, who was present during the incident, it was a very hat day and
the procedure was done out on pasiure, The attending veterinarian of the facility was not present during the
procedure o the AVT adminislered the anesthesia. She ollowed the pratocol she had been given by tha attending
veterinarian 1o anesthelize Freddie in the past - oo per 100Ibs Xylazine IV, Following receiving the drug, Freddie
ghowdy went down to the ground and onca lateral ingesta immediately began flowing from his mouth, at which time the
RBVT raized his head from the

Prepared By:
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ground and tipped his nose toward the ground 1o prevent aspiration. She reversed the drug with .25 mgkg
Yohimbine, Fredde was monitored by tha BYT and the studants for the rest of the day. The attanding veterinarian
was advizsed of his condition. The following day Freddie appeared okay. He was standing up, eating, but quiet. By
Thursday, Cctober 3, 2008 the BVT of the facility noticed Freddie was distressed and wanted to lie down, The
attanding vaterinarian was unavailable, so fhe AVT of tha facility consulied with anathar vetarinarian who suggesied
zhe give antibiotics. The consulling wveterinaran was not present nor did he perform a health exam on the lama that
day or any other day during the week of October 1, 20083, According o the RVT, the veterinarian did not specify
which antibioie o use. Tha BVT made the decizion 1o give Ganlocin and administered 1o IM 1o the lama. This was
repeated the next day, and would have been repeated on Saturday but Freddie was found dead in his pen. According
fo the AVT she advised ihe afiending veferinarian of the facility of the antibiclic she was giving after the first dose was
given.

On Thursday, Cctober 3, 2008, the attending veterinarian was not available and the facility did not have an adequate
vaterinary back up plan in placa. As g result, the BVT mada medical decisions regarding the care and treatment of
the Rama. In addibon, there were no written medical records, including any laboratory workups or daily health and
drugy treatment logs available for Freddie for the week of Octaber 1-4, 2008 or previous o these dates, Without this
documantation we cannot be certain Freddie was examinad by a gualified veterinarian and was in a stable health
candition prior to being anesthetized. The facility must have an adequate system in place 10 ensure medical care, by
a qualified veterinarian, in a timely manner, is available during regular business hours as well as on weaekands and
helidays."""

To be corrected immediately

A similar non compliant items was noted on the December 2008 inspaction report.

2.35 fa} (2} REFEAT
RECORDKEEPING REQUIREMENTS.

{a) The research facility shall maintain the following IACUC records:

(2} Recaords of proposed activities involving animals and proposed significant changas in activities

invalving animals, and whether IACUC approval was given or withheld;

" At time of inspection, There were no written medical records available for Freddie the llama. In addition, there
wera nd records available documenting that reatments conducted an the llama Octobar 1-4, 2008 warsa reviewead and
approved by the IACUC of the facility prior to their implementation. Without this documentation, we cannot be cartain
the IACLIC is aware of activities related to the care and use of llamas at the research facility. The research facility
shall maintain records of proposed aclivities involving animals and proposed signilicant changas in activities involving
animals, and whether IACUC approval was given or withheld.***

To be corrected immediately

A similar non compliant item was noted on the December 2008 inspection report

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 5038 Aug-06-2009
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Title: Aug-11-2009
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2.1 by (1) DIRECT NCI
HANDLING OF ANIMALS.

(b)(1) Handling of all animals shall be done as expeditiously and carefully as possible in a manner that does not
causea trauma, gverheating, excessive coaling, behavioral sfrass, physical harm, or unnecassary discomiart.

O October 1, 2008, Freddie the lama suffered complications while under anesthesia prior 1o being sheared.
According to the Registered Veterinary Technician (RVT) of the facility, who was present during the incident, Freddie
was an oldar animal and on the day tha procedura was done, it was vary hat. According to weathar rapors for that
day, the ambient lemperature for the area ranged from 92 degrees F 1o 102 degrees F.

There are no medical records available documenting that Freddie was examined by a qualified veilerinarian prior fo
fhe procadure to datermine il e was an acceplable candidala for anesthesia. Freddia's age, his heavy wool coal and
the hot weather conditions may have contibuted 1o the complications that arose. Handling of all animals shall be
done as expeditiously and carefully as possible in 2 manner that does not cause frauma, owverheating, excassive
cooling, behavioral stress, physical harm, or unnecessary discomfort. ™™~

To be corrected for all future inspections

MOTE: Information requested regarding the death of a miniature horse used in the AVT program is pending,

Prepared By:
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MOUNT SAM ANTOMID COLLESE
Customer ID: 1157

Cerificate: 93-R-0117
Site: 0
RACILINT Sk AHTONID COLLEGE
1100 NORTH GRAMD AVEMLIE
Type: ROUTIMNE INSPECTION

WALMUT, CA 91789 Date: Jan-21-2009

Mo non compliant items identified this inspection

The resaarch facility has requesied an extension date from us in order to allow the College adequate timea 1o properly
address the deficiencies 3.127 {c), 3.131 {b) noted on the December 2008 inspection report, They ars requasting an
axtension from the correction date of January 15, 2009 1o Apnl 1, 2009, A copy of the work arder and the propasal far
the work o be completed at the swine unit was submilted to us on Januvary 22, 2009,

Al time of inspection it was noled that progress had baen made to improve the swine facility and the animal care
program,

THIS I5 A TRANSCRIBED INSPECTION REPORT,

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5038 Jan-23-2009
Received By:
Date:
Title: Fab-18-2009
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Customer ID: 1157

Cerificate: 93-R-0117
Site: 0
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Type: ROUTINE INSPECTION

WALMUT, CA 91782 Date: Dec-11-2008

2.3 (c) DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Sec, 2.3 Institutional Animal Care and Use Committes (IACLUC)

() 1ACUC functions. With raspact to activities imeolving animals, the 1ACLIC, as an agant of tha research facility,
shall:(d) Review and approve, require modifications in (1o secure approval), or withhold approval of those
companents of proposed activities related to the care and use of animals, as specified in paragraph (d) of this section
“*There are no records available that indicale reatmeants and authanasia methods conductad on awe #47 Movember
29, 2008 were reviewed or approved by the IACUGC of the facility prics 1o their implementation. Without this
documentation, we cannot be certain the IACUG is aware of activities relaled to the care and use of the sheep at the
resaarch facility. The IACUC, as an aganl of the research facility, shall reviaw and approve, reguire modifications in
(to secure approval), or withheld approval of those compenents of propesed activities related to the care and use of
animals, ***

1o ba correctad immediataly

2.1 (d} [wii) DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Sec, 2.3 Institutional Animal and Care and Use Committee {IACLIC)

()i vii

[(dyFurther, the IACUC shall determing that the proposed activities or significant changes in ongoing activties mee
the following requiremeants:

[wil} Medical cara far animals will be available and provided as necassary by a qualified vatarinanan;

“*Medical care by a qualified veterinarian was not available for ewe #47 who sufiered complications during lambing
an Movember 29, 2008, At time of the incident, the attending veterinarian was not available and the facility did not
have an adequale vaterinary back up plan in place. As a result, animal care parsonnel (the sheap unil herdsperson
and manager) made inappropriate medical decisions regarding the care of the animal, including pain management
and ultimately euthanasia. The facility must have an adequale sysiem in place to ensure medical care, by a qualified
valarinarian, in a limely manner, is available during regular business hours as well as during weekends and
holidays.***

To ba correctad immediatehy

Prepared By:
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2.3 (d) {wiliy DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACLIC).

Sec, 2.1 Institutional Animal and Care and Use Committes {JACUC)

() viii}

(d}Further, the IACUC shall determineg that the proposed activities or significant changes in ongoing aclivities meed
thie following requirements;

[wiil) Parsonnel conduching procedures an tha spacias baing maintainad ar studiad wall ba appropriately qualified and
trained in those procedunes,

***The animal care personnel {the herdsperson and sheep unit manager) that conducied treaiments and euthanasia
on awe #47 on Nevember 29, 2008 did nol follew written and aporoved protocals. Al tima of the incsdent, the
attending veterinarian was not available and the facility did not have an adequate veterinary back up plan in place. As
a result, the animal care personnegl made inappropriate medical decisions regarding the care of thie animal, incleding
pain managemant and ulimataly euthanasia. There ware no written documents indicating thal edher animal care
personnel were qualfied and trained in the procedures conduectad on the ewe, A system must be in place that
ansuras and documeants that personnel conducting procedures on coverad species are frained and qualified to do
e

To be corrected immediately

2.3 (d) DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACLIC).

Gec, 2.3 Institutional Animal and Care and Use Committee {IAGLC)

id) IACUC review af aclivifias involving animals. (1) In arder to approve proposad activities or proposed significant
changes in ongoing activities, the IACUC shall conduct a review of these components of the activities related 1o the
care and use of animals and determine that the proposed activities are in accordance with this subchapter unkass
acceptabla justification far & deparfure is présantad in writing;

" The IACUC has not reviewed the activities related 1o the care and use of sheep at the facility. There arg no
records available that indicate freatments and euthanasia methods conducted on November 29, 2008 on ewe 747
wara raviewed or aporaved by tha LACUC of the facility priar to thair implamantation. Withaut this decumeantation, we
cannot be certain the IAZUC is aware of aclivilies related to the care and use of the sheep at the research facility,
The 1ACUG, as an agent of the research facility, shall review and approve, reguire modifications in (io secure
appraval), or withhold approval of those components of proposad aclivities related 1o the care and use of animals, ™™
To be corrected immediately

2.3 8)  (3) DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACLIC).

Sec, 231 Institutional &nimal and Care and Use Commities {(JACGLC)

Prepared By:
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(&) (3}

2.3 &) (4) DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACLIC).

Sec, 231 Institutional &nimal and Care and Use Commities {(JACGLC)
(&} {4}

2.3 8} (3} DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Sec, 2.3 Institutional Animal and Care and Use Committee {IACLIC)

(&) [5)

@) A proposal to conduct an activity inmvolving animals, or 1o make a significant change inan ongoing activity imsohing
animals, must contain the following:

(3} A compete descripton of the proposed use of the animals

(4} A cescription of procedures designed 1o assure thal dizcomfort and pain to animals will be limited 1o that which is
unavoidable for the conduct of scientifically valuable research, including provision for the use of analgesic, anesthetic,
and tranguilizing drugs whera indicated and appropriate 1o minimize discomiort and pain to animals; and

(5} A cescription of any euthanasia method to be used

"*There are no records available that indicale ireatments, including pain managemeant, and euthanasia mathods
conducted on Movember 28, 2008 on ewe #47 ware reviewed or approved by tha 1ACUGC of the facility prior Lo their
implementation. Without this documentation, we cannot be certain the IACUC is aware of activities related o the cane
and usa of tha sheep ai the resaarch facility. A proposal o conduct an activity invohving animals must contain the
following: a complete description of the proposed wse of the animals, a descriplion of procedures designed 1o assure
that discomfort and pain to animals will be limited to that which is unavoidable for the conduct of scientifically valuable
regaarch, including pravision for the wsa of analgasic, anesthetic, and tranguilizing drugs wheare indicated and
appropriate to minimize discomfort and pain 1o animals; and a description of any euthanasia method o be used. ™
To be corrected immediately

2.32
PERSONMNEL QUALIFICATIONS.

Sec, 2,32 Personnel gualifications

(&) It shall be the raspansibility of the ressarch faclity to ensure that all sciantists, research technicians, animal
technicians, and other personnel involved in animal care, treatment, and use are qualified 1o perform their duties. This
responsibility shall be fulfilled in part throwgh the provision of training and instruction to those personnel,

(b} Training and instruction shall be made available, and the qualibcations of persannal reviewed, with sullicient
frequency to fulfill the research facility's responsibiliies under this section and Sec. 2,31,

Prepared By:
ALEXANDRA AMDRICOS, V.M.O USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 5038 Apr-16-2009
Received By:
Date:
Title: Apr-16-20049
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(c] Training and instruction of personnel must include guidance in at least the following areas:

(1) Humane mathods of animal maintenancsa and exparimentation including:

(i} The basic needs of sach species of animal;

(i} Proper handling and care for the various species of animals used by the facility;

[iil) Proper pra-procedural and post-procadural care of animals; and

(v} Aseplic surgical methods and procedures;

(2} The concept, availability, and use of research or testing methods that limit the use of animals or minimize
animal diziress;

(3) Proper use of anesthetics, analgesics, and tranguilizers for any species of animals used by the facility;

(4} Methods whereby deficiencies in animal care and treatment are reported, including deficiencies in animal care
and trealment reporied by any emplovee of the lagility. Mo faclity employes, Commiltes membsar, o laboralory
personnel shall be discriminated against or be subject to any reprisal for reporting violations of any regulation or
standards under the Act;

(5) Utilization of services {e.g., Mational Agricultural Library, National Library of Medicineg) avalable o provide
information:

(i} O apgraprigla methods of animal care and uss;

(iiy On altematives to the use of live animals in research;

ity That could prevent unintended and unnecessary duplication of research involving animals; and

(iv) Ragarding tha intant and requirements of the A
***The animal care personnel {the herdsperson and sheep unit manager) that conducted the treatments and
euthanasia on ewe #47 on Movember 29, 2008 did nof follow written and approved protocols. At time of the incident,
the allending velerinarian was nol available and the facility did not have an adeguale velerinary back up plan in
place, As a result, the animal care personnel made inappropriate medical decisions regarding the care of the animal,
including pain management and ultimataly euthanasia. Thare wara no written documents indicating that either animal
care porsonnegd wara gualifled and trained In the procedures conducted on the owe, A system must be in place that
ensures and documents that personnel conducting procedures on covered species are rained and gualified to do
oy
To be corrected immediately

233 by (1) DIRECT NCI

ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.
Sec, 2,33 Attending veterinarian and adequate veterinary care,
(B}

2.33 b}  (2) DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

Sec, 2,33 Attending veterinarian and adequate veterinary care,

(b)i2)
Prepared By:
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2.33 b} (3} REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

Sec, 2,33 Attending veterinarian and adequate veterinary care,
(b3

2.33 by (4) DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

Sec, 2,33 Attending veterinarian and adequate veterinary care,
(b)id)

2.33 b) (3} DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establish and maintain programs of adequate veterinary care that include:

(1} The availability of approprigte facilities, parsonnegl, aguipmeant, and servicas to comply with the provisions of this
subchapler

(2} The use of appropriate metheds to prevent, control, diagnese, and treat diseases and injuries, and the availakbility
af amargency, weakend, and holiday care,

{3} Daily observation of all animals to assess their health and well-being; Provided, howewver, That daily cbhservation
of animals may be accomplished by someoneg other than the attending veterinarian; and Provided, further, That a
mechanizm of diract and freguent communication is required so thal timely and aceurate infarmabion an problems al
animal health, behavior, and well-being is corveyed 1o the attending veterinarian.

[4) Guidance to principal investigators and other personnel involved in the care and use of animals regarding
handlirg, immobilization, anesthesia, analgesia, ranguilization, and euthanasia; and

(3} Adequate pre-procedural and post-procedural care in accordance with current established velerinary medical and
NuUrsing procaduras.

“*Adaguate velernary care was nol avallable for ewa #47 on Movembear 29, 2008 which was aver the Thanksgiving
Cay haoliday, Aporopriate facilities, personnel, eqguipment and services were il available o assist the animal who
suffarad complications during lambing. At tims of the incdent, the atlanding wvetarinarian was not availabla and tha
facility did mot have an adeguate veterinary back up plan in place. As a result, the animal care personnel made
inappropriate medical decisions regarding the care of the animal, including pain management and ultimately to
aulhanize the ewe. According 1o the sheap unil manager, thay were unable to reach any velerinarians that had
experience working with sheep to assist them with his'her drug cheices or doses {they also had limited drug access).
Ard although the ewe was given pain medication (banaming) over a threg hour pericd and prior o being euthanized,
we cannol be cerlain it was given al a therapeulic dose. The method of euthanasia chosan (% ce banamine [V
followed by 9cc acepromazing IV) was not under the guidance of a veterinarian or based on the American Veterinary
Medical Associations [AVMA] guidalines on euthanasia.

There warg o willen documents indicating that elther animal care persenmnel were qualified and trained in the
procedures conducted on the ewe. Each research facility shall establish and maintain programs of
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adequate veterinary care as mentioned in sec. 2.33 (b) (1203415
Ta ba correctad immediatehy

245 {a) ()
RECORDKEEPING REQUIREMENTS.

Sec. 2,45 Recordkeeping requirements,

(8] The rasearch facility shall maintain the following 1ACUC records:

12} Records of proposed activities imsolving animals and proposed significant changes in activities

involving animals, and whether IACUC approval was given or withheld;

AL time of inspaction, medical recards presanted for aws #47 wara vagua and incomplate. Additional medical
recards were sent on Dec., 17, 2008, Also, here ase no records available that indicate treatiments and euthanasia
methods conducted on November 29, 2008 on ewe #47 were reviewed or approved by the LACUIC of the facility prior
fo thedr implementation. Without this documenialion, we cannol ba cerlzin the LACUC is aware ol aclivities ralated o
the care and use of the sheep at the research facility. The research facility shall maintain records of proposed
activities invalving animals and proposed significant changes in activities involving animals, and whether |AGLUC
approval was given of withheld.""

To be corrected immediately

3.125 {a)
FACILITIES, GENERAL.

Sec, 3,125 Facilities, general,

[a}Structural strangth. The facility must be constructed of such material and of such strangth as appropriata far tha
animals involved. The indoor and cutdoor houging facilities shall be strecturally sound and shall be maintained in
good repair to protect the animals from injury and o contain the animal

"towing unit: The aubdoor animal enclosuras located on the nocth end of the unit have a couple of hobas,
approximalely 4 inches x 7 inches, and 3 inches x 5 inches in size, with wirg ends that are protruding into the
enclosures, There are also approximately 2-4 other areas where loose fencing ends are protruding into the
anclosuras. There i a loading ramp located on the northeast area of tha unil that iz worn and thare are rusty nails
protruding from the top side of it, Pigs housed in these enclosures or using the loading ramp may come in contact
with these damaged areas and become injured. The indoor and outdoor housing facilities shall be structurally sound
and shall be maintained in good repair 1o protect the animals fram injury and 1o contain the animal.***

To be corrected by January 15, 2009
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3.125 (d}
FACILITIES, GENERAL.

Sec, 3,125 Facilities, general

[d} Waste disposal. Provision shall be madsa for tha removal and disposal of animal and food wastes, badding, dead
animals, frash and debris. Disposal facillities shall be 20 provided and operated as to minimize vermin infestation,
odors, and disease hazards, The disposal facilities and any disposal of animal and food wastes, bedding, dead
animals, trash, and dabris shall comply with applicabls Federal, State. and lecal laws and regulations ralating 1o
pollution control or the protection of the envirgnmeant

***Swine unit; Thera was a small pile and a small to moderate amount of fecal material scattered on the ground in the
northeas! area of the unit (next 1o the ramgp). It did nol appear to ba fresh wasta matarial. _ Af time of inspection hera
were young pigs being housed in an area adjacent to the waste material. The presence of animal waste far an
extendad period of time may attract insecis, create odors, andior increase disease hazards A system should be in
place o ramove and dispose of animal and food wastes, bedding, dead animals, trash and debris in a timely
mianrer,***

Ta ba correctad immediatehy

3.127 {c)
FACILITIES, OUTDOOR.

Sec, 3127 Facilities, outdoor

[g) Drainage. A suifabla method shall be provided o rapidly aliminafe excess water. The meathod of drainage shall
comply with applicable Federal, State, and local laws and regulations relating to poliution control o the protection of
the environment

rSwine unit: Thara was standing walar presant in a pig enclosure lbeatad on the north sida of the unit and on the
easl side of the wnit in front of the farrowing area. Standing water may attract flies and other flying insects and may
increase disease hazands, A system should be place io ensure adequate drainage in areas where water may
collact.. ™

To be corrected by January 15, 2009

313 (b}
SANITATION.

Sec, 3131 Sanitation

(b} Sanitation of enclosures. Subseguent to the prasence of an animal with an infectious ar transmissible disease,
cages, reoms, and hard-surfaced pens ar runs shall be sanitized either by washing them with hot water (180 F. at
source) and scap or detergent, as in a mechanical washer, or by washing all soiled surfaces with a detergent sclution
fallowed by & safe and effective disinfectant, or by cleaning all soiled surfaces with sajurated live steam under
pressure, Pens or rung using gravel, sand, or dirt, shall be sanitized when necessary as directed by the aftending
vaterinarian,

"Swine unil: Thara are animal enclosures located an the nofbeast area of tha wnil thal are construcled of unzsalad
concrete blocks, There are alzo cracks in the floors of approximately 2-4 of the animal enclosures, Dirt and other
debris can collect in the cracks and in the unsealed concrete and cleaning and
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sanitizing as required may be difficult, The floor cracks should be filled in and the concrete blocks should be sealed to
ansura housing facilibas can ba cleaned and sanitized as required.
To be corrected by January 15, 2009

3.131 {c)
SANITATION,

3.131 Sanitaton
[g) Housekeaping. Pramisas (buildings and grounds] shall be kapt clean and in good repair in arder to protect tha
animals from injury and to facilitate the prescribed husbandry practices sel forth in this subpart. Accumulations of
frash shall be placed in designated areas and cleared as necessary to protect the health of the animals

"trEwing unit: There was a small pile and a small 1o mederate amaount of fecal matenal scattared on the ground in
the northeast area of the unit (next b the ramp). It did nol appear to be fresh waste material. The presence of animal
wasie for an exiended period of fime may altract insects, create odors, and'or increase disease hazards, At fime of
inspection thara were young pigs housed in close proximity 1o the waste material. A syslem should be in place 1o
removie and dispose of animal and food wasies, bedding, trash and debris in a timely manner.**
To be corrected immediately

This is an amendad report and replaces the previouws inspecton report dated 121 1/08. The word appropiate has
besn changed to inappropriate in the narrative under 2.33 on page 7.

THIS 15 A TRANSCRIBED INSPECTION REPORT
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2.3 (c) DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

[c) IACUC functions, With respect to activities imvolving animals, the IACUC, as an agent of the research facility,
shall:iE) Review and approva, require modificabons in (1o secure aparoval), ar withhald approval of thase
components of proposed activities related to the care and use of animals, as specified in paragraph (d) of this section
"*There are no records available that indicate ireatments and euthanasia methods conducted on ewe #47 Movember
29, 2008 wara reviewad or approved by the LACLE af the facilify pricr to their imglameaniation. Without this
documentation, we cannol be certain the IACUS = awane of activities relaled to the care and use of the shaep at the
resaarch facility. The IACUG, as an agent of the research facility, shall review and approve, reguire modifications in
[to secure approval), or withhold approval of those compaonenis of proposed activities relaled to the care and use of
animals. ***

To be corrected immediately

2.1 )y (1) [wii) DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

[d}Further, the IACLUC shall determing that the proposed activities or significant changes inongoing activities meet
thie following requirameants:

[vil} Madical care for animals will be available and provided as necessary by a qualified veterinanan;

“*Medical care by a qualified veterinarian was nat available far ewe #47 whao sufiered complications during lambing
an Movembear 28, 2008, Af timsa af the incident, the allending vetarmnarian was nol available ard the facility did nod
have an adequate veterinary back up plan in place. As a result, animal care personnel (the sheep unit herdsperson
and manager) made inappropriate medical decisions regarding the care of the animal, including pain management
and ultimately euthanasia. The facility must have an adequale system in place to ensure medical care, by a qualified
veterinarian, in a timely manner, is available during regular business hours as well as during weekends and
holidays.***

lo ba correclad mmediately
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2.1 (dy (1 (viil) DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

{d}Further, the IACLIC shall determing that the proposed activities or significant changes inongoing activities meet
the following requirameants:

(willy Personnel conducting procedures on the species being maintained or studied will be appropriately gqualified and
frained in those procedures,

*The animal cara parsonngl (the herdsperson and sheap unit manager) thatl conducted treaimants and authanasia
on ewe #47 on Movember 29, 2008 did not follew writlen and approved prolocols, At ime of the incident, the
attending veterinarian was not available and the facility did not have an adequate veterinary back up plan in places, As
a resull, the animal care parsonnel made inappropriate medical decisions ragarding tha care of tha animal, including
pain management and ulimately euthanasia, There wene no written documents indicating that either animal care
personnel weare qualified and trained in the procedures conductad on the ewe. A system must be in place that
ansures and documeants that personnel conducting procedures on coverad species are Irained and qualified to do
5::' L2 o

Ta ba correctad immediatehy

2.3 (d} DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

{d} IACLIC review of activities involving animals, (1) In order o approve proposed aclivities or proposed significant
changes in angaing activities, the IACUC shall conduct a review of those compaonants of the activities ralated o the
carg and use of animals and determineg that the proposed aclivities are in accordance with this subchapter unbess
acceplable justification for & depariure is presented in writing;

" The ACUC has not revieawad tha activilies ralatad o fhe care and usa of shaep at tha facility. Thera are no
records available that indicate reatments and euthanasia metheds conducted on November 29, 2008 on ewe #47
were reviewed or approved by the IACUC of the facility prior to their implementation. Without this documentation, we
cannol be certain the IACUC is aware of aclivilies relaled lo the care and use ol the sheap at the research facility.
The IACUC, as an agent of the research facility, shall review and approve, reqguire modifications in (o secure
appraval), or withhold approval of those components of proposed activities related to the care and use of animals,***
1o ba correclad mmedately

2.3 (e} DIRECT NCI
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACLIC).

&) A proposal to conduct an activity involving animals, or 1o make a significant change in an ongoing activity imeahving
animals, must contain the fallowing:

(3} A complele description of the proposed use of the animals

(4} A descriplion of procedures designed fo assure that discomiort and pain to animals will be limited 1o that which is
unavoidabile for the condudt of sciantihcally valuable regaanch, including provision far the e of analgasic, anesthefic,
and tranguilizing drugs where indicated and appropriate 1o minimize diecomfort and pain to animals; and
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(5} A cescription of any euthanasia method to be used

"**There are no records gvailable that indicate reatmeants, incleding pain managamant, and authanasia mathods
conducted on Movember 28, 2008 on ewe #47 were reviewed or approved by the IAZUC of the facility prior to their
implementation, Without this documentation, we cannot be certain the IACUC is aware of activities related fo the care
and usa of tha sheep al the ressarch faclity. A proposal o condust an activity involving animals must conlain the
following: a complete description of the proposed wse of the animals, a descriplion of procedures designed 1o assune
that discomfort and pain to animals will be limited to that which is unavoidable for the conduct of scientifically valuable
resaarch, including provision for the wse of analgasic, anesthete, and tranguilizing drugs where indicated and
appropriate to minimize discomfort and pain 1o animals; and a description of any euthanasia method o be used. ™
To be corrected immediately

2.32 (a) DIRECT NCI
PERSONMNEL QUALIFICATIONS.

{a) It shall be the responsibility of the research facility 1o ensure that all scientists, research technicians, animal
technicians, and othar personnal invalvad in animal care, treatmeant, and wse are qualiiad 1o perform their duties, This
responsibility shall be fulfiled in part throwgh the provision of training and instructon 1o those parsonned,

() Training and instruction shall be made available, and the qualifications of personnel reviewed, with sufficient
fragquancy to fulfill tha research facilily's raspansibilities under this section and Sec. 2.31.

(c) Training and instruction of personnel must include guidance inat least the icllowing areas:

(1} Humane methods of animal maintenance and experimentation,
ineluding:

(i} The basic needs of each species of animal;

(i} Proper handling and care for the various species of animals used by the facility;

(i) Proped pre-procedural and post-procadural care al animals; and

(iv] Aseptic surgical methods and procedures;

(2} The concept, availability, and use of research or tasting mathods that limit the usa of animals or minimiza
animal distress;

(3} Proper use of anesthetics, analgesics, and tranguilizers for any species of animals used by the facility;

(4} Methods wharaby deficiencies in animal care and treatment are reparted, including deficiancies in animal care
and treatment reporied by any emplovee of the fadlity. No faclity employes, Committee membsar, o laboralony
personnel shall be discriminated against or be subject io any reprisal for reporting violations of any regulation or
standards under the Act;

(5) Lilization of services {e.g., Mational Agricultural Library, Mational Library of Medicing) available to provide
information:

(i} On appropriate methods of animal care and use,

(i} On alternatives 1o the use of live animals in research;

[iil}) That could prevent unintended and unnecessary duplbication of research imvalving animals; and

(v} Regarding the intent and requirements of the Act.

"**The animal care personnel {the herdsperson and sheep unit manager) that conducied the treatments and
authanasia on ewe 47 an Movamber 29, 2008 did nod follow written and approved pratocals. Al time
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of the incident, the attending veterinarian was not available and the facility did not have an adeguate veterinary back
up plan in place. As a result, the animal care parsonnal made inaporopriate medical dacisions ragarding the care of
the animal, including pain management and ultimately suthanasia. There were no witten documents indicating that
gither animal care personnel were qualified and trained in the procedures conducted on the ewe, A system must be in
place that ansures and documants that personnel conducting procedures on covered species are frained and
qualified 1o do 20,7

To be corrected immediately

2.33 (b} DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establish and maintain programs of adequate veterinary care that include:

(1} The availability of approprigte facilities, personnel, aguipmeant, and semvicas to comply with the pravisians of this
subchaplor

{2} The use of appropriate methods to prevent, conirol, diagnese, and ireat diseases and injuries, and the availability
af amargency, weakend, and haliday care.

{3} Daily observation of all animals 1o assess their health and well-being; Provided, howewer, That daily obsemvation
of animals may be accomplishad by someone other than the attending veterinarian; and Providad, further, That a
mechanism of diract and freguent communication is required so that timaly and accurate information on problems af
animal health, behavior, and well-being is conveyed 1o the attending veternarian. (THIS 15 A REPEAT WCH)

(4} Guidance to principal investigators and other personnel irvalved in the care and use of animals regarding
handlirg, immobilization, anesthesia, analgesia, tranguilization, and euthanasia; and

(3} Adequate pre-procedural and post-procedural care in accordance with current established veterinary medical and
nursing procaduras.

" Adeguate velerinary care was nol avallable for ewe #47 on Movember 29, 2008 which was over the Thanksgiving
Cay holiday, Appropriate facilities, personnel, equipment and services were not available to assist the animal who
sufferad camplications during lambing. A tima of the incdent, the atlanding watarinarian was not availabla and tha
facility did not have an adequate velerinary back up plan in place. Az a result, the animal care personnel made
inappropriate medical decisions regarding the care of the animal, including pain managemeant and ultimately to
aulhanize he awe. According 1o the sheap unil manager, thay were unable to reach any velarinarians that had
experience working with sheep to assist them with his'her drug choices or doses {they also had limited drug access).
And although the ewe was given pain medication (banamineg) aver a three hour pericd and priar o being authanized,
wa cannol ba cerlain it was given at a therapeulic dose. The method of euthanasia chosen (9 co banamine |V
followed by 9cc acepromazine IV) was not under the guidance of a veterinarian or based on the American Yeterinary
Medical Associabions (AVRA) guidalines on euthanasia.

There were no willen documents indicating that either animal care personnel were qualiied and trained in the
procedures conducted on the ewe. Each research facility shall establish and maintain programs of adeguate
vaterinary care as mentionad in sec. 2.33 (0] (1{2H3)(405) """

To be corrected immediately

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspector 5038 Jan-05-200%
Received By:
Date:
Title: Jan-06-2008

Faga4of 7



USD A United States Deparimeant of Agriculura PR
— Animal and Plant Health Inspaction Service i
ﬁ 13 101502480076 in=p_id

Inspection Report

245 {a) ()
RECORDKEEPING REQUIREMENTS.

Sec. 2,45 Recordkeeping requirements,

(8] The rasearch facility shall maintain the following 1ACUC records:

12} Reconds of proposed activities imsobving animals and proposed significant changes in activitiesinvolving animals,
and whether IACLUIC approval was given ar withheld;

AL time of inspaction, medical recards presanted for aws #47 wara vagua and incomplate. Additional medical
recards were sent on Dec., 17, 2008, Also, here ase no records available that indicate treatiments and euthanasia
methods conducted on November 29, 2008 on ewe #47 were reviewed or approved by the IACLIC of the facility prior
fo their implementation. Without this documenialion, we cannol ba cerlzin the LACUC is aware ol aclivities ralated 1o
the care and use of the sheep at the research facility. The research facility shall maintain records of proposed
activities invalving animals and proposed significant changes in activities involving animals, and whether |AGLUC
approval was given of withheld.""

To be corrected immediately

3.125 {a)
FACILITIES, GEMERAL.

{a) Structural strength, The facility must be constructed of such material and of such strength as appropriate for the
animals invalved. The indoor and outdoor housing facilities shall be structurally sound and shall be maintained in
qood repair to protect the animals from injury and o contain the animals,

*rEwine unit; The outdoor animal enclosures located on the north end of the unit have a couple of holes,
approgimately 4 inches ¥ T inches, and 3 inches ¥ 5 inches in size, with wirg ends that are profruding inta the
enclosures, There are alzo approximalely 2-4 other areas where loose fencing ends are protruding into the
enclogures. There is & Inading ramp located on the northeast area of the unit that is wom and there are rusty nails
pratruding from tha lop side of it. Pigs housed in thesa enclosuras or using the loading ramp may come in contac
with these damaged areas and become injured. The indoor and outdoor housing faciliies shall be structurally sound
and shall be maintained in good repair to profect the animals from injury and (o contain the animal.***

la ba correclad by January 15, 2009

3.125 (d}
FACILITIES, GENERAL.

(d} Waste disposal. Provision shall be made for the removal and dispesal of animal and food wastes, bedding, dead
animals, frash and dabris. Disposal facilities shall be 30 pravided and oparated as to minimize varmin infasiaton,
odors, and disease hazards, The disposal facilities and any disposal of animal and food wasies, bedding, dead
animals, frash, and debris shall comply with applicable Federal, State, and local laws and regulations relating to
polluton cantral or the protection aof the enviranmant.

"rEwing unit: There was a small pile and a small to moderate amount of fecal materal scattered on the ground in the
northeast area of the unit (next 1o the ramp). | did not appear to be fresh waste material, |
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Al time of inspection there werne young pigs being housed in an area adjacent to the waste matenal. The presence of
animal waste for an extanded panad of ime may afiract insects, craate odors, and'or incragse disease hazards A
system should be in place 1o remosve and dispose of animal and food wastes, bedding, dead animals, trash and
debris in a timely manner,***

To ba correctad immediately

3.127 {c)
FACILITIES, OUTDOOR.

Sec, 3127 Facilities, outdoor

[g) Drainage. A suitabla method shall be provided 1o rapidly aliminate axcess water. The method of drainage shall
comply with applicable Federal, State, and local laws and regulations relating to poliution conirol or the protection of
the envirgnment

"tSwing unit: Thars was standing walar presant in a pig enclasure lcatad on the north side of the unit and on the
east side of the wnit in fromt of the farrowing area. Standing water may attract flies and other fiying insects and may
increase disease hazards, A system should be place fo ensure adequate drainage in areas where water may
callact.. ™™™

To be corrected by January 15, 2009

3.131 (e}
SANITATION.

(B} Sanitation of enclosures. Subseguent to the presence of an animal with an infectious or transmissible disease,
cages, reams, and hard-surfaced pans ar runs shall be sanitized either by washing them with hot water (180 F. at
gouwrce) and scap or detergant, as in a mechanical washer, or by washing all solled surfaces with a detergent solution
followed by a safe and effective disinfectant, or by cleaning all soiled surfaces with saturated live steam under
prassure. Pens ar runs using graveal, sand, ar dirt, shall be sanitized whan necassary as directed by the atlanding
velarinarian,

" Ewing unit; There are animal enclosures kocated on the northeast area of the unit that are constructed of unssaled
cancrele blocks. There are also cracks in tha floors of approximataly 2-4 al the animal anclosures, Dirt and olher
debris can collect in the cracks and in the unsealed concrete and cleaning and sanitizing as required may be difficult,
The floor cracks should be filled in and the concrete blocks should be sealed io ensure housing facilifies can be
cleanad and sanitized as required.

To be corrected by January 15, 2009

3131 (c)
SANITATION.

[c) Housekeeping. Premises (buikdings and grounds) shall be kept clean and in good repair in order to protect the
animals from inpury &nd o facilitate the prescribad husbandry practicas sat forth in this subpart. Accumulations of
frash shall be placed in designated areas and cleared as necessary o protect the health of the animals.
***Swine unit; There was a small pile and a small to moderate amount of fecal material scattered an the
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ground in the northeast area of the unit (next to the ramp). & did not appear 1o be fresh waste material, The presence
af animal waste tor an extanded pariad of fime may atfract insects, cragte odors, andfor increase disease hazards. At
time of inspection there were young pigs housed in close proximity 1o the waste material. & system shoukd be in
place to remove and dispose of animal and food wastes, bedding, trash and debris in a timely manner,***

To ba correctad immediately

This is an amendad report and replaces the previous inspection report dated 121108, The word appropriate has
bean changed to inappropriale in the narrative under 2,33

Thizs is a franscribed report.
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MOUNT SAM ANTOMID COLLESE
Customer ID: 1157

Cerificate: 93-R-0117
Site: 0
RACILINT Sk AHTONID COLLEGE
1100 NORTH GRAMD AVEMLIE
Type: ROUTIMNE INSPECTION

WALMUT, CA 51783 Date: Oct-10-2004

2.33 by (3}
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establish and maintain programs of adequate veterinary care that include:

(3} Daily absarvation of all animals to assess thair health and well-being; Provided, howewvear, That daily observation
of animals may be accomplished by somaona othar than the attending vetennarian; and Provided, further, That a
mechanism of direct and freqguent communication is required so that timely and aocurate information on prablems of
anmimal heatth, behavior, and well-being is comveyad o ihe attending velarinarian.

*There was a sick sheep howsed in an animal run located oulssde the vivanum. Although there was a daily log
available (and was filled out by the students), it was vague, incomplete and hard 1o follow, For example, a notation for
Salurday & Sunday (dates were not provided) read “gave injacticns” and “ate a lithe bil”. There was no olher
information provided. For Tuesday, Sept. 30th, there was an entry that sakd “eating” without any follow up notations.
There also appeared o be days when nofations were not done. Without complete medical logs we cannot be certain
thal accurate infarmalion an problems of animal heallh, behavior, and well-being are being conveved 1o The atlending
veterinarian, A system must be in place to ensure this, ™

To ba correctad for all future inspections.

238 4] (1)
MISCELLANEOLUS.

(b} Access and inspection of records and property. (1) Each research facility shall, during business hours, allow
APHIS offcials:

(I} To anter its place of business;

(i} To examine records required to be kept by the Act and the regulations in this part.

= 0n Oct. 10, 2008 at 9:45 AM, |ACUG and animal records were nal available for inspection. Without thesa
documents we cannol be cartain the facility is following their approved animal care and use program. Each facility
shall, during business hours, allow APHIS officials to examine records required to & kepl by the Act and the
regulations in this part.™"

To be corrected for all future inspections.
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Thiz iz an amended inspection report and replaces the previous inspection report, The inspection was conductad on
Friday, Oat. 10, 2008, not Qct. 9, 2008

This is a tfranscribed inspection report,
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MOUNT SAM ANTOMID COLLESE
Customer ID: 1157

Cerificate: 93-R-0117
Site: 0
RACILINT Sk AHTONID COLLEGE
1100 NORTH GRAMD AVEMLIE
Type: ROUTIMNE INSPECTION

WALMUT, CA 51783 Date: Oct-03-2008

2.33 by (3}
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each research facility shall establish and maintain programs of adequate veterinary care that include:

(3} Daily absarvation of all animals to assess thair health and well-being; Provided, howewvear, That daily observation
of animals may be accomplished by somaona othar than the attending vetennarian; and Provided, further, That a
mechanism of direct and freqguent communication is required so that timely and aocurate information on prablems of
anmimal heatth, behavior, and well-being is comveyad o ihe attending velarinarian.

*There was a sick sheep howsed in an animal run located oulssde the vivanum. Although there was a daily log
available | and was filed out by the studants), it was vague, incomplets and hard to follow, For example, a notation for
Salurday & Sunday (dates were not provided) read ° gave injectons” and * ate a little bit™. Thara was no athear
information provided, For Tuesday, Sept. 30th, there was an entry that sakd "eating™ without any follow up notations
There also appeared o be days when nofations were not done. Without complete medical logs we cannot be certain
that accurate infarmalion an problems of animal heallh, behaviour, and wall- being are baing convayed o the
attending wveterinarian, A system must be in place to ensure this, ™

To ba correctad for all future inspection.

238 4] (1)
MISCELLANEOLUS.

(b} Access and inspection of records and property. (1) Each research facility shall, during business hours, allow
APHIZ offcials:

(I} To anter its place of business;

(i} To examine records required to be kept by the Act and the regulations in this part.

“*0n Oct. 9, 2008 at 9:45 AM JACLUS and animal records were not available for inspectan. Without thase
documents we cannot be cartain the facility is following their approved animal care and use program. Each research
facility shall, during business hours, allow APHIS officials to examine records required o be kept by the Act and the
regulations in this part.™"

To be corrected for all future inspections.

This iz a ranscribed inspecbon regorl.
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