LSDA United States Depariment of Agriculture R
— Animal and Plant Health Inspaciion Service

_ J115EIIGITIE  Insp_id

Inspection Report

SANTA CRUZ BIOTECHNOLOGY, INC
Customer ID:; 3832

Cerificate: 93-B-0192
Site: Q02
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Type: ROUTIMNE INSPECTION

SANTA CRUZ, CA 95060 Date: Sep-26-2012

2.40 by  (3) REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE (DEALERS AND EXHIBITORS).

(b} Each dealer shall establish and maintain programs of adeguate 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.

Goatl #9563 was thin on the day of the previous August 23, 201 2 inspection wilth prominen ribs, spinal processes,
pevis, and shoulders, The poor condition of this animal was not dentified by staff until two days prior 1o the
inspection. At that time it was moved from the main herd fo a smaller iselafion area. The goat was euthanized on
August 29 dua to respiralory disease that lailed lo improve.

Goat #10215 was in poar condition with prominent ribs, spinal procassas, and palvis. The goat also had a small opean
wound that appeared 1o be an abscess that was altracting fles. According o staff the goatl's condition was first
noticed on that same day, the day of the inspection.According to facility records the goat's condition was first
abearvad whean it was brought in to have blood collacted that day.

Caily observations of all animals o assess their well-being, appropriate documentation of those chservations, and
diract and fraguent communication with tha attending vetarinarian regarding haalth isswes are necassary 1o ansure
that the animals at the facility receive timely and adequate veterinary are. A system shoukd be in place to ensure that
all animals are ocbserved daily, any health problems are adequately documeanted, and the atending vetarinarian is
nolilied when necassary,

Pravious cormaction date: Corract immeadiately.

Prepared By:
MARCY E ROSENDALE, DV.M,  USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5039 Oet-31-2012
Received By:
Date:
Title: Qet-31-2012
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3.125 (a)
FACILITIES, GENERAL.

J.125 Facilities, general

(&) Structural strength. Tha facility must ba constructed of such material and of such strength as appropriate 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 animals,

In the pens that house goats used for plasmapheresis collection, there were feeders with exposed metal ends thal
could cause injury. One long, horizontal plastic feeder has one exposad nail that protrudes about one inch. In
anothar part of the same leader there are three nail heads that are elevated, and could be sharp, and also suggest
inadeguate structural strength of the feeder. The wooden base for the feeder is made of two-by-fours, and there are
large gaps beiween some of the joinis, suggesting that the feeder could collapse and reveal more exposed metal
nails. On lhe fence there are plastic horizontal supplament feedars altached wilth wire. In several places tha wing s
twisted around the wire panel fence, and it has many exposed and protruding ends projecting into the animal
anclosure and maasurng up o twa inches long. Two welds on a large meatal hay feeder were also broken resulting in
loose matal rods that could cause injury

Animals could becaoms injured rom sharp abjects, or siructuras that are detanarating. Animal enclosures should ba
free of sharp objects that could cause injury, and maintained in good repair 5o as to prevent potential injuries

Correct by Movember 15, 2012

3.129 [+]]
FEEDING.
(b} Food, and food receptacles, if used, shall be sufficient in quantity and located 20 as 1o be accessible to all animals

in the enclosure and shall be placed so a5 1o minimize contamination. Food recepiacles shall be kapt clean and
sanitary at all timas

A food receptacle in the W5 barn was contaminated with feces. Faces and flies wara abserved in & hay feeder usad
by several goats. Feeders should be kept clean and sanitary at all times so that the food ke palatable and without
cantaminaton,

Correct by Movember 15, 2012

Prepared By:
MARCY E ROSENDALE, DV.M,  USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5039 Oet-31-2012
Received By:
Date:
Title: Qet-31-2012
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313 (a)
SANITATION.

{a) Cleaning of enclosures, Excreta shall be removed from primary enclosures as often as necessary 1o prevent
cantaminatan of the animals contained therein and to minimize disease hazards and to reduce odars.

An excessive amount of excreta was present in 3 paddock oulside the W2 bam, Goat feces were present throughout
the anclosure. In some areas tha ground was completaly covarad in feces. Stalf stated that tha paddock was claaned
waekly. A large number of flies were also cbserved on and around the animals in that paddock and the animals in an
adjacent paddock, The adjacent paddock was cleaned daily and did not contain an excessive amount of excreta.
Animal enclosuras should be cleaned as oflen as necassary to prevant confamination af the animals, minimize
disease hazards, and 1o reduce odors,

Correct by Movember 15, 2012

3.131 {d}
SANITATION,

{d} Pest control, A safe and effective program for the controd of insects, ectoparasites, and avian and mammalian
pests shall be astablished and maintained.

An excessive number of flies were present in goat paddocks outside of the W2 and WS barns., The facility had nao fly
contral maasuras in place for those areas with tha excaption of ane fly trag ina W2 paddock. Flias may lead to food
contamination, spread of disease, and distress 1o the animals, An effective fly conirol program should be in place 1o
reduca the numbsar of flies in the outdoor enclosures.

Correct by Novemnber 15, 2012

An exit briefing was conducied with a facility representative,
Thiz was a focused inspection invalving anly the W2 and WS barn goats.

Accompanied by Dr. Pam Smith.

Prepared By:
MARCY E ROSENDALE, DV.M,  USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5039 Oet-31-2012
Received By:
Date:
Title: Qet-31-2012
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SANTA CRUZ, CA 95060 Date: Sep-26-2012

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

(d} IACUC review of activities involving animals, (1) In order 1o approve proposed aclivities or proposed significant
changes in angoing activities, the LACUE shall conduct a review of those companants of the activities related 1o the
carg and use of animals and determine that the proposed aclivities are in accordance with this subchapter unbess
acceptabla justification for a depariure is presemted in writing; Further, the I&ACLUIC shall determing that the proposed
activities ar significant changes in angairg achvities maet tha fallowing requirements:

(11 Procedures invohving animals will avoid or minimize discomfort, distress, and pain to the animals.

Three geats used for the collection of plasma by plasmapheresis were showing signs of and being treated for chronic
health condifions thal could cause the animals discomfort, disiress, and/or pain, Using the animals for antibody
production during periods of iliness could be expected o exacerbate discomfort, distress, or pain already being
experienced by the animals

Goal #4349 had a nasal discharge and was observed repeatedly tossing and shaking its head, There wene numersus
flies present which may have been a contributing factor fo the head tossing, The goat had been kept in the
plasmapheresis anclosure sinces at least 2007. S5inus issues wara first mentionad an tha medical records an May 21,
2012, Plasma was collected eight imes in the four menths since the condition was documented and while the goat
was being ireated. Beiween November of 2007 and Juneg 2012 plasma was collected from this goatl 160 fimes, for an
average of approximalely 2.78 times per month before the respiratory condition was decumeantad and two timas per
month afterwarnds.

Goal #13310 had a history of chronic, intermittant respiratory disease since November of 2010 and had a bilateral
nasal discharge at the time of the inspection. The goat was used for plasmapheresis starting in March of 2011 and
wias collected 24 timeas in the following 24 months, On some occasions plasma was collected while the goat was
showing signs of and being treated for respiratory disease.

Goat # 3748 was ganainc and in poor condition with an abnormal, it gail. The goat had & history of chronic anemia
and was diagnosed with arthritis in June of 2012, Plasma was collected twice in Seplember 201 2 despite the low
hematocrit and arthritis. Plasma was also collected when the goat was lame on a

Prepared By:
MARCY E ROSENDALE, DV.M,  USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5039 Qet-30-2012
Received By:
Date:
Title: Qet-31-2012
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framt leg in 2011, Standing in a stanchion for approximately one hour per session for plasmapheresis could be
axpacted to cause incregsed discomiort, distress, and'or pain in a goat with lameness or arthritis.

The IACUC approved protocol for plasma collection states: "Before plasmapheresis is performed, an animal is
absarvad fo varly it is suilable condition o undergo the procedure.” However, the profocal doas not define what a
sullable condition k2, or what an unsuitable condition might be. Using animals in poor health for blood or plasma
callection does not avoid or minimize discomior, distress, and pain 1o the animals, The IACLUIC should assure that
these are clear guidalines as o the suilability of animals for use under he prolocel, and the facilily should avesd using
animals in poor health or condition when the collection procedures themselves or physiologic impact of collecting
blood or plasma may lead to discomfort, disiress, or pain.

Previous correction date; Correct immediately,

2.33 REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

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

(3} Daily obsarvation of all animals to assess thair health and well-being; Provided, howevear, That daily observation
of animals may be accomplished by someone other than the attending veternarian; and Provided, further, That a
mechanism of direct and frequent communication is required so that timely and accurate information on problems of
animal health, behavior, and well-being is canveyead o ihe attending velarinarian.

Goal #9563 was thin on the day of the previous August 23, 201 2 inspection with prominen! ribs, spinal processes,
pelvis, and shoulders, The poor condition of this animal was not dentified by staff until two days prior 1o the
inspection. At that time it was moved from the main herd fo a smaller isolafion area. The goat was euthanized on
August 29 dua to respiralory disease that lailed lo improve.

Goat #1021 5 was in poor condition with prominent ribs, spinal procasses, and palvis. Tha goat also had a small opan
wound that appearad 1o be an abscoss thal was attracting Mes. According to stalf the goat's condition was first
noticed an that same day, the day of the inspection. According to facility records the goal's condition was first
absarvad when it was brought in 1o have bleod callacted that day.

Craily observations of all animals to assess their well-being, appropriate documentation of those observations, and
diract and frequent communication with tha attending velerinarian regarding haalth issues are necassary to ensure
that the animals at the facility receive timely and adequate veterinary are. A system should be in place to ensure that
all animals are observed daily, any health problems are adequalely documented, and the attending veterinarian is
notified when necessary.

Pravious corraction date: Corract immeadiaiely.

Prepared By:
MARCY E ROSENDALE, DV.M,  USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5039 Qet-30-2012
Received By:
Date:
Title: Qet-31-2012
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3.125 (a)
FACILITIES, GENERAL.

3.125 Facilities, genaral

(&) Structural strength. Tha facility musi b constructed of such material and of such strength as appropriate far the
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 animals,

I the pens that house goats used for plasmapheresis collection, there were feadars with exposed metal ends that
could cause injury. One long, horizontal plastic feeder has one exposad nail that protrudes about one inch. In
anothar part of the same leader there are threa nail heads that are elevated, and could be sharp, and also suggest
inadequate structural strength of the feeder, The wooden base for the feeder is made of two-by-fours, and there are
large gaps between some of the joints, suggesting that the feeder could collapse and reveal more exposed metal
nails. On the fence there are plastic horizontal supplement feeders allached with wire. In several places the wire is
twisted around the wire panel fence, and it has many exposed and protruding ends projecting into the animal
anclosure and maasunng up o twa inches long. Two welds on a large meatal hay feeder were also broken resulting in
loose metal rods that could cause injury

Animals could becama injured ram sharp objacts, or structuras that are detanarating. Animal enclosuras should be
free of sharp objects that coukd cause injury, and maintained in good repair 5o as to prevent potential injuries

Correct by Movember 15, 2012

3.129 (b}
FEEDING.
(b} Food, and food receplacles, if used, shall be sufficient in guantity and kocated 20 as to be accessible 1o all

animals in the enclosure and shall ks placed so as to minimize confamination. Food recaptacles shall be kapt claan
ard sanitary at all tmes,

A food receptacle in the W5 barn was contaminated with feces. Faces and flies wara abserved in & hay feeder usad
by several goats. Feeders should be kepl clean and sanitary at all times so that the food i palatable and without
contamination,

Correct by Movember 15, 2012

Prepared By:
MARCY E ROSENDALE, DV.M,  USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5039 Qet-30-2012
Received By:
Date:
Title: Qet-31-2012
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313 (a)
SANITATION.

{a) Cleaning of enclosures, Excreta shall be removed from primary enclosures as often as necessary 1o prevent
cantaminatan of the animals contained therein and to minimize disease hazards and to reduce odars.

An excessive amount of excreta was present in 3 paddock oulside the W2 bam, Goat feces were present throughout
the anclosure. In some areas tha ground was completaly covarad in feces. Stalf stated that tha paddock was claaned
waekly. A large number of flies were also cbserved on and around the animals in that paddock and the animals in an
adjacent paddock, The adjacent paddock was cleaned daily and did not contain an excessive amount of excreta.
Animal enclosuras should be cleaned as oflen as necassary to prevant confamination af the animals, minimize
disease hazards, and 1o reduce odors,

Correct by November 15, 2012

3131 {d}
SAMITATION,

{d} Pest control. A safe and effective program for the control of insects, ectoparasites, and avian and mammalian
pesis shall be astablished and maintained.

An excessive number of flies were present in goat paddocks outside of the W2 and WS barns, The facility had no fly
conlral maasuras in place for thosa areas with tha excaphan of ane fly trag in a W2 paddock. Flias may lead to food
contamination, spread of disease, and distress 1o the animals, An effective fly control program should be in place 1o
reduca the numbear of flies in the outdoor enclosures.

Correct by Movember 15, 2012

An exit briefing was conducied with a facility representative,
Thiz was a focused inspection invalving anly the W2 and WS barn goats.

Accompanied by Dr. Pam Smith.

Prepared By:
MARCY E ROSENDALE, DV.M,  USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5039 Qet-30-2012
Received By:
Date:
Title: Qet-31-2012
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