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SANTA CRUZ BIOTECHNOLOGY, INC
Customer ID:; 3832

Cerificate: 93-B-0192
Site: 0
SAHTA CAUZ BIOTECHROLOGY, INC,
2145 DELAWARE AVENLUE
Type: ROUTIMNE INSPECTION

SANTA CRUZ, CA 95060 Date: Oct-31-2012

2.4
MON-INTERFERENCE WITH APHIS OFFICIALS.

Sec, 2.4 Mon-interference with APHIS officials,

A licensae or applicant for an initial llecense shall ot interfere with, threaten, abuse (including verbally abuse), or
harass any APHIS official in the course of camying aut his or her duties,

A large production barn and herd of goats was discovered at the facility nine miles south of the ranch office. Staff
members at the facility, including the previous attending veterinanan, a previous resident veterinarian, and a previous
valerinary technician were all asked during past inspection if goats were being housed bayond the owner's residence.
Those staff members always stated that there were no goats being housed past the owner's residence, which is on
the other side (south-east) of the ranch office. The previous altending veterinarian was last asked that question at an
inspeclion earlier in 2012,

The barn, currently named HY (changed from Laka Ranch at soma time betwaen tha May 24, 2012 and June 26,
2012 inspections), i not mew construction and appears 1o be the same approximate age as olber barns at tha facility.
Staff at the facility stated that animals with health problems are always transported from Lake Ranch/H7 to the main
barne for treatment. A partial raview al individual goat recards abtained from the facility during inspections befwaen
May 2010 and August 2012 found animals with home locations of Lake Ranch or HY being treated for health
problems at one of the main barns. Thus the barn was in use for af least the last 2.5 vears.

Several stafi members as well as management at this facility failed to inform APHIS officials of the location of a site
where regulated animals ware housed and regulated activities (blood collection for antibody production] weare faking
place. Tha exislance of tha site was denked even when direclly asked during APHIS inspections. By lailing 1o disclosa
this infromation the licensee has interfered with APHIS officials and prevented them from carmying out their
responsibility to enforce the Animal Welfare Act.

Correct immediately,
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2.8
MOTIFICATION OF CHANGE OF NAME, ADDRESS, CONTROL, OR OWNERSHIP OF BUSINESS.

Sec, 2.8 Motfication of change of name, address, control, or ownership of business,

A licensee shall promplly notify the AC Beglonal Director by certified mall of any change in the name, address,
management, or substantial controd or ownership of his business or operation, or of any additional sites, within 10
days of any change.

A herd of 841 goats that is currently being used for anfibody production was discovered during the inspection. The
herd was [ocated approximataly nine milas past the main bams. Thea exstanca of thie herd and the barn {currantly
called H7) where they reside, which includes a blood collection installation, was previously unknown to USD#A,
although it has been in use for some fime. The full-time onsite veterinarian stated that the veterinary staff doas not
wvisil this herd, and the office stall said that any sick goals al HY are broughl 1o the main barms for treatment. Office
staff also stated that the barn mame had been changed from Lake Ranch to HY at some time in the past. A previous
attending vaterinarian was askead by the APHIS inspecior during &n earlier 2012 inspectan it tha facility was hausing
any goats in the direction of the HT bam. She answered that no goats were housed in that direction. Other facility
personnel have been asked intermittently over the past several years if goats were housed in that direction and have
also slated that no goals wara baing kegt in that direction.

The dealer failed to notify the AC Regional Director of the exiztence of an entire building and group of animals being
used under their license. The facility should ensure that the location of all animals being used under their registration
ara reported 1o the approprizla APHIS alficials in a tmely manmar,

Correct immediately.

2.40 by  (2) REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE (DEALERS AND EXHIBITORS).

(b} Each dealer ar exhibitor 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 emargency, weakend, and holiday care.

A herd of B41 goats, identified as "HT", that ks currently being used for antibody production was discovered during the
inspection, The existence of this herd and the barn where they reside, which includes a blood collection insfallation,
was previously unknown to USDA, although if has baen in use lor some tima. A full-tima onsite velarinarian staled
that the veterinary staff does not visit this herd, and the office staff said that any sick goats at this site are brought to
the main site for fregtment.

Dwuring the inspection twelve goats with significant health concerns were identified for records review:

1007 3-Poor condition with a bilateral crusty nasal discharge. Alse anemia, with a production hematocrit
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recorded on 9412 at 18 percent,

AF73-Masal discharge.

A044-Poor condition, with bilateral nasal discharge.

9512-Masal discharge,

G350-5hH gait, bilateral nasal discharge, poor condition.
8504-Significant right front leg lameness, nasal discharge, and a cough
AE00-Significant right front leg lameness,

Additionally, these goats were observed to be in poor condition, with protruding spinal processes;
8820, 10059, 9099, 6006, and 9656.

According to the records and the statement of the full-time staff veterinarian, none of these animals had received any
traatment ar vetarinary observation. Failure o pravide appropriale vaterinary care could jeopardize the health and
well-baing of the animaks, The facility should ensure thal their program of veterinary carg approprialely addrasses the
medical needs of all animals under their care,

Previous comection date: cormect immediately.

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

(b} Each dealer or exhibitor shall establish and maintain programs of adequate veterinary care that include:

[3) Draily obsarvation of all animals to assess thair health and well-being; Provided, howewvear, That daily observation
of animals may be accomplished by someone other than the altending veternarian; and Provided, further, That a
mechanism of direct and frequent communication is required so that timely and accurate information on problems of
animal haalth, behaviar, and well-being is canveyad o ihe altending velannarian.

Goatl #10215 was in poor condition on the previous September 28, 2012 inspection. This goal is receiving valerinary
care, and showing improvement

Records were requested on Iwelve goats from thae HT herd thal were in poor condition and for showed gigns ol
sanous medical issues. These were goats # 10073, 9656, 10059, 6350, 9873, 9912, 8904, 6006, 90939, 9500, 5820,
and 2044, Thara is no avidence in the recards that the husbandry stalt observed any of these conditions, provided
any treatment, or natified the veterinary staff regarding these problems. Of the twehve records examined, only three
goats had ever had a "Detailed Ranch Observation” nofation, or any other treatment or veternary consultation
recorded, and the most racent such notation was in Decembar 20171 on goat # 8820,

Failure to chserve the animals on a daily basis and report any concems o the veterinary staff could be defrimental fo
their health and wall-baing. Daily observation of all animals 1o assess their well-being,
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appropriate documentation of those observations, and direct and frequent communication with the attending
vaterinarian regarding health issues are nacesssary o ansura that tha animals &t tha facility recaive timely and
agequate veternary care. A system should be in place to ensure that all animals are cbeerved daily, any haalth
problems are adequately documented, and the attending veterinarian is notified when necessary

Previous comrection date; Correct immedialely.

313 ic)
SANITATION.

3.131: Sanitation

[g) Housakeaping. Pramizas (buildings and grounds] shall be kapt clean and in good repair in order to protect tha
animals from inpury and 1o facilitale the prescribed husbandry practioes set forth in thes subpart. Accumulations of
frash shall be placed in designated areas and cleared as necessary to protect the health of the animals

Two pleces of pve pipe and an approximately 3° plece of rusted metal were found in a lange paddock with hay feeders
outside of barm H7. A large pile of metal cable was observed in the pasture beyond the paddock, which housed owar
800 goats al the time of the inspection. A porticn of the cable fencing in the pasture was also braken and tha cable
was coiled on the ground, Goats were observed walking over and throwgh the cables

Trash and loreign objects in animal enclosures may cause injury to the animals. The lacility should ensure thal their
staff monitor enclosures for unwanted and broken items, and remewe and repair these items in a timeky manner

Correct by Movember 15, 2012,

An exit briefing was conducted with a representative of the facilty

This was a focused inspection of barms WS and HY

Accompanied by O, Pam Smith

This is an electranic copy of the report done on October 31, 2012 on site O
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SANTA CRUZ BIOTECHNOLOGY, INC
Customer ID; 1344

Cerificate:; 93-R-0380
Site: 002
SANTA CAUZ BIGTECHNOLOGY, ING,
2145 DELAWARE AVEMLIE
Type: ROUTIMNE INSPECTION

SANTA CRUZ, CA 95060 Date: Oct-31-2012

2.925 {c)
REQUIREMENTS AND PROCEDURES.

Sec, 2.25 Requirements and procedures

(€] Mo registrant or parson reguirad 1o be registered shall imtarfare with,

threaten, abuse (including verbally abusa), or harass any APHIS official who is in the course of carrying oul Ris o hor
duties

A large production barn and herd of goats was discovered at the facility nine miles south of the ranch office. Staff
membears at the facility, incleding the previous attending veterinanan, 2 pravious rasident vaterinarian, and a previous
veterinary technician were all asked during past inspections if goats were being housed beyond the owner 5
residence, Those staff members always stated that there were no goats being housed past of the owner 5 residence,
which is on he ather side (soulh-gast) ol the ranch office. The previous allending velerinarian was lasl asked that
question at an inspection earfier in 2012

The barn, currently named HY (changed from Lake Banch at some time between the May 24, 2012 and June 26,
2012 inspections), is not new construction and appears o be the same approximate age as other barns at the facility,
Stalt at tha facility statad that animals with healih problems ars always transportad from Lake Ranch/HT ta the main
barns for treatment

A partial review of individual goat records abtained from the facility during inspections between May 2010 and August
2012 found animals with home locations of Lake Ranch or HT being treated lor health problems at one of the main
barns, Thus the bam was in use for at least the last 2.5 years

ceveral siafi members a5 well as managemant at this facility failed to inform APHIS officials of the location of a sife
where regulaled animals weare housed and regulaled activities {blood collection for antibody praduction) weare [aking
place. The existence of the site was denied even when directly asked durimg APHIS inspections. By failing to disclose
this infarmation tha registrant has intertered with APHIS officials and prevantad them from carrying out thair
responsibiity te enforce the Animal Welfare Act.

Correct immediataly.
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2.30 {c) {1}
REGISTRATIOMN.

Sec. 2.30: Registration

[g]) Motithcation of change of operation.

(1} A research faciity shall notify the AC Regional Director by certified mail of any change in the name, address, or
ownership, or other change in operations affecting its stalus as a research facility, within 10 days after making such
change.

A herd of 841 goats that is currently being used for anfibody production was discovered during the inspection. The
herd was [ocated approximataly nine milas past the main bams. Thea exstanca of thie herd and the barn {currantly
called H7) where they reside, which includes a blood collection installation, was previously unknown to USD#A,
although it has been in use for some fime. The full-time onsite veterinarian stated that the veterinary staff doas not
wvisil this herd, and the office stall said that any sick goals al HY are broughl 1o the main barms for treatment. Office
staff also stated that the barn mame had been changed from Lake Ranch to HY at some time in the past. A previous
attending vaterinarian was askead by the APHIS inspecior during &n earlier 2012 inspectan it tha facility was hausing
any goats in the direction of the HT bam. She answered that no goats were housed in that direction. Other facility
personnel have been asked intermittently over the past several years if goats were housed in that direction and have
also slated that no goals wara baing kegt in that direction.

The rezearch facility faibed to notify the AC Regional Director of the existence of an entire buikding and group of
animals being used under their registration. The facility should ensure that the location of all animals being used
ursder their registration are reported 1o the appropriala APHIS afficials in & Gmely manmar.

Correct immediately.

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

Gec, 2,31 Insttutional Animal Care and Use Committes (IACUIC)

() 1ACUC functions. With raspact to activities imeolving animals, the 1ACLIC, as an agant of tha research facility,
shall:

{7} Review and approve, require modifications in (to secure approval), or withhold approval of proposed significant
changes ragarding tha care and use of animals in angoing aclivitias.

Records were requested on twelve goats in the newly discovered HY herd that were in poor condition and / or had
othar madical issues, Goal 1D numbers are: 10073, 9656, 10059, 6350, 9873, 5912, 8904, 6006, 9093, 9500, 8820,
and 5044

According 1o the records provided, while tha masl racanl whaole blood collechons do show a recorded hamatocril pror
1o collection, all twelve goats have had multiple whole blood collections without & recorded hematocrit check, Whaole
blood collections without hamataorits wars performed inaarly 2012, 2011, and earlier. The protocol specifies that the
ammals muwsl have a Ep{!EHIE Mmanimum packaed call
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valume at the time of whole blood collection. This cannot be verified without checking the hematoornit near the time of
callaction. Collecting whole blood without knowing the hamatocrit could mean that anamic animals ara collecied,
which could be detrimental to their kealth and well-baing.

According to the records provided, while the most recent whale blood collections do show a recorded weaight prios o
collection, all twelve goals have had multiple whole blood collections without a recorded welght, Whole blood
collections without recorded weights were performed in eary 2012, 2011, and earlier. The protocol specifies thaf the
animals musl have the waigh! chacked al the lime al whale blood collection in order ta calculate tha voluma of blood
1o be collected, and this cannot be verified without checking the weight near the time of collection. Collecting whole
blood withaut knowing the weight could result in aver-collection, which could be detrimenial to the health and well-
being of the animal.

Failura to chack hamatacrits and weigh the animals prior 1o blood collection consfitutas an unapproved significant
change to the approved protocaol. A system should be in place to ensure that proposed significant changes to
activities involving the care and use of animals are reviewed and approved by the IACUIC prior to their
implemmentation.

Pravious corraction date: Correct Immediataly.

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

Sec. 2.33: Attending veterinanan and adequate veterinary care

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

(2} The use of appropriate methods to prevent, control, diagnese, and Ireal diseases and injuries, and the availability
of emergency, weekend, and holiday care;

A herd of 841 goats, identified as HT , that is currently being used for anfibody production was discovered during the
inspection. Tha existancea of this herd and the barn where thay resida, which includes a blood cellection installatian,
was previously unknown to LSDA, athough it has been in use for some time. A full-time onsite veternarian stabed
that the welerinary siaff does not visit this herd, and the office staff said that any sick goats at this site are brought to
the main site for reatment.

Cwring the inspeciion twelve goats with significant healih concarns were identified for records reviaw:

10073 Poor condition with a bilateral crusty nasal discharge, Also anemia, with a production hematocrit recorded an
2412 al 18 percant.

9873 Masal discharge.

2044  Poor condition, with bilateral nasal discharge.

9912 Masal discharge.

G350 Sff gait, bilateral nasal discharge, poor conditicn

8204 Significant right front leg lameness, nasal discharge, and a cough.

9500 Significant right front leg lameneass.
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Addiionally, thase goats were obsarved to be in poor condition, with protreding spinal processes:
BE20, 10059, 9099, 6006, and 9654,

According to the records and tha statement af the full-fime stalf velerinarian, none of thessa animals had recaived any
freatment or veterinary chservation, Failure 1o provide appropriate veterinary care could jeopardize the health and
well-being of the animals, The facility should ensure that their program of veterinary care appropriately addresses the
medical needs of all animals undar thair cara,

Pravious correction date: Correct immedialely.

2.33 by  (3) REPEAT DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

2.33 Attending Veterinarian and Adequate Veterinary Care

(b} Each rasearch facility shall establish and maintain programs of adequate veterinary care that include: (3] Daily
observation of all animals to assess thair health and well-being; Provided, however, that daily abservation of animals
may be accomplished by someone other than the attending veterinarian; and provided, further, that a mechanism of
diract and fraguent communication is required 5o that timealy and accurate information on problems of animal haalth,
behavior, and well-being is convayed 1o the attending velernarian

Goat 810215 was in poor condition on the previcus Sept. 26, 2012 inspection. This goat is receiving veterinary care
and showing improvaemeant.

Records were requested on twelve goats from the HY herd that were in poor condition and / or showed signs of
saripus medical issuas. These were goats # 10073, 9656, 10059, 6350, 9873, 9012, Ba0d, 6006, 9009 9500, 8820,
and 3044, There is no evidence in the records that the husbandry staff cbserved any of these conditions, provided
any treatment, or notified the veterinary siaff regarding these problems. OF the twelve records examined, only three
goats had ever had a Detailad Ranch Obsarvation notation, o any other treatment or valerinary consultatian
recorded, and the most recent such notation was in December 2011 on goat £ 8820,

Failura to chserve the animals on a daily basis and report any concams 1o the vaterinary stalf could be detrimental 1o
thedr health and well-being. Daily observation of all animals 10 assess their well-being, appropriate documentation of
those observations, and direct and frequent communication with the attending veterimarian regarding heaalth issues
are necessary lo ensure thal the animals at the facility receive limely and adequate velarnary care. A system should
be in place to ensure that all animals are observed daily, any health problems are adequately decumented, and the
attanding vaterinarian is nolied when necessary,
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Previous comection date; Comeact immediately.

3.1 ic)
SANITATION.

3,131 Sanitation

[c) 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 praclices sel forth in this subpart. Accumulations of
frash shall be placed in designated areas and dleared as necessary to profect the health of the animals

Two pleces of pve pipe and an approximately 3" plece of rusted metal were found in a lange paddock with hay feeders
outside of barm HY. A large pile of metal cable was observed in the pasture beyond the paddock, which housed owear
800 goats at the tima of the inspection. A porticn of the cable fencing in the pasture was also broken and tha cable
was coiled on the ground, Goats were observed walking over and through the cables

Trash and foreign objects in animal enclosures may cause injury to the animals. The facility should ensure that iheir
slafll monitor enclosures lor unwanied and broken items, and remova and repair these items in a timely manner.

Correct by Movember 15, 2012,

An exit briefing was conducted with a facility representative,

This is an electranic copy of the report done on October 31, 2012 on site 002,
Thiz was a focused inspection of bams WS and HY.

Accompanied by Dr. Pam Smith
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