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2.40 fay (2} DIRECT NCI
ATTEMDING VETERINARIAN AMD ADEQUATE VETERINARY CARE (DEALERS AND EXHIBITORS).

(a) Each dealer or exhibitor shall have an attending veterinarian who shall provide adequate veterinary care to ifs
amimals in compliancs with this saction.

(2} Each dealer and exhibitor shall assure that the attending veterinarian has appropriate authority 1o ensure the
provision of adaguate veterinary cara and o oversea the adeguacy of athar aspacts of animal care and uze,

Animal 7575 was observed to have a large, approximately baseball sized tumor pratreding from the cranioveniral
aspact of the neck. The fumor was draining and tha right shauldar of tha animal was streaked with tha dried effesion.
The animal shared the common hay feeder with gight other animals. When the animal ate from the feeder the umor
was ohsarved to make contact with the side of the feeder thus expasing the hay and other animals to the effusion.
According to the medical record two other tumors were identified on 33052010, On 4142010 the veterinanan
recommendad that the animal be moved fo an isolation pen for animals with medical conditions. The attending
waterinarian was asked about the animal during the inspection and he stated that he was wailing lor parmission to
euthanize from the facility owner because the animal may have valuable antibedies to harvest prior to euthanasia

The attending veterinarian asked for permission 1o euthanize an animal with multiple tumors on 414200 and as of
/52010 the facility owner had not authorized the euthanasia. The attending vetarinarian must have the authorify to
provide adequate veterinary cane for the animals at the facility in order to prevent unnecessary suffering of those
animals. This authority includes prompl euthanasia of animals with untreatable medical conditions, The facility should
ansura that the altending velernarian has the authority 1o pardorm humane euthanasia without waiting for permission
from management,

Correct immediately.
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2.40 1] (2} DIRECT NCI
ATTEMDING VETERINARIAN AMD ADEQUATE VETERINARY CARE (DEALERS AND EXHIBITORS).

(b} Each dealer or exhibitor shall establish and maintain programs of adequate veterinary care that include:
[2) The use of appropriate metheds o prevant, control, diagnosa, and freal diseases and injuries, and 1he availability
of emergency, weekend, and holiday care,

Inspectors identified several instances where appropriale methods 1o prevent, control, diagnose, and treal diseases
and injuries werg not used

Animal 5558 was observed 1o be significantly lame on the left front foot, The animal was found leaning against a
feeder and was reluctant to move. The animal was freated with an antibiotc, pain medication, and a topical
medication on 4142010, The health record did nat state why or where the topical medication was used. The
treatment was completed prior to 4/28/2010. On that date the attending veterinarian noted that the animal was still
lame and should be monitored without reatment. & stall member al the facility staled that the veterinarian had
ordered the medications discontinued in order to assess the stalus of the animal, There were no instnuctions given 1o
fhe animal carstakars regarding how long the animal was (o be manitarad or &t what paint treatment tor pain shoulkd
be reinstated. There was no way 10 azzess the status of the lameness as the health record only stated that the animal
was lame,

Animal 6531 was observed io be depressed and have an increased respiraiony rate during the inspection, The animal
had baen moved from the main herd 1o an isolation ward with elher animals baing treated for respiratary diseasa
because it was lame. The last recorded daily observation was on 4292010, The animal had 200 milliliters of blood
harvested on 43002010 and was exhibiting respiratory signs on 5’52010 during the inspection. Staff at the facility
had mat noticed the respiratory signs prior 1o the inspection. Animals with potentially infectious conditions should be
isolated from athar animals to prevent infectious diseases from spreading through the herd, Additionally, animals with
slress secondary 1o injury and blood harvesting may be more susceptible o infectious disease making hem mone
likedy 1o become infected

Health records of 2ix animals with medical conditions were obtained and examined, All six animalks were used for
praduction and had blood harvested on multiple occasions o oblain antibodias. Despite the medical conditions and
blood harvesting the facility failed to keep current welghls on the animals. The weights never changed for any of the
animals during the time they were used for production. Three of the six animals were smaller and had chronic
respiratory conditions. The weaight of an animal is wsed 1o detarmina the maximum amaunt of Boad that may be
safely harvested and thus should be monitored on a routing basis when the animal is used for production, Body
weight should also be monitored whan animals are baing treated for madical conditions.

Animal 9915 had 3 history of anemia and a chronic, nonspacific respiratory condition and yet a hematocrit was not
checked prior o blood harvesting on 2/25/2010. A respiratory condition was noted (o be improved on 12/2/:2009 but
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was nofed again on 41002010 with the animal exhibiting labored breathing on 5423010, Addttionally, a hematocrit
had nat been ablained whan he anmal devalopad (ha lasl respiratary condition or alter labored braathing was
noticed on 542010

Thiz facility houzes a large number of animals thus making accurate records essential 1o providing adequate
vaterinary care, The facility should take measures fo ensura that medical issues are adequaiely documented by
animal care and vaterinary stall and thal appropriate trealmeant is provided o animals with medical issues.

Corred! immedistaly.

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

(b} Each dealer ar exhibitor 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, howewvear, That daily obsenvalion
of animals may be accomplished by somecne other than the attending veterinarian; and Provided, further, That a
mechaniam of diract and frequent communication is required so that timaly and accurate information on problems af
animal health, behavior, and well-being is corveyed 1o the attending veternarian.

Animal 5558 was obsarvad (o be significantly lame an tha et front taot during the inspection on 553010, Tha animal
was found leaning against a feeder and was reluctant 1o move. The animal was treated with an antibiotic, pain
medication, and a topical medication on 41472010, The haalth record did not state why or wheara the topical
medication was used. The treatment was completed prior to 4/28/2010. On that date the attending veterinanan noted
that the animal was siill lame and should be menitored without freatment, A staff member af the facility siated that the
vaterinarian had ordered the medications discontinued in order 1o assess the status of the animal. An animal
caretaker stated that there were no instructions given 1o the staff regarding how long the animal was o be monitored
ar al what point treatment tor pain should be réinstated. Daspite tha continued lameness the stall did not contact the
attending veterinarian to inguire about reinstaling pain medication

Sixty-two animals of one species being used at the facility were segregated fram the main herds at the time of the
inspection for various medical reasons, Health records for six of the sixty-two were examinaed and all were found to be
incomplete as well as confaining insufficient detail 1o ensure thal accurale information was conveyed to the altending
vaterinarian, There were no descriptions of conditions such as lameness or respiratory disease for five of the animals,
no measuremants or descriplions of fumors found on ong animal. On sevearal occasions thare were nofations that
treatment should be continued when the initial treatment was never discussed, Some entres contain contradiciony
statements or vague observations that are difficult to interprat,
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Caily abservations of all animals o assess their well-being, appropriate documeantation of those observations, and
diract and freguent communication with tha altending velennarian regarding haalth issues are necassary 1o ensura
that the animals at the facility receive timely and adequate veterinary care. & system shoukd be in place to ensure that
all animals ara observed daily, any health praoblems ara adequately documantad, and the alteanding vetarinarian is
notified when necessary.

Correct immediataly.

Mote:
An axil briefing was conducted with the licensesa,
Accompanied by Dr, Alexandra Andricos, DWK, YRO
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2.31 (1)
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.

Two animals with chronic medical issues confinued o be used for anfibedy production resulting in discomiort,
disiress. and pain o those animals,

Animal 5558 was absarvad fo be lama af the ime of the inspaction. Health recards were obtained starting on
6/24/2009. The animal had bean isolated from the kealthy animals at some time prior to that date for an unknown
condifion and was placed with other animals with health issues, The animal had blood harvested for antibody
praduction an 72002008 and was deamead by the attending vetarinarian to have "bad confarmation” requirng
continued segregation on 8572008, Bleod was harvested again on 8252008, 11122009, and 3242010, On
4/13/2010 the animal was observed to be lame on the left front leg and was treated with pain killers and antibiotics on
414/2010. Medications were discontinued at some point pricr 10 4/28/2010. During the inspechon he animal was
refuctant to move when approached and was leaning the [eft shoulder on a feed bunker. When the animal did mowve it
was significanthy lame on the left front leg and was not being treated for pain,

Animal 10042 was observed to have a cough, an increased respiratory rate, and a nasal discharge during the
inspection. The animal had baen treated with differant anfibiotics or had antibiotic treatment extended af least 13
times for respiratery problems between 4282005 and blood harvesting on 11122009, Al least three additional
courses of anfibictics were given between 11/12°2008 and the date of inspection,

Continuing to use these animal for antibody production with their history of medical conditions cauzed
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them unnecessary discomfort, distress, and pain. A system should be in place to ensure that animals are
approprigtaly assessed for suitability tor productian, Animals with chronic and significant medical conditions are nof
sullable subjects for antibody production.

Correct immediataly.

233 @ (2) DIRECT NCI
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

{a) Each research facility shall have an attending veterinarian who shall provide adequate veterinary care 1o its
animals in compliancs with this saction:

(2} Each research facility shall assure that the attending vetesinarian has aporopriate authorily to ensune the provision
of adequate veterinary care and 1o oversee the adequacy of other aspects of animal care and use,

Animal 7575 was obsarvad 1o have a large, approximataly baseball sized tumor pratreding from tha cranioventral
aspect of the neck, The wmor was draining and the right shoulder of the animal was streaked with the dried efiusion
The animal shared the common hay feeder with 2ight other animals. Whan the animal ate from the feeder the tumor
was observed to make contact with the side of the leeder hus axposing tha hay and olher animals to the effusson,
According to the medical record two other tumars were identified on 3302010, On 4142010 the weterinarian
recommeandad that the animal be moved o an isolation pan for animals with medical condifions. The atlanding
velerinarian was asked about the animal during the inspection and he stated that he was waiting for permission bo
euthanize from the facility owner because the animal may have valuable antibodies to harvest prior fo euthanasia

The attending veterinarian asked for permizzion 1o euthanize an animal with multiple tumors on 494200 and as of
3/5/2010 the facility owner had not authorized the euthanasia. The attending veterinarian must have the authority to
pravide adequate vaterinary care for the animals at the facility in order to prevant unnecassary suffering of those
animals. Thizs authority includes prompt euthanasia of animals with untreatable medical conditions, The facility should
ensura that the attending veterinarian has the authority to parform humane euthanasia without waiting for permission
from management,

Correct immedistaly.
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2.33 b}  (2) DIRECT NCI
ATTEMDING 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, contral, diagnosea, and freat diseases and injuries, and the availability
of emergency, weekend, and holiday care.

Inspectors identified several instances where appropriate methods to prevent, contrel, diagnose, and treal diseases
and injuries wera not used.

Animal 5558 was observed to be significantly lame on the left front foot, The animal was found leaning against a
teeder and was reluctant to mowve. The animal was treated with an antibiotic, pain medication, and & topical
medication on 4142010, The health record did nat state why or where the topical medication was used. The
freatment was completed prior to 42852010, On that date the attending veterinarian noted that the animal was still
lame and should be monijored withoul freatment. A stall mamber af the facility stated that the vetannarian had
ordered the medications discontinued in order b assess the status of the animal, There were no instructions given 1o
the animal caretakers regarding how long the animal was to be monitored or at what point treatment for pain should
be rainstated. Thara was no way 10 assass the slalus of the lameness 25 the health record only slated that tha animal
was lame,

Animal 8531 was observed 1o be depressed and have an increased respiralory rale during the inspaction. The animal
had been maoved from the main herd to an isolation ward with other animals being treated for respiratory disease
because it was lama. Tha last recorded daily abservation was an 42922010, The animal had 200 milliliters of blood
harvestaed on 4/ 302010 and was exhibiting respiratory signs on /52010 during the inspection. Staff at the facility
had nat noticed the respiratary signs priar (o the inspaction. Animals with potentially infectious conditions should be
isolated from athar animals fo pravent infechouws dissasas from spraading through the herd, Additionally, animals wilh
slress secondary to injury and blood harvesting may be more susceptible o infectious disease making them more
likely to become infecied.

Health records of six animals with medical conditions were obtained and examined, All six animals were used for
praduction and had bood harvesied on multiple cccasions fo obtain antibodies. Despite the medical conditions and
blood harvesting the facility failed 10 keep current weighls on the animalzs. The weaighls never changed for any of the
animals during the time they were used for production, Three of the six animals were smaller and had chronic
respiratory condifions, The waighi of an animal is used (o detarmins the maximum amaunt af blood that may be
safely harvested and thus should be monitored on a rouling basks when the animal s used for production. Body
weight should also be monitored when animals are being treated for medical conditions,

Animal 9915 had a history of anemia and a chronic, nonspecific respiratory condition and yet a hematocrit was not
checked prior io blood harvesting on 2252010, A respiratory condition was noted (o be
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improved on 12/22009 but was noted again on 47102010 with the animal exhibiting labored breathing on 542010
Addiionally, & hematocrit had not been obigined when thae animal daveloped the last respiratory condition ar aftar
labored breathing was noticed on 5/4/2010.

This faclity housas a large number of animals thus making accurale records essantial o providing adequaie
velarinary care, The facility should take measures 1o ensure that medical issues are adequately documented by
animal care and veterinary stafi and that appropriate treaiment is provided fo animals with medical issues,

Correct immediatelhy.

233 by  (3) 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, howewvear, That daily observation
of animals may be accomplished by someona othar than the altending vetennarian; and Provided, further, That a
mechanism of direct and freqguent communication is required so that timely and aocurate information on prablems of
anmimal haatth, behavior, and well-being is comveyad o ihe attending velarnarian.

Animal 5558 was observed 1o be significantly lame on the left front foot during the inspection on /52010, The animal
was found leaning against a feeder and was reluctant 1o mowe. The animal was freated with an antibiofic, pain
medication, and a lopical medication on 4142010, The health record did nol stale why of wheare the lopical
medication was used. The reatment was completed prior to 428/2010. On that date the attending veterinarian noted
thiat the animal was still lame and should ba maonifored without treatment. A staff meamber at the facility stated that the
velerinarian had crdered the medications discontinued in order 1o assess the slatus of the animal. An animal
caretaker stated that there were no instructions given 1o the staff regarding how long the animal was o be monitorad
ar at what point treatment tar pain should ba reinstated. Despite tha continued lameness the stalt did not conmtact the
attending veterinaran 1o inquire about reinstaling pain medication

Sixty-two animals of one species being used atl tha facility wara segragated ram the main herds at the tima of the
inspection for various medical reasons, Health records for six of the sixty-two were examined and all were found to be
incomplets as well as contzining insufficient detail to ensure that accurate information was conveyed to the altending
valerinarian, There were no descriptions of condilions such as lameness or respiralory disease lor five of the animals,
ne measurements or descriptions of twmoss found on one animal. On several oczasions there were notations that
treatment should ba continued whan the initial freatment was nevear discussaed. Some entries contain contradiciony
slatemants or vague cbservations thal are difficull to interprat.
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Caily absarvations of all animals to assess thair wall-baing, apprognate documantation of those ohservations, and
dirgct and ‘rcq dent communication with the attending welsnnanan regarding health 1550es ane necassany 1O ensung
that the animals at the facility receive timely and adequate veterinary care. & system shoukd be in place to enswre that
all animals ara abserved daily, any healih prablems ara adequately decumantad, and the allending vetarinarian is
nolified when necessary,

Correct immediataly.
Mole:

An exit briefing was conducted with the registrant
Accompanied by Dr. Alexandra Andricos, DV, YRO
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