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

The Principal Investigator (PI) on an IACUC approved protocod, 12-086, did not have a consideration for alternatives
to a procedura invalving pain and distrass to rablits. Habbits weare to be condifionad 1o a mechanical rastraint davica
designed for nosa-only inhalation exposure prior to the actual inhalaton axposure portion of the study. During
canditioning exercisas, 4 rabbits either died or required euthanasia as a result of their struggle 1o reposition
themselvas or through blecking af their airaays due o improper positioning whila restrained in the noss-only
inhalation devices. The search for allematives 1o painful and distressful procedures provided to the TAZUC in the
review of the protocol only addressed the infectious agent portion of the study and the Pl specifically stated: " The
only procedure thal producas pain, discomfort, or disirass is the disease sequalae itsell ", This procedure claarly
caused distress and pain to these rabbits but no altermatives to the procedure appear to have been considered by the
Fl.

The IACUC shall determing that the principal investigator has considered alternalives to procedures that may cause
more than mamantary or slight pain ar distress to the animals, and has provided a writtan narrative descripfion of tha
methods and sources, &. g., the Animal Welfare Information Center, used to determing that allermalives were not
available

To be corrected on all active and newly submitted prolocols invelving animal activities and not kater than the next
scheduled IACLIC mesting.

2.9 (d} (1) {ix]
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (1ACUC).

The method of tracking the training and qualifications of personnel invalved in research activities does not adequately
allaw tha [ACLUC o detarming that all persannal invalvad in approvad procedures involving animals are ar will bea
appropriately trained or gualified in those proceduras.

“*Personnel involved in the care of ferrets on an 1ACUS approved protocal, 14-015, were mof praperly removing al
fhe reguired personal pratective equipment (PPE) whan sorking with fermats axpanmentally infectad with a diseasa
and the natve group of ferrets, Four nafve animals were exposed.

“Telemeter surgeries were conducted by a person who was not listed on the IACUC approved profocal,
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14-0:20. It was determined after 5 animals had undergone the surgeny that this person was appropriately trained and
qualihad but had not bean listad by the Pl on the protocaol.

** & rabbit protocol, 12-086, required that all personnel invalved in the conditioning of the rabbits to the nose-only
inhakation exposure tubes be "at least 3506 2, 1 (under supervision) or will be trained by authorized personnel prior
to performing procaduras.” At least two technicians invalved in the rabbil conditioning procedures do nat have any
documentation in their training files or in the 5508 system that they were trained or qualified to perform these
procedures and shoukd not have done so without supervision by personnel who wera qualified. During two separate
candilioning axercisas on 892012 and 8/'20/2012, ona of these technicians conducted these procaduras by
themselves

The SS0B is the sysiem used io irack the fraining and qualifications of all personnel. The IACUC can access this
zyelem Lo check 1o see il parsonnel listed an an ammal use pratocol are gualified o condust the procedures lar which
they are listed, However, at least one profocol reviewed during the inspection, 12-086, lists no names of any
personngl anly the statement: "All parsonnel performing procedura will be at least S50B 2, 1 (under supervision] or
will b trained by authorized personnel prior to pefdorming procedures.” Based on comvarsations with the Training
Specialist and Veterinary staff, there is a pool of technical staff from which researchers can select personnel o
canduct proceduras for their approved protocols. The IACLC raviewers may not actually ever know which persannsl
the Pl chooses to conduct these procedures, One of the nonhuman primates involved in a study escaped from its
primary enclosure due to personnal not properly securing the enclosure. The animal remained contained in the room
and was recaplured but illustratas the type of risk posed by not having encugh adequately trained parsonnal Lo
prevent such errors,

It is imperalive that the ACUC s able 1o access the Iraining and gualifications for all personnel conducting
procedures invelving animals to ensure the humane care and use of these animals and to promole the safety and
affactivenass of the procedures being conductad.

Tao be corrected on all active and newly submitted protocols involving animals in conjunction with a full review of the
S50B systam or aquivalant but na later than tha naxt scheduled LAZUC mesating.

2.7 {2} (2)
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (1ACUC).

Ferrets being held for use in an infectious disease study were unintentionally exposed o one of the agents due to
personngl not properly changing thair personal protective equipmant (PPE). Instead of removing thesa animals from
the study, the Study Director decikded 1o go ahead and infect them with the infectious dose outlined in the prolocol.
The protocol was approved by the IACLUIG to give an infectious dose to only 4 animals but 6 animals were used due to
the unintentional exposure and the Siedy Direcior not wanting o wasta thesa animals. Tha Study Drector did nol
request approval from the IACUS to add these animals 1o the study before proceeding with the dosing.

All rezearch achvilies invelving animals must be approved by tha LACUC balore conducting thase activities 1o ansure
thie humane care and use of the animals.

Ta ba correctad (rom thes ime forwand.
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2.38 {f)
MISCELLANEOUS.
{fy Handling:

"On Saturday, August 11, 2012, a group of cynomologus macaques were moved in a chute system for a study
procedure, An extra animal (92147} was found in the group, When anesthetized for blocd collection, a technician
noticed swelling of tha left hind limb an NHP 92147 Upon velerinary axamination, it was deferminated that NHP
92147 had a compound fracture of the lefl lower leg and facial rauma. This animal was provided velerinary care and
was eventually euthanized due to a poor response (o freatment, This animal was assumed to have been placed back
in the wrong pen on Thursday, August 9, 2012, Tha main cavsa of the rauma o NHP 92147 was bacause il was
rebeased back into the wrong pen.

O August 22, 2013, a male Rhesus Macaque (RGE32T), was oblained from his cage and a procadure was
performed on him. The study technician misread the animal identification number on the catheter jacket. The animal
that was supposed 1o have fhe procadura was RO2427. BQS3ET was authanized as a result of the procadure and
carraclive actions werg implemented.

The facilily has since bagun implementing additional enfification metheds for nonhuman primates and other species
and provided training to personnel,

Records were reviewed for all rabbits which had underngone conditioning and mechanical restraint in a nose-cnly
inhalation exposure tube under IACUC approved profocol 12-086. Four rabbils experienced distress and/or injuries
associaled wilth this conditioning exercise:

“*0n August 20, 2012, one rabbit (Study 10 AZ001) had o hind limb function upon removal from the fube after 40
minutes, Veterinary evaluation and radiographs wese performed and it was determined that the animal should be
humanely euthanized,

“O0n August 21, 2012, one rabbit (Study 1D AT003) was removed after only 3 minutes from the e during a
conditioning session and was found to have impaired hind limb function. Veterinary evaluation and radiographs were
performed, a spinal fracture was diagnosed, and the animal was euthanized.

"On August 27, 2012, techinicians had to remove ona rabbit (Stedy 1D AGO03) from the tube after only 7 minutes info
the conditioning session. The rabbil was found 10 be bleeding from the mouth and ear and was nol breathing.
Pathelogy confirmed that the rabbit died from asphyxiation

O August 28, 2012, ancther rabbit {Study 1D A4004) had 1o be removed from the lube after 11 minutes since it
was not noted 1o be breathing. The rabbit was resuscitated by chest compressions and returmed 1o its cage but was
notad (o hava impaired hind limb funckan. Veterinary avaluation was perfaormed and it was detarminad the rabbit had
a spinal fracture 20 was euthanized

Condiboning of rabbits in thasa nose-only inhalation exposure lubes did nol continua after 8/28/2012 and, according
1o facility personnel, no adverse events occurred during the study portion of this pratocol
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where rabbits were placed in these tubes. There were no rabaits present at LERI from January 2013 until May 2014

The number of animals injured in these research and husbandry procedures could have been minimized ar
completaly avaided with aporopriate handling and training of persannel.

Handling of all animals shall be done as expeditiously and carefully as possible in a manner that does not cause
irauma, behawvoral stress, physscal harm, or unnecassary discomiort. Correction should include continuing 1o
implement training of personnel in handling of animals and improving identification methods for all animals on an
ongoing basis as new studies and new animal models are introduced,

Ta be corrected from this time forward,

3.80 @ @
PRIMARY ENCLOSURES.

Omn Aogust &, 2013, a wound was noted on the skull of a Ahesus macaque (RO9340), Upon veterinary examination,
RCA340 was found to have 8 10cm incised skin wound, from the uppear side of the lsft orbit 1o the upoer sida of tha
right orbit, exposing the frontal bones. The cause of the wound was investigated and found to be a fransfer tunnel
that had & bar on the inner top which matched the kacation of the injury on ROS340°s head, This animal was
authanized after anssthesia and sufuring as it was stated that o meadical procedure could be performed on any
animal on this IAGUC approved protocol. The transfer tunnel was removed from senvice,

Primary enclosuras must be constructed and maintained so that they hava no sharp peints or edges hat could injura
the nonhuman primates, A program 1o assess all primary enclosures prior i housing animals should be
implementad,

Ta be corrected from this time forwarnd,

3.80 {a) (2) (i)
PRIMARY ENCLOSURES.

Omn March 20, 2014, a Rhesus Macaque (RQ9755) was found dead in its cage with the chain from the perch around
its neck. ROE755 had a collar and was housed in a cage in which a commancially awvailable perch had baen addad,

The carrective action taken by this facility after this incident was o allow no animals with collars 1o be housed in
cages that require the commearcial parch without appropriate moditications baing mada.

On February 22, 2014, a male Cynomologus macaque (F353) was very agitated and vocalized during restraint. Once
he was placed back into his cage, he favored his keft leg with it hanging down while he was on his perch. The animal
was anesthetized and x-rays taken, The x-rays showed a spiral fracture of the tibia and the animal was euthanized,
Irvestigation of the incident found & 1 inch gap between the
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dividing panels which separate one animal from the adjacent animal, It appeared that F353 was able to get his leg
through this gap and that is whera the bragk ooccurred.

Corrective action developed after this incident included the usage of only solid panels to divide the animals.

Primary enclosures must be designed and consinucted 2o that they protect the nonhuman primates from injury. &
praventive program should be implemented to assess all primary enclosures prior fo housing animals,

To b corrected from this time forwand,

Inspecticn conducted on Jume 23-24, 2014 with facility representatives and APHIS VMO's, Exit interview conducted
with facility reprasentativas on 762014
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