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2.3 (o) ()
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (1ACUC).

[c) IACUC functions, With respect to activities imvolving animals, the IACUC, as an agent of the research facility,
shall:i2) Inspect, at least once every six manths, all of the research facility's animal facilities, incleding animal sthady
aroas, using titke 8, chapter |, subchapter A-Animal Welfare, as a basis for evaluation

**A review of IACLIC semi-annual reports for the last year and a discussion with the Director of the Division of Lab
Animal Medicine (DLAM) and & compliance olficar of tha facility reveal that wharaas the multiple-room surgical suite
in guestion had been inspected al the appropriate &-month intervals, one of the rooms within the suite, the
emergency primate surgery (EPS) room was not inspected by the IACUC in 2010, According to the compliance
afficer, the EPS room was not inspected becausa the Dapartment of Surgery stall informed the IACUS it was being
used for storage and nat for surgical procedures, This was confirmed by the absence of a surgical table in the room,
Failura to inspect all animal facilities, including animal study areas, can adversely affect the healih and well being of
lhe animals, A systam should be in place 1o ensure all of the research lacility's animal facililies, ncluding animal study
areas and each room that forms part of a multiple-room surgical suite approved as a surgical area, regardless of the
natura of its apparent use, ara inspected at least onca avary six maonths.***

Correct on all subsequent inspections/reviews

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

{d} IACLUIC review of activities involving animalz. (1) In order o approve proposed activities or proposed significant
changes in angoing activities, the LACGUE shall conduct a review of those companants of the activities related 1o the
carg and use of animals and determing that the proposed aclivities are in accordance with this subchapter unbess
acceptable justification for a depariure is presented in writing; Provided, however, That field studies as defined in part
1 of this subchapter ara exampt fram this requirement. Further, tha IAGUG shall daterming that the proposed
activities or significant changes in ongaing activities meet the following requirements

ix) ,..Major operafive procaedures on non-rodents will be conducted only in facilities intended for that
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purpose which shall be operated and maintained under aseptic conditions

***The surgical scheduling baard of the Departmant of Surgary indicates that cadavar hand dissection surgeries are
being conducted in an animal surgical reom. According o the Director of Surgical Services (Department of Surgery),
these surgeries are being conducted aseptically in the large surgical suite that is also used for USDA-covered
species. The DSE also indicatad that the space is apprognalely sanitized atter cadaver wark is conducied and priar to
the conduct of surgery on USDA-covered species,

A system should be in place to ensure major operative procedures on non-redenis will be conducted only in facilities
intendead lor that purpase which should ba operated and maintainad under asaplic conditicns.**

Corrected during inspection

2.32
PERSONNEL 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,

(b} 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.

(¢ Training and instrection of personnel must include guidance in at keast the following areas:

(1} Humane methods of animal maintenance and experimentation,

ineluding:

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

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

(lii} Proper pre-precadural and posl-procedural care of animals; and

{iv] Aseptic surgical methods and procedures;

[2} The concapt, availability, and use of research or tasting mathods that limit the use af animals or minimiza animal
dislress;

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

"The following  persaonnel fraining daficiencias were identified:

1) Animal gurgery rooms in the Department of Surgery managed suite were nol being used as originally designated
According to the Director of DLAM bath the EFS and the rodent surgical rooms are negative pressure rooms and
ara igaal when perfarming surgical precaduras on macaques o reduce tha possibility of disease spread beyond the
room. Since the EPS room was being used for storage, surgeries on non human primates had 1o be done in either
the negalive-pressure redent ropm or in the large surgical suite, which is a positive pressure room. According to the
Director of Surgical Services (Department of Surgery), he was nol aware of which rooms had positive or negative
pressure

21There wara no writien documents availabla on site to indicale the Daparimant of Surgary surgical siall technicians
ware gualified and frained to perorm the treatments andfor procedures conducted on the covered species. The
Collaborative Institutional Training Initiative (CITI) animal research curriculum completion report was reviewed to
varily basic courses wara done, bul records to verily spacias specific

Prepared By:
ALEXANDRA AMDRICOS, DAVM, USDA, APHIS, Animal Care Date:
Title: VETERINARY MEDICAL OFFICER Inspactor 5038 Cec-19-2010
Received By:
Date:
Title: Jan-04-2011

Inspectioh Fepolt Explahation: hitp: 5.5 elf are fdowhloads /TR _Explahationh.pdf




USD A United States Deparimeant of Agriculura PR
— Animal and Plant Health Inspaction Service i
___,.- IEI0II00IFEE6  In=p_id

Inspection Report

courses were completed were nol availabde at time of inspection. Acconding to the Director of Surgical Services, he
wias nof cerlain if specias spacific coursas have bean taken by his surgical staff or if these coursas were aven
available. According to the Director of DLAM, who was present during this discussion, species specific courses ang
available through DLAM

3] According 1o a DLAM clinical velarinarian, the surgical staff aften makas medical decisions abaut ihe care and
treatments of the covered animals without consulling with the DLAM. The Principal Investigators (Pls) and their staff
will consult with the Department of Surgery surgical staff technicians for surgical and pre and post-procedural
moniloring. Some invastigators are nol aware thal consulling with the surgscal stall iz not the same as consulling with
the DLAM veterinary staff.

4] The DLAM is not nofified by the Depariment of Surgery if there are unscheduled surgeries performed on covered
gpecies and'or if there are surgical complications. The surgical 2lall and Jor the Pls uging the Dapartmant of Surgary
suite often fail to notify DLAM if there are surgical complications

5] Rasearch parsonnel mentioned in citation 2.38 (0){1}Hiv] wara not familiar with the following regulation: Each
rezearch facility shall, during business hours, allow APHIS officials to inspect the facilities, property, and animals, as
the APHIS officials consider necessary to enforce the provisions of the Act, the regulations, and the standards in this
subchapier.

6) Department of Surgery technicians cocasionally failed to verify if procedures were approved by the IACLIC prior to
allowing an activity to proceed. This indicates inadeguate communication between Pls and the surgical staff or
dehcient oversight by the surgary techncians.

Departure from the above regulations can adversely affect the health and well being of the animals.A system should
be in place to ensure and document that that all scientists, research technicians, animal technigians, and ofher
personnal invelved in animal care, Ireatment, and use are qualified to perform their dulies.”™™

Corrected during inspection

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 o its
animals in compliance with this section: (2) Each research facility shall assura that the attending veterinarian has
appropriate authanty to ensure the provision of adequate vetesinary cane and to oversae the adequacy of athar
aspects of animal care and use,

** Tha animal surgary area where surgical procedures are pedfarmed on covered spacias is currently undar tha
management and direct supenision of the Depariment of Surgery, as opposed o DLAM. Although there are threa
surgical technicians availabla to assist with surgery and pre and posi-procedural care, they are not qualified
vaterinarans. Principal Investigators (Pl and thair stalf typically consult with the Department of Surgery lachnicians
for surgical and pre and post-procedural monitoring instead of consulting with a DLAM veterinarian. According 10 a
CLAM clinical veterinarian, the DLAM is not always nofified if there are unscheduled surgeries performed on coverad
species and'or il thair are surgical complcations. Evan though the IACUC has an eslablished noliication precadura
in place between the Department of Surgery surgical staff and the DLAKM, regular communications among the
surgical staff, tha Pls and DLAM have occasionally failed.

Thiz nofification mechankzm should be consistently observed to ensure the attending velerinarian is being informed,
in & fimely manner, of any problems related to the care and use of animals at the facility. Failure o comply with the
requlations above may adversely affact the health and well baing of tha animals. Each
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research facility shall assure that the attending veterinarian has appropriate autharity 1o ensure the provision of
adaguate vetarnary cara and o overses the adaguacy of other aspacts of animal care and use, as established in the
Institutional Policy on Authority of the Attending Veternarian.***

Corrected during inspection

2.33 () DIRECT NCI
ATTEMDING 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, parsonnal, aguipmeant, and servicas o comply with the provisions of this
siibchapler;

{2} The use of appropriate methods to prevent, control, diagnose, 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, howeawver, That daily obsemnation
of animals may be accomplished by someone ather than the attending veterinarian; and Provided, further, That &
mechanism of diract and freguent communication is requirad so that timaly and accurate information on problems af
animal health, behavior, and well-being is conveyed 1o the attending veternarian;

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

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

*** The emergency primate surgery (EPS) room was not procedure ready at time of inspection. For example, in the
EPS room, 1) the surgical table was missing 2) there was paint peeling from the ceiling directly above where the
surgical table is wsually placed 3) thare was a moderale accumulation of dust on the endascopy maching and car 4)
there was a transport cart and storage baskets that were cultered with supplies, According to the manager of this
area {Department of Surgery D55, they have been using this room for storage even though the room is a negative
prassute room and i3 ideal when peferming surgical procedures on macaques 1o raduces the pessibility of virus
spread beyond the room. In the rodent surgery room 1) there was paint peeling off the vent directly above the existing
surgical table 2) there was a sink with standing water and the plumbing below was under repair 3) there were expired
bellas of isollurare and bactariostatic MaCl presanl 4) the cailing liles wara discolored and appeared porous wilh
gaps between them, Documentation 1o werify if the tiles had been sealed was not available at the time of inspection
The storage reom adjacent ta the rodent surgery room was disorganized and dusty, For example 1) thara was a ball
of approximately 5 bad pads being stored on top of a box. 2) Tha storage shehves were cluttered with medical
supples 3) there was a refrigeralor with & heavy accumulation of moldimildew growing around  the outside and inside
af the freezear as well as seaping into the lower refrigerator. The rodent surgery roam is glso a negative pressura
room and draws air from this storage racm,

According to a DLAM clinical veterinarian, once during a monkey surgical emergency, the EPS was not surgery -
ready, 5o the procadure was done in the large surgical suite, a positive prassure rocm. In addition, the vederinarian
had to bring his/her own equipment because 1) the veterinaran did not have access 1o the stored equipment, and 2)
the equipment was nof in working order, i.e. there were holes in the respirator bag.

USDA-covered rodent study area: While nol in use al the time of inspection, the surgical space where
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procedures are regularly performed had an accumulation of dust on the procedure table and surrounding egquipment.
An unlabelad syringa with an unknown substance was abservad on the procadura table. The floor had an
accumulation of debrie and dirt.

Failure to comply with the regulations above may have adverse affects on the health and well being of the animals, A
sysiem shauld be in place o ansura thal the research facilly establishas and maintains programs of adequata
velerinary cang ***

Corrected during inspection

238 [+]} (1} [iv])
MISCELLANEOUS.

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

[iv] To ingpect the facilities, property, and animals, as the APHIS officials consider necessary 1o enforce the
provisions of the Act, the regulations, and the standards in this subchapter,

“**In &n animal surgery araa aversean by the Daparnmant of Surgary, whils accompanied by tha Diractor of the
Division of Laboratory Animal kMadicing] DLAM) (who identified us as USDA inspectors), we were Iold by the Director
of Surgical Servicas (D335) we could not enter the large surgical suite because there was an “intellectual property
ISSUE”T CONCarming a surgery being conductad at the time. The Diractor of DLAM emphasized we wara ladaral
inspectors and asked him to call the Pl of the project. The DES went into the surgery suite and returned to allow us
inio the surgical area. Although the situation was resolved within 5 minutes, the actions of the 0SS indicated he was
nal familiar with inspection procedures.

At a USDA-covered rodent species study area, the Director of DLAM was recognized and greeted by the lab
personnel. The Director idantihied us as USDA inspectors and asked to inspact the lab. The lab personnal stood in
the doorway to block cur eniry. The lab personnel said that they did not perform surgeries on covered species in this
area, only mice were used. Motwithstanding, the Director entered the shudy area and proceeded to inspect the lab
gpaca. A rastraint devica ta fit the coverad species in question was presan! on the pracedure fabla_Thea Diraclor af
DLAM asked 1o speak with the P of the project and we were directed next door, The Pl of the project confirmed
procedures on USDA-covered rodenis were being performed in the lab area and the inspection proceeded.
Intarbionally misleading by giving false information and dernying USDA Animal Care inspactors access 1o inspect the
facilities, property, and animals is a violation of the Animal Welfare Act. Each research facility shall, during business
hours, allow APHIS officials 1o inspect the facilities, property, and animals, as the APHIS officials consider necessary
o enfarce the pravisions of e Act, the regulations, and the standards in this subchapler. **

Corrected during inspecton

A axit interview was conducted with the facility representative.
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