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231 (d)8)
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).
2.31(d) (1) {i) JA UC Procedufes involving animals will avoid or minimize discomfort, disiress and pain to the animals.
i :

" The IACLIC in censultation wilh the attending veterinarian developed Body Composition Scores for primates involved with food
restriction protodols. This was a method used to assist the veterinary staff in making & determination of the status of animals
on food restrictign and a 100! 1o svoid or minimize discomfort and distress.

The following instance indicates that the IACUC allowed research to continue against experl veterinary recommendations

because clinicalisigns of distress were not present.

A primete was scored by the attending velerinarian as unsatisfactory (BCS of <2.0) 1o continue on the food deprivation study.

The IACUC defiermined that since there were no clinical signs indicaling the animal was in distress or discomfort food

restriction couldicontinue. ¢ .

An {ACUC polich to prevent the use of animais that may suffer from pain and distress is titied, “Prevention and Treatment of
Pain end Distrebs”. This was pul in place to prevent animals from unrelieved pain or distress. The IACUC policy states that
diagnosis of pajn and distress in veterinary medicine is e subjective process based on 8 combination of good examination
skills, and a familiarity with the species. It confinues to say that regardiess of the clinical signs demonstrated, #f there is any
doubt that an animal rmay be experiencing pain with & particular protocol, ireatment is indicated. In this case, as mentioned
above, the veterinarian examined the animel and all other records pertaining 1o this animals use and determined that the
animal was In uisatisfactory condition and should not continue on the restriction study.

There is also ng indication that animals are allowed 1o rest afier prolonged food restriction. Animals sre on distary nestrictions
for up 1o &nd inisome cases over a year and may be used on other restrictive studies without recling periodz. These practices
sliows for distrebs and discoming withoul minimization, Programs must be pul in place 1o resolve these issues and to minimize
distress and dispomion,

Since the initialiinspection, animals are no longer restricted in their diets and consultants are wiflized to fimprove this aspect of
the progrem. |

Correcl by June 1, 2004

Section 2.31(d)§§(1) (i} IACUC. The principle investigator has considered allematives 1o procedures thal may cause more than
momentary or glight pain or distress to the animals, and has provided & wrillen narstive descriptions of methods and sources
used fo determine that sltermnatives were not available.
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Food restriction,methods used at this institution did cause distress in few primates, evidenced by feeding regimes, veterinary
examinations anid body composition scoring.

Review of primfite-feeding records indicaled that primates may have been restricted up to 71% of their daily feed ration on
Sunday through Thursday, end then fed their “ull ration” on Friday and Saturday.

In one case, anlsnimal (#458) had a BCS of 1.5, it was then provided with 85 % of iis’ the daily ration of feed. Once the animal
ly Composition Score (BCS), it was placed back on 50% daily feed ration. Practices such as this may cause an
o the 1.5 BCS and may be considered distresshal.

e, is #412, this primate was received al the institution in August 2001 and began food restriction for behavioral
training in Jan ry 2002. The amount of dally feed provided 1o the animal was not recorded in the records, so no data is
avaiiable 1o dﬁaemme amounts of food provided to the enimal in the inltial food restriction procedures. Veterinary
documentation indicaled the animal had patchy alopecia, poor re-growth of shaved hair and BCS of 1.5, This animal was
considered unsatisfaciory for further food restriction until it reached & BCS of 2.0. These restrictive procedures may cause
distress 1o an émmal that is unrelieved &nd unnecessary. These are two examples of enimals on food deprivation protocols
indicating & neéd 1o explore altematives to these procedures.

Adequate ahenatahve searches for procedures that reduce distress to the animals in the food deprivation portion of the protocol
were not condicled. Altemnatives can be oblained from other research institutional programs of food restriction in primates.
The Guidelines for the Care and Use of Memmals in Neurostience and Behavioral Resesrch or betier known as "The Red
Book” Is one rebource thet the investigator and IACUC could use tor guidance in the food restriction procedures.

The IACUC musst ensure that all aspects of a protocol that may couse distress 1o animals are considered and alternstives are
nol available io approving procedures within a protocol that may cause more than momentary pain and disiress.

Since the iniriial!’ inspection, animals are no longer restricted in their diets and consultants are utilized 1o improve this aspect of
the program. |

Correct June 1; 2004

2.31d) (1) (iv) !B) IACUC Invaive in thelr planning, consuliation with the attending veterinarian or his or her designee.

An mveshgatoai edministered more than twice the approved dosage on MDMA to a primaie on two separate occasions. The
first instance ¢f not following the IACUC approved protocol wes on February 11, 2004 and the second instence was on
February 25, 2004.

The animal digd on February 25 the second time the drug was administered in higher amounts than required by the writien
protocol. The grotocol required 3 doses given 3 hours apant bul records indicated the doses were given at a closer frequen«:y
than specified In the protocol or one of the three doses were not given a1 all. The IACUC commitiee at a convened meeling on
March 4, 2004;suspended that sctivity/prolocol, which is according 1o section 2.3 (d} {7). The Federal funding agencies and
USDA, APHIS aﬁ.mmal Care were not notified at the time of this inspection but have since been notified.

The above anifnal had & medical condition and veterinary consullation may have determired this animal was not compatible for
this study. Dcumented in the medical record was & holosysiolic heart murmur. The institution lacked an adequate process
for consulistion with the atiending velerinarian on the selection of animals used on this study. Animale that are in poor
condition or thﬁai have disesses documenied by the atiending velerinarians must not be selected for research studies, unless
veterinaly app;‘ova! is given. Consumng with the aﬁendmg veterinarian on an enimal's health status prior to the investigators
use on protocdls is a. useful tool in selecting and using only healthy animals.

Any animal usbd in research that has disease processes calls into question the validity of information obtained from sclenific
proaedures and may make interpretation and duplication of results difficult or even impossibie. i an animal is suffering disiress

_or pain, it may affect the results of the research. in scientific work involving living animals, the most reliable resutts are mcst. o

likely obtaine lusing healthy animals. ) —
Correct by Jurge 1, 2004 .

Section 2. .ﬂm} {3) IACUC - The IACUC may invile consultants to essist in the review of complex issues arising out the review
of praposed dclivilies. Consultanis may not approve or withhold approval of an aclivity and may not vole with the IACUC
uniess they ar stso members of the IACUC. ,
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Food resiricfion procedures were approved by the IACUC withoul input from persons knowledgeable in efther food restriction or
primate behpvior. This led 1o primetes that were fed less then thelr dally minimum food requirements and in some cases
considered @nsaﬁsfactow by the atiending veterinarian. The IACUC, when reviewing protocols/procedures without expertise in
2 perticular giscipline, must use consultants or individuals with experience znd knowiedge to assist in the development of
accepiable protocol/procedures. In doing so, both science 2nd animal welare concerns will be weighed equally and animails
will not be distressed in the process.

Since the inifial inspection, consultants have been ulifized 1o assist the IACUC in reviewing the animal welfare program.

Correct by Jyne 1, 2004

2.31(d)(6) |ACUC The IACUC may suspend an activity that H previously approved If it determines that the activity is not being
conducted il accordance with the description of that activity provided by the principal investigator and approved by the
Committee. |

The food restriction procedures in the beheviora! studies, when first written and approved did not provide adequate monitoring
of an snimald feed intake or provide guidelines regarding the amount of food that would be withheld or the length of ime an
animal could Jbe on restrictive diet protocols. The IACUC in the infancy of these types of procedures should have suspended
the studies, re-evaluated and quite possibly sought oulside help In devising a program that was eflective in providing good
science end @ood animal welfare,

Presently the{]ACUC is re-evaluating the procedures and seeking outside consuliants.

Comect by Juhe 1, 2004

233 (b u 2)
ATTENDING VETERINARIAN AND ADEQUATE VETERINARY CARE.

(b} Each reséardx facility shall establish and maintain programs of adequate veterinary care that include: (2) The use of
appropriate miethods 1o prevent, control, diagnose, and treat diseases and injuries, and the avallability of emergency, weekend,
and holiday mbre

Severa! expiréd Hems were noted during this inspection, Le. Acepromazie, 5/03, Buprenorphine, 3/02 and Polassuim Chioride,
8/03. These drugs were under the control of the Principle Investigator and were not labeled and separated from current dated
ones. When”zused in animals expired drugs may cause unexpected reactions or may no! be efiective at all, The facility shall
ensure that only current dated drugs are given to animals for effective results. :

Corrected durﬁng inspection.

238 (f )§ 2)X i) DIRECT
- MISCELLANEOUS. : .
Deprivation ofjfood or waler shall not be used to rain, work, or otherwise handie animals; Provided, however: That the short-
term withholding of food or water from animals, when specified in an IACUC-zpproved adlivity that includes 2 description of
monitoring precedures, is aliowed by these regulations. : A

The primates psed in behavioral studies have feeding records indicating primates may receive 30-75% of the daily ration on
Sunday througih Thursday and ad lib on Friday and Saturday. Several primates received 35% of their daily ration to encourage
the primate peirform in behavioral type studies. This study was initially approved without descriptions of monitoring procedures,
daily feed miniinum requirements or adequate oversight.
Restriction of fbod in this manner should not be permitied] This type of restriction was out of the scope of the approved animal
protocol. All efforts must be made to ensure animals are riever deprived of food in atlempts to Wrain or work.
Correct by Junie 1, 2004
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3.81 (b ) |
/ Ewmouusm ENHANCEMENT TO PROMOTE PSYCHOLOGICAL WELL-BEING.

{b) Enwronme:tal enfichment. The physical environment in the primary enclosures muslt be enriched by providing means of
expiessing nonsinjurious species-typics! ectivities. Species difierences should be considered when determining the type or
methods of enpchment Examples of environmental enrichments include providing perches, swings, mirrors, and other
increased cag gzcomplexﬁoes providing objects 1o manipulste; vaned food items; using foreging or task-oriented feeding
methods; .

i
i
i

Approximately @0% of single-housed non-human primates afe noted without fioor of hanging toys for them to manipulate.
Protocols :evwg%d and the facility’s environmental enhencement program indicsled that these pnmates are 1o be given these
ioys when in their home cages. A big box containing clean toys supposedly 1o be given to the primates was noted in one of the
rooms mspecte The facility shall ensure that these primates sre provided these toys and other enrichment Hems as indicated
in their env:mnnpental enhancement program.

Correct by Junei1, 2004,

382 () | DIRECT
FEEDING.

The diet for nonhuman prmates must be epproprisle for the spec»es. size, sge, and condition of the animal, and for the
conditions in whzch the nonhuman primate is meintained, according 1o generslly eccepted professional and husbandry
practices and nytritional standards. The food must be clean, wholesome, and paletable to the animals. it must be of sufficient
guantity and heve sufficient nutritive value to mzintain a hestthful condition and weight range of the animal and to meet its
normal daily nuititional requirements.

Diets that are plrovided to the primates involved In food restriction/deprivetion sre nol meeting the nomal dally nutritional
requirements, Primates are deprived of dally nutritional requirements for behavioral studies at this institution for five
consecutive ca{f and on the remaining two days of the week, usually Friday and Saturday, are allowed o meet daly nulritional
requirements vig adlib feeding or & full ration of feeding.

As eerlier indicaled, some animals have been restricted up to 35% of nomal daily inteke. The above regulation does not
indicate that fool} provided to non-human primates can be sveraged over a seven-day period but that the food provided 1o the
primates must rieet the animal’s nutritions! requirements for each day. The entire program of food restriction at this institution
should be reviewled in consultation with experts in food rwncuon and primate behavior,

Correct by June %‘1 2004
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