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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC).

Sec. 2.31 Institutional Animal Care and Lise Committee (JACUC)

(d) IACUC review of activities involving animals.

{1) In order to approve proposed activities or proposed significant changes in ongoing activities, the IACUC shall conduct &
review of those components of the activities related to the care and use of animalks and determine that the proposed activities
are in accordance with this subchapter uniess acceptable justification for a depariure is presented in writing, Provided,
however, That field studies as defined in part 1 of this subchapter are exempt from this reouirement. Further, the JACUC shall
determine that the proposed activities or significant changes in ongoing activities mest the following requirements:

{il) The principal investigator has considered alternatives to procedures that may cause more than momentary or slight pain
or distress to the animals, and has provided 2 written narrative description of the methods and sources, €. g., the Animal
Wetfare Information Center, used to determine that allernatives were not available.

One [ACUC (institutional Animal Care and Use Committee) approved protocol describes procedures that may be expecled o
cause more than momentary or slight pain or distress in the animals to which the procedures are being applied. The
protocol does not includes a written narrative description of the methods and sources consulted, including the date the
search was performed, the period covered by the search and the key words and/or search strategy used, when considering
alternatives to these procedures.

The IACUC is responsible for ensuring that the investigator has made a reasonable and good faith effort to determine the

availability of alternative procedures. If the literature search identifies an alternative method or methods, the written narrative
should justify why any aliernatives wera nol suitable. The JACUC should ensure that approved protocols contain a written
narrative description of the methods used and sources consulted to determine the availability of alternative procedures.

Correct by February 27, 2008.
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Sec. 2.31 Institutional Animal Care and Use Committes (JACUC)

{2} A proposal o conduct an activily invalving animals, or to make s Ergmﬁnant change in an ongaing activity involving
animals, must contain the following:

{1} identification of the species and the approximate number of animals o be used

One IACUC (Institutional Animal Care and Use Committee) approved protocol for the production of antibodies using rabbits
authorizes the use of approximately 3000 rabbits per year for this activity. Al the time of the inspection, approximately 300
rabbits had been used under this antibody production protacal. It is the responsibility of the IACUC to ensure that significant
changes to all ongoing aclivities involving animals contaln an accurate representation of the approximate number of animals
to be used for that activity.

Correcl by February 27, 2008,

(e} A proposal to conduc! an aclivity involving animals, or to make a significant change in an ongoing activity invalving
animals, must contain the following:
(2} A rationale for invelving animals, and for the appropriateness of the species and numbers of animals to be used.

Cne IACUC approved protocol provided an inadequate rationale for the appropriateness of the numbers of rabbits being
used for that activity, A second protocal contained no rationale for the appropriateness of animals to be used.

Justification for the number of animals to be used is important in order to ensure that the minimum number of animals are
used for actimbies describad in the profocols. It is the responsibility of the IACUC to ensure that all proposals to conduct
activities as well as proposed significant changes in ongoing activities involving animals contain rationales that explain the
appropriateness of the numbers of animals to be uaed in those aclivities.

Correct by February 27, 2008.
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e) A proposal to conduct an activity involving animals, or to make a significant change in an ongoing activity involving animals,
musl contain the following:
{3) A complete description of the proposed use of the animais.

Onz |IACUC approved prolocol calls for the euthanasia of rabbils 1o be followed by the harves! of the spleens and poplileal
lymph nodes. As written, this protocol implies that all the rabbils are subjeci to euthanasia and organ harvesting. Instead,
only & portion of the rabbits are subject to euthanasia. Additionally, this protocel does not describe how the rabbils are
salected for euthanasia and organ harvesting verses blood collection.

It is the responsibility of the IACUC to ensure thatl all prolocols provide a complete description of proposed aclivilies that
involve the use of animals in order thal those activities may be reviewed prior 1o their approval,

Correct by February 27, 2006,

MNote:

The previously identified non-compliant items were correcied at the time of the inspection;
2.33 {b)(Z) of the November 22, 2004 inspection

2.33 [b){4) of the August 24, 2004 inspaclion
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