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Enited States

January 7, 2010, 2009

Department of
Agrisalture . N N ;
Marketing and "y’aﬁderi'{ih University Medical Center
Regulatory 1181 217 Avenue South ,
Programs D-3306 Medical Center North
Nashville, TN 37232-2104
Apimal and Plant
Heaith Inspection
Service Dear(DYG)
Animal Care Our office has received your January 6, 2010 faxed letter requesting an exteasion of

time to perform the tinal procedure of the approved multiple major survival

220 Main Ca B
Snite £§§ Campus Drive procedures granted on September 14, 2009.

Raleigh, NC 27608
The time period granted to complete the approved surgeries was stated to be from
2 ed September 14,
Tel No. 915-855-7100 jﬁeg;ember 14, 2009 w December 31, 2009 in the approval letter dated Sept
Fax No. 915-855-T123
From your letter, it is USDA’s understanding that the timing of the final surgery after
the approved date range is critical to the scientific goals of the study.

Your reguest for this extension of time bas been discussed with your inspector, Dr.
Susanne Brunkhorst, and is hereby approved until Janvary 31, 2010 to complete the
final procedures that were approved on September 14, 2009,

Please be advised this extension of time is to complete the multiple major survival
procedures that have been previously appmved No additional maj or survival
surgeries may be performed unless prior approval frem APHIS is requested and
granted as per 9 CFR § 2.31 (¢}

If there are further questions or clarifications needed, please feel free to call my office
al (919) -855-7101.

Sincerely,

B )
it g
IR ———— ey

Nicolette Petervary, VMD
Regional Animal Care Specialist
Eastern Region, Animal Care

CC Dr. Elizabeth Goldentyer, RD
Dr, Susanne Brunkhorst, VMO

. pimal
2 e
L Asimai Care is 8 part of the Department of Agriculture’s Animal and Plant Health Inspection Service,

An Equal Opportuiity Provider and Employer
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United States
Deputment of
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Arvier syl and Plant
Hee 1 Inspection
Seriue

4701 River Road
Fivez dale, M
2007

Vanderbilt University School of Medicine
CCC-3322 Medical Center North
Nashville, TN 37232-2103

(b) (6)

Your request for an exemption under 9 CFR, Section 2.31{d)}{1}(x)(C) to perform
multiple major operative survival procedures on three (3) dogs {Canis familiaris) 18
approved for the period from September 14, 2009, to December 31, 2009. The
information detailed in vour letter of July 30, 2009, and in the IACUC-approved
protocol M/09/120 must be followed. Any deviations will invalidate this approval.

In addition, the following requirements must be met:

I

N Beleguarding Amercan Agricuiiume

4

All animals must be permanently identified prior to or at the time of the next
surgery. Tattoos must be legible; a scanner device must be readily available
to the USDA-APHIS representative if microchipping is utilized.

No more than three additional major operative procedures (two survival
surgeries and one terminal surgery) may be conducted per animal.

Complete health and surgical records must be maintained on each animal
{See Animal Care Policy #3, dated July 17, 2007. Copy enclosed). These
records must include the name of any medication administered, as well as the
dose, route and time of administration. Appropriate perioperative anaigesia
must be provided to the animals as directed by your attending veterinarian.

Periodic IACUC evaluations of this exemption are required. These
evaluations must include an assessment of the animals as well as the
effectiveness and soundness of the methods and procedures used on them.
Particular attention should be paid to the procedures used to minimize pain
and distress. This information must be included in the IACUC reports
required under Section 2.35(a).

This exemption must be included on the research facility’s Anaual Report
{APHIS Form 7023).

Fadersl Relay Service

APHIS 18 an sgency of UBDA's Matkesng andd Reguiatory Programs Molee/ TTYABCHSpanish
An Egusl Qppotumly Provider ang Bmpioyer 1-800-877-8339
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Cetober 22, 2009

Vanderbilt University Medical Center
i181 21" Avenue South

2-3300 Medical Center North
Nashville, TN 37232-2104

(b) (6)

‘Thank you for your letter of October 8, 2009 requesting clarification to the approval
for multiple major survival procedures granted on September 18, 2009,

Regarding the approval of an additional three laparoscopic biopsies for the three dogs
from a previous study: the third approved laparoscopic biopsy need not be a terminal
procedure. The animals may be recovered and continue to be used in the study,
However, no additional major survival surgeries may be performed mnless prior
approval from APHIS is requested and granted as per 9 CFR § 2.31 (¢).

Regarding the scenario presented in your letter if funding for the current protocol is
continued, and an additional laparescopy is required: as above, no additional major
survival surgeries may be performed unless prior approval from APHIS is requested
and granted as per 9 CFR § 2.31 {¢}. However, a non-survival major operative
procedure would be considered permissible.

Regarding the scenario presented where the current study is discontinued: The
animals may be transferred back to the original protocol. Once again, however, no
additional major survival procedures may be performed unless prior approval from
APHIS is requested and granted as per 9 CFR § 2.31 (¢).

To clarify the timeline in the September 15 approval letter for multiple major survival
surgeries in the three dogs: the end-date of December 31, 2009 for the approval period
is for the approved surgeries. not for use of the animals in the study. The animals may
be recovered and continue to be used in the study. However, no additional major
survival surgeries may be performed unless prior approval from APHIS is requested
and granted as per 9 CFR § 2.31 (o).

I hope this response answers your questions. If there are further questions or
HR . SR . e Boaged Tr . 2 : 3 KRR T
claritications needed, please feel free to call my office at (9193 -835-7101.

SAavisal Core is g part of the Domrgnent of Agricultune™s Animal and Plant Health [napection Sorviee

An Egyad Oppornmity Provider and Empleyer
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Sincerely, R

Nicolette Petervary, VMD

Regional Animal Care Specialist

Eastern Region, Animal Care

Cc:
Dr. Elizabeth Goidentyer, RD
Dr. Susanme Brunkhorst, VMO
Dr, Rick Kirsten, SACS
Mr, Joe Nelson, Program Manager
63-R-0005
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VANDERBILT UNIVERSITY

Office of the Claneellor

MEMORANDUM

Dater January 12, 2009

e

i

Fromy: (OIO)

Re: elegation of Authority of Institutional Offictal, Vanderbilt University

As Chancelior of Vandorbslt University, 1 defegate 1o vou the authority of Institutional Official for the
Vanderbilt University Animal Care and Use Program.  This university program must operate with clear
hnws of suthority and responsibility, a properly functioning lnstitutional Aninrl Care and Use Committes
{IATUCS, provedures for self monitoring, adeguale veterinary care, adequate animal care and ase waining
programs, a program of oceupational health and salety, oo animal Geility disaster plan, sound animal
husbandry practices, snd appropriste maintenance of laeilitics for housing snimals,

In your role ss the Vandoerbilt University Institutional Qfficial, and if and when applicable.

1.} You are authorized 1o sign the Vanderbilt University PHS Animal Wellare Assurnce, making 2
commiiment on beball of the university that the requirements of PHS Policy on Humune Cure and
Use of Laboratory Animuls wiil be mey;

You are authorized ov behall of Vanderbilt University to leually commit that the reguirements of the
Animal Welfare Act as set forth under the regulations and Siendards in the Code of Federal
Regulations of 9 CFR panis 1, 2, and 3 of the Animal Weltare Regulutions will be mey; 10 sign the
UBDA research facility regisiration spplication and subsequent USDA annual reports for Vanderbil
University:

ted
ot

3. You are authorized with direct oversight of and wilh the authority to administer the institutional
Animal Care and Use Progrum;

4} You are guthorized 1o appoint an stbrational Antesal Care and Use Compitiee {IACUC), whose
members are qualified through experience and expertise 1o assess the institution animel program,
faeilities, and procedures:

3.3 You are authorized o give B! support w IACUC, w muintin g direct lne of sermmunication with
the JACUSS coordinete with administration, the [ACUC, investigators and anivoal resourees (o ensure
& wleady defined chain of authbovityy and o act wpon any and all TACUC recommenations regarding
any aspeet of the resewrch facility's animal program, {eilities, or persoanel taining )

i

Bg

6.} On behalf of the research faeility, you are suthorized 1o ensure that the Auending Veterinarian has
sulficient and approprinte authority t0 sasure that adequale veterinary care s provided at sl dmes and

211 Rukland Hall sl 61¢, 3530813
Mashwille, Tennevne 37340 3% 22 {31896

waewvanderbade edudclsneelisy
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that he or she is able to oversee the adequacy of all aspects of animal care and use for all ammais, the
attending veterinarian is a voting member of the IACUC; and the Attending Veterinarien is
authorized with direct or delogated respensibility for the anisnals at the research facility;

7.} On behalf of the research facility, you are authorized to ensure {through the IACUC, if suitable) that
all animal care and use personnel, as well as JACUC members, are qualified to fulfill their
responsibilities; and that this responsibility will be met in part through the provision of training and
instruction and the review of personnel qualifications with sufficient frequency to fulfill the rescarch
facility's responsibilities;

8.) You will be kept informed through the IACUC of the extent 1o whick the Vanderbilt University
Avtimal Cave and Use Program complies with the PHS Polioy on Humane Care and Use of Laborstory
Animals, the Vanderbilt University PHS Animal Welfare Assurance, the Guide 1o the Care and Use
of Laboratory Animals (Guide); and, the Animal Welfare Act, all correspanding USDA Animal
Weifare Regulations and Animal Care Policies; and all other applicable federal, state and local
animal welfare Jaws and regulations; '

9.} Ata minimurn, you will receive semi-annual program evaluation reports from the IACUC describing
its program reviews and inspection findings and recommendations regarding any aspect of the
research facility’s animal program, facilities, or personnel training. These reports will contain a

“description of the nature and extent of the university’s adherence to the PHS Policy, other applicable
federal animal welfare requirements and Guide recommendations inchuding ell identified departures
or devistions. ldemtified departures or devistions will be categorized ss significant (i.e. posing
immediate jeopardy to animal well-being) or minot, and the reasons for each departure or deviation
atong with & plan and schedule for comrective action will be established. I failure to meet this plan
and schedule results in an uncorrected significant deficiency, the failure will be promptly reported in
writing to OLAW and if applicable, to APHIS within 15 days, and to any federal agency funding thes
sctivity;

103 In e evemt of an IACUC suspension of any animal activity, sny serious or continuing
noncompliance with PHS Policy or other applicable Jaws and regulations; or sny serious deviation
from the provigions of the Guide, you are authorized, in consultation with the IACUC, to review the
reasons for suspension, take appropriste corrective action, and promptly report thet action with 2 full
explanation 1o OLAW and if applicable, to APHIS within 15 days, and to any federal agency funding
fhat activity;

11} If appropriate, you and other officials may conduct further review of IACUC-reviewed animal care
and use activities, however, you and other faeility officials are NOT suthorized to approve an activity
invalving the care and use of animals that has not been approved by the IACUC.

Your efforts, commitment and expertise on all matters related to the Vanderbilt University Animal Care
and Use Program are greatly appreciated,




i ‘ {
2 Vanderbilt University Medical Center
Oiffice of Animal Welfare Assurasce B4322 Medival Centor North
Pint st Avenue South
Nushyithe, Tennesiee 3 L2112
phone (61F) ¥36-8163
S nis 936860

Vanderbilt University

Office of Animal Welfare Assurance e
Mimi Eckhard R
5-4322 MCN

Nashville, TN 37232-2112

£515-343-3591

USDA

820 Main Campus Drive
Suite 200, Unit 3040
Raleigh, NC 27606
§19-855-7101

Qctober 21, 2008

Dear Sir or Madam:
Please be advised that while our Institutional Official at Vanderbilt University remains (K@)
1 it Lniversity

School of Medicine.

{ didn't want there 1o be any confusion on the APHIS Form 7011, which is attached for our 3-year
registration,

Please do not hesitate to contact me directly at{(QJQ) 1 if you have any guestions.

Vanderbilt University



USDA, APHIS, Animal Care
-~ ANIMIAL WELFARE COMPLAINT

i,

Gsmp&aiﬁi No. Bate ﬁﬂiereé R'eceived Sy
Q&?er&?ﬁ To Fiep y Bue
Dr.HBelaten/ Dr.Brunkhorss ¢ ST 4%
%38&1& or Persfm Complaint Filed Against
Name Customer/License/Registration No,
VENDEREILT UNIVERSITY §88 / GI-R~000E
Addr&ss
BA - GEDE wE CEMTER NORTH
 state Zi Phone No
57352 §1R322272%
Orgaaizatioﬂ
State Zip
YR A

How was complaint received? email

Forward respense 1o FOIA: Yes 54 No (]
Details of Complaint: A veterinary technician whose partner worked as an
animal care technician {level 3) inside Vanderbilt’s laboratories recently
contacted PETA with the following information:
=All of the primates kept in Vanderbiit's Wilson Hall “appear depressed.”
*During a training exercise, a technician picked up dogs who weighed between
25 and 35 pounds-—and had recently undergone invasive abdominal
surgery—by grasping the skin on the scruff of the dog’s neck without
providing any other support.
*A colony of kittens in Vanderbilt’s laboratories is being raised in complete
darkness. {t is unclear whether the absence of light is part of an experimental
protocol or whether the deprivation is simply the result of thoughtiessness on
the part of animal care staff,
Pleuse see attached email for further details,
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Programs

Azimud aod Plamt
Health baspection
Servives

Anpnal Oagee
F20 Main Campus Drive

Suite 2
Raleigh, NO 27606

Tel No. 9198357180
Fax Ne. 9119-838-123

Page 1 of 4

From the desk of Susanne Brunkhorst, VMO

To: Dr. Rick Kirsten
Re: Vanderbilt Complaint ER09-219
Date: Aug 3. 2009

I spent yesterday Tuesday 8-4-09 at Vanderbilt University to
investigate Complaint ER09-218 filed by PETA on behaif of an
unnamed whistleblower who was the bovfriend of a newly hired
Vanderbilt veterinary technician,

L inspected all non-human primates, all dogs, and the cats housed 1n
the dark. I talked to the Director of the Office of Animal Welfare
Assurance, the Attending Veterinarian/Director of Division of Animal
Care, the Assistant Director of Division of Animal Care/veterinarian,
the Facility Manager for the facility where the dogs are housed, the
veterinary technician who is the girlfriend of the whistleblower, and
the University Manager of Compliance (a lawyer who is a non-voting
member of the IACUC).

Records reviewed included the TACUC Complaint Log, the Report of
the subcommittee investigating the complaint, the draft copy of the
July 22, 2009 IACUC Meeting Minutes, the NHP Environmental
Enrichment Plan, the environmental enrichment logs, the SOP on Dog
Handling, training records on the Dog SOP, protocol M/A6/375 (dark
reared cats), Meeting Minutes 12/08 (where this protocol was last
approved) and Annual Report FY 2007/2008.

This case deals with sensitive human resources issues and the human
resources department had also been consulted. The former giritnend
of the whistleblower apparently took the job at Vanderbilt against the
wishes of her boviviend/Awvhistleblower. This now ex-
boyvfriend/'whistleblower is apparentlv from what I was told waging

Anpwal Care iy 2 parg of the Depactinent of
Agricallure’s Animad ond Fland Heslth Ingpection Serviee

An Bqust Gopactunity Peovider and Baplover
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this campaign to get the girlfriend fired. He is also apparently stalking
her and leaving objects on her car, The reason the Vanderbilt Police
became involved was because the girlfriend filed a complaint re
stalking against him with the police department. Since Vanderbilt is

~ private property, the police apparently called the ex-boyfriend and
told him to stay off Vanderbilt property in order to protect the
girtfriend’ Vanderbilt emplovee. This information was told to me by
the University Manager of Compliance (UMC).

PETA Complaint # 1. All primates kept in Vanderbilt’s Wilson Hall
appear to be depressed and Vanderbilt either lacks an adequate plan
for environmental enhancement or is failing to effectively adminsster
the plan on a large scale.

The whistleblower apparently stated that his girlfriend told him that
all the monkeys in Wilson Hall appear depressed. The mvestigation
revealed that the girlfriend never even entered Wilson Hall which is a
very secure area that she does not have access to. There are a fow
monkeys kept in the main anmimal facility and the girlfriend apparently
saw one of these in the imaging center for about 30 seconds as she
was walked through it for orientation. ! looked at all the monkeys i
both the main facility and Wilson Hall. All looked fine. [ reviewed the
comprehensive 34 page Environmental Enrichment plan and reviewed
enrichment logs. [ also checked the cages for enrichment items, The
enrichment plan appears to be adequate and appears to be followed by
staff. Yanderbilt has a full time environmental enrichment coordinator
who oversees the program and 1s very involved in the primate care.

PETA Complaint #2: A laboratory nstructor picked up a dog by the
scrutt of its neck in a training session and the individuals being
trained were deprived of proper guidance on acceptable methods of
handling dogs.

The girltriend described to me how the dog was picked up-one hand
on skin of dorsal neck and one hand on skin over lower back. The dog
- had an abdominal incision. The dog did not cry or exhibit any sign of
pain. No apparent distress or injury was noted. The caretaker who
picked up the dog this way was not an instructor or trainer. The
girifriend and another new emplovee were spending time with the

dogs to learn what went on their housing area in case they ever were

Andmal Care v a purt of the Department of
Apriculinre'y Animal and Plant Health laspection Servive

An Equal Oppostupity Provider and Emplover Tt B2
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called in to work with the dogs on the weekend {both had primary
responsibility with other species). It was during this time they saw the
dog picked up this way. Both individuals had been previously tramed
on Vanderbilt’s SOP on dog handling and knew that this method was
incorrect. They asked the caretaker about it and he apparently told
them this was an alternative method. Neither woman reported the
incident to their supervisors {Vanderbilt’s “culture of fear™—1 spent
some time talking to the AV and the assistant director DAC about this
again and they are working on it. I think they now see what we have
been telling them about the “culture of fear” that exists at Vanderbilt.
They are setting up training on reporting incidents and [ suggested
they get human resources involved to go over performance reviews
and HR issues so emplovees can understand that if something gets
reported they don't automatically get fired although it appears that
way from past Vanderbilt actions). I reviewed the SOP for Dog
Handling and the training records. The SOP shows appropriate ways
to pick up and restrain dogs. The training records show that the male
caretaker who picked up the dog incorrectly had been trained on the
SOP and the correct way to pick up dogs. This individual was fired.
Apparently this individual had had previous problems and was already
in a performance improvement counseling program (due 1o
attendance, punctuality and other non-animal issues).

“The facthty was cited for 2.38(f)(1).

PETA Complaint #3: It 1s unclear whether the Kittens who were
observed living i constant darkness were enrolled in a protocol that
required that the kittens be deprived of light.

There are currently vo kittens Iving in the dark. There are 7 adult cats
living in complete darkness and most of these were raised from
kittenhood in the dark. They are part of an IACUC approved protocol.
I verified that the protocol had been approved by the full IACUC and
that the exception was reported on Vanderbiit’s Annual Report.

PETA Complaint #4: It appears that the IACUC was either not
miormed of the whistleblower™s complamt or may oot have taken the
allegations seriously. In permitting a phone call to be placed trom the
Vanderbilt campus police to the whistleblower Vanderbilt effectively
introduced a chilling effect.

Animat Oave I a part of the Bepartment of
Agrivalture’s Animal und Plant Health Jnvpection Serviee

An Eguad Opportunity Provider and Employer
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The TACUC complaint log showed that the IACUC received the

complaint on 7/6/08. This is the date that the boyfriend emailed it to

several Division of Animal Care emplovees. On 7/8/09 the IACUC
sent him an email response to let hun know they received the
complaint. Another hard copy letter was sent to him on 7/21/09 with

~ the same mformation. The email was brought to the attention of the
1O by the AV during a regularly scheduled meeting they had. The [0
asked that a conference call be held immediately with the 10, the AV,
the UMC for legal information and a human resources individual for
[IR information. The 10 asked that the Chair of the TACUC and the
UMC be the subcommitige to investigate the complaint. He felt that
because of the human resources issues/protecting the safety of the
girlfriend/employee the size of the subcommittee should be hmited.
This subcommittee started their investigation on 7/8/09 and presented
therr findings to the full IACUC at their regularly scheduled July 22
meeting. Based on my review of the subcommitte’s report and my
interview with the UMC it appears that they did a very thorough
investigation. The Division of Ammal Care (DAC) also set up their
own mvestigation. The IACUC has asked the DAC to present an

- actton plan to make sure the 1ssues don’t happen again-it is pending.
The actions of the Vanderbilt Police had nothing to do with the
complaint but instead were related to the whistleblower stalking his
ex-girtfriend.

L. ) Andmat Care Is a gart of the Bepartment of
gs?e?f??s’éf Agrieuiture’s Animal and Pheat Health Inspection Service
An Equal Opporoeity Prvider sad Emplover
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Petervary/NC/APHIS/USDA

cc
05/182008 10:28 AM
bee

Subject leter concerning Vanderbilt University

May 19, 2609
Dear Dr. Chandna;
Thank you for your letter concerning Vanderbilt University.

Animal Care is the division of the U.8. Department of Agriculture (L/SDA) that is responsible for the
enforcement of the Animal Welfare Act (AWA). Among other things, the AWA regulates the usc of
antmals m research, and rosearch facilities that use animals for experimentation and testing are required
to be registered with the LUSDA. The Act also provides minimum standards for the humane care and use
of animals at all USDA registered facilities. Specific standards for the care of research animals can be
found in the Code of Federal Regnlations, Title 9, Subchapter A, and these can be found on our website
at fupowoww apids ssda gov/animal welfuredinderstaml by clicking on “View Animal Welfare
Reguiations.”

Oceupational health and safety standards are not regulated under the Animal Welfare Act. This agency
therefore has no authority or jurisdiction over this area of activity. There are, however other Federal,
State and County agencies that may be able to assist you with your concerns. We certainly wish the best
for the individual who was bitten.

Sincerely,

Nicolette Petervary, VMD

Regionat Animal Care Specialist

USDA, APHIS, Animal Care, Eastern Region
920 Main Campus Drive, Sulte 200

Raleigh, NC 27608

Tek 913-885-7101

Fax: 919-855-7123

E~mail: nicclette. petervary@aphis.usda.gov
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el Mo, 9198357100
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J zm -?. 2008
Re: Complamt 08-1

71 Vanderbilt University

completed a routine inspection at Vanderbilt University the w ;w of

me 23. 2008, As part of that inspection | reviewed the pro
the Advanced Trauma Life Support course (protocol M/O6 & 30y Lalso
the

reviewed two additional protocols (M/06/431 s:,w:i MGG 2T §§;
same Principal Investigator that were similar in scope as they w
training protocols using hve animals to teach emergency gsmﬁ&aia‘g:&;
and emergency surgertes.

WP

The Principal Tnvestigator used Hterature searches 1o consider
alternatives to procedures that might cause more than momentary o

siight pain or distress 1o any animal used and provided adequate
W 5&&:;} narratives deseribing the methods and sources used as

an explanation for why he chose not to use certain alternatives

¥

3 as

Wi
found.

it

CACUC meeting minutes reflect that the gs'i}t{*u%f%x were discussed at
full committee review. The IACUC reviewed the gmm«:@%” %z;{i;

ernative search and narrative and approved the protocols,

the

Sobmad Cure B a part of the Bepartment of
Apriculture’s Aoimal nad Plant hmém Enspection Service

A Fouul Ooportuaine Pros ider soil Emplaver



MAY 27 2008

5100 WISCONSIN AVENUE, N.WY,, SUITE 400
WASHINGTON, DC 20016

7. (202) 6862210 F: {202) 686-2216
PCRM@PCRMORG  WWWPCRMORG

May 21 2008

Viall,

Flizabeth Goldentver, D.V.M,
Regional Director
USDA/APHIS/AC Eastern Region
920 Main Campus Drive, Suite 200
Raleigh, NC 27606

Re: Use of Live Animals for Advanced Trauma Life Support Courses at the
Vanderbilt University Medical Center

Dear Dr. Goldentyer:

The Physicians Committee for Responsible Medicine (PCRM) requests that the Animal and
Plant Health Inspeciion Service (APHIS) investigate the unlawful use of live animals in
Advanced Trauma Life Support (ATLS) courses at the Vanderbilt University Medical Center.

We believe that this animal use is a violation of the Animal Welfare Act because there are
equivalent alternative non-animal technologies available. The TraumaMan System from Simulab
has been approved for use in ATLS courses by the program’s national oversight body, the
American College of Surgeons (ACS). According to the ACS Subcommittee on ATLS and the
Executive Committee to the ACS Committee ont Trauma, “an anatomical human body model
or manikin may be used in those areas in which the use of live, nonhuman species or
buman cadavers is cause for significant concern.” This 2001 decision {attached} goes on to
doscribe TranmaMan in detail.

In addition, a 2007-2008 survey of 164 U.S, facilities offering ATLS courses conducted by
PCRM found that 148 of those facilities (30 percent) exclusively use noen-animal models for
instraction and the vast majority of those 148 facilities exclusively use TraumaMan,

Under the Animal Welfare Act, Vanderbilt falls under the statutory definition of a “research
facility” and is, therefore, required to comply with the Act, As part of this required compliance,
any use of live antmals for research, testing, or experimentation must be approved by the
schael’s IACUC.

A fundamental goal of the Act is the elimination of the use of animals in research where possible
{see 7 ULS.C. § 2143(d)). and the minimization of animal pain and distress via the consideration
of nop-animal aliernatives (7 U.S.C. § 2143(a)(3)). To this end, Scction 2143 of the Act and Title
9, Section 2.31{dX 1 ){ii}. of the Act’s implementing regulations require that a principal
investigator (PI) — including course instructors —- consider alternatives to procedures that may
canse more than momentary or slight pain or distress to any animal used for rescarch purposes.
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f the P! determines that no alternatives exist, he or she must provide a written narrative 1o the
institution’s [ACUC describing the methods and sources used to determine that alternatives were
not available. The written narrative should include adequate information for the IACUC to assess
that a reasonable and good faith effort was made to determine the availability of alternatives or
alternative methods, If a database search or other source identifies a bory fide alternative method
{one that could be used 1o accomplish the goals of the animal use proposal), the written narrative
must justify why this alternative was not used.

With acknowledgement by ACS that TraumaMan is educationally equivalent to live animals for
ATLS training and the overwhelming use of non-animal models at 90 percent of the U.S.
facilities that offer the course, there can be no valid justification for not using TraumaMan in
place of live animals.

The educational research purposes for which live animals are used at Vanderbilt undoubtedly
cause more than momentary or slight pain or distress. Although animals are anesthetized during
the procedures themselves. they are subjected to the trauma of continued confinement, shipping.
preparation, and experimentation before death in the Jaboratory.

Given the availability of non-animal technologies and the fact that 90 percent of educational
facilities do not use live animals in their ATLS courses, there is no justification for the
Yanderbilt IACUC s continued approval of live animal use for this purpose. Instructors who
request approval for their use, the IACUC that approves their use, and the medical school that
offers this lab as part of its curriculum are in violation of the Act.

Accordingly, the Physicians Committee for Responsible Medicine requests that APHIS
investigate this matter to find the Vanderbilt University Medical Center in violation of these
animat welfare policies, and kindly requests to be notified of actions taken in response to this
complaint,

Enclosurs

b
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June 5, 2008

Vanderbilt University Medical Center
S-4322 Medical Center North

1161 21% Avenue South

Nashville, TN 37232

©© |

[ am in receipt of your May 1, 2008 letter requesting an exemption to Section
§2143 (@) 3XD) of the AWA and § 2.31 (d)(1 (x) of the AWAR which
prohibits the use of an animal in more than one major operative procedure
from which it is allowed to recover except when justified for scientific
reasons, required to protect the health or well being of the animal, or in
special circumstances as determined by the Administrator.

[ consuited with Dr. Jodie Kulpa-Eddy and we reviewed your request along
with the history and intent of the regulation and similar requests that have
come to the department over the vears. In general, the intent of the regulation
is to minimize pain and distress to individual animals versus minimizing the
aumber of animals used in research. Although the AWA and regulations
encourage reduction in the total number of animals used when possible, this
particular section was promulgated with the express understanding that
additional animals may be required to be used in research in order to
minimize the potential pain or distress experienced by individual animals.
Additional information would be necessary to justify additional major
operative procedures on these animals.

If vou would like to resubmit this request please include a detailed
description of the procedures that will minimize the potential for pain and/or
distress to these animals. Dr. Kulpa-Eddy and I both had specific questions
regarding the potential for pain and/or distress from the additional surgeries.
Is the total of 20 surgeries described per animal or for the group? Do these
include both implants and chamber implantation? s there a time frame for
suceessive surgeries and an endpoint for deciding when additional surgerics
would not be performed? Is there any difference in the parameters between
the 2 protocols described? Is there a difference in the plan for the animal that
has had 6 prior surgeries and the animal that has had 27

Anial Care is 2 padt of the Depariment of
Agricuiture’s Animal ang Plant Health Inspection Service.

An Equal Opportunity Provider and Emplayer
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Thank you and the entire committee for your sensitivity to the importance of
this issue. Please call me if vou would like to discuss this further,

Sincere}yg

i

Elizabeth (mkimtyar DVM
Eastern Regional Director
USDA, APHIS, Animal Care

Ces

S. Brunkhorst
R. Kirsten

J. Kulpa-Eddy
F. File

Anwreal Care i3 a pant of the Departmant of
Agriculture's Animai and Plant Health Inspection Service.

An Equal Opportunity Provider and Employer
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Elizabeth I, Goldentver, DVM, Director, Eastern Region
USDA/APHIS/AC

920 Main Campus Drive, Suite 200

Raleigh, NC 276006-5210

Dear Dr. Goldentver:

This is to follow up on a preliminary report communicated to Dr. Susanne Brunkhorst on
June 01, 2007. During the phone conversation, an animal welfare concern was reported
involving cotton rats. In addition, the non-compliance event was conveyed to OLAW.

‘The Division of Animal Care (DAC) self-reported an animal welfare concem related to
cotton rats under their care. The death of three animals appeared to be related to housing
and training issues., When the report was made to IACUC/OAWA, a number of steps had
already been taken to address the situation. A “for cause” investigation was initiated and
the Post Approval Monitoring (PAM) specialist in the Vanderbilt University Office of
Animal Welfare Assurance (CAWA) interviewed all personnel involved. The
investigation attributed the deaths to a combination of ingxperienced personnel and the
type of housing used.

The IACUC discussed the incident at a convened meeting held on May 23" and
requested copies of written standard operating procedures and a description of the
training provided to DAC personnel (including dates). The DAC responded as follows:

1. The Associate Director of Operations contacted the vendor to review the type of
caging used and recommendations for cage changing procedures. After discussion, it
was felt that a cage modification was necessary, as well as additional training of DAC
personnel on how to safely handle and transfer cotton rats. A Standard Operating
Procedure (SOP) on the cage changing process was developed.

2. Specially designed Plexiglas® transfer lids were developed by the VU apparatus
shop for use during routine cage changing procedures. These lids minimized the
potential for escape/injury during cage change.

3. An SOP, “Cotton Rat Cage Changing”, was developed to delineate the steps for
cotton rat husbandry including the new cage changing paradigm utilizing the
Plexiglas® transfer Hds.



4. A training meeting was held on May 14, 2007 with DAC care staff members who
are directly assigned to the care of cotton rats. This training included the use of the
Plexiglas® transfer lid during the cage changing process and how to handle a cotton
rat during transfer. This training session was conducted by the Facility Manager.

3. The use of the newly designed Plexiglas® lids along with the tramning has
minimized the potential for escape/injury during cage change. Since implementing
the training and cage modification, no further incidents have occurred,

The VU TACUC herein declares to USDA that this reportable incident was identified and
corrected by the IACUC.

Please be assured that VU is committed to the highest standards of compliance related to
the humane care and use of animals in research, teaching, and testing. If you have
remaining questions/concerns, do not hesitate to contact me:
pi, ) S
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Vanderbilt University
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Dear Sir(s):
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CERTIFIED MAIL
RETURN RECEIPT

Animal and Plant Health Inspection Service (APHIS) enforces regulations to protect
the heaith and care of animals, plants, and agricultural industry. Violations of these
regulations jeopardize the animal and plant health systems that are vital to protect

American agriculiure,

Our investigation shows that you have violated the United States Code of Federal
Regulations as described on the enclosed Stipulation. APHIS laws and regulations
provide for administrative and criminal penalties to enforce these regulatory

requirements.

The Secretary of Agriculture may, after providing notice and opportunity for a
hearing, impose civil penalties or other sanctions. You may, however, waive your
right to a hearing and settle this matter by paying $7,219 by August 31, 2007, and

signing the enclosed Stipulation.

Please pay the $7.219 penalty by centified check or money order made payable to the
Treasurer of the United States. Write the Case Number (Case No. TN06143-AC) on
your check or money order and mail it with the signed Supulation to:

USDA, APHIS, {(General) (Case No. TNO6143-A0)
P. O, Box 979043
St. Louis, MO 63197-0000

If we do not receive your signed stipulation agreement and payment or notice that vou
wish to exercise your right to a hearing by August 31, 2007, this matter will be
forwarded to the Department’s Office of the General Counsel for litigation. The
penalty offered in this Stipulation is not relevant to the sanctions APHIS may seek, or
that will be assessed after issuance of a formal complaint. You may contact our
office at telephone number (301) 734-8684 if you have any questions.

Sincerely,

Alison Khroustaley

Assistant Director, Enforcement

Investigative and Enforcement Services

Enclosure

ce: 1. Kinsella, IES-ER. Raleigh, NC

E. Goldentyer, AC-ER, Raleigh, NC

APHIS:IEs(QICIOIQONN S:7-27-07:1:tm06 143 sag ltr.doc
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APER
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Investigative and Enforcement Services S ettlement A greement

USDA, APHIS, IES

4700 River Road, Unit 85
Riverdate, MD 20737
Prone: {301) 734-8684
Fax: {301} 734-4328

RESFONDENT: CASE NUMBERE TNO6143-AC
DUE ON OR BEFOREJ August 31, 2007

Vanderbilt University
AA-6206 Medical Center North
Nashville, TN 37232-2131

DATE CITATION DESCRIPTION

[ PENALTY ] s7.219. {TERMS

(THles 715,79 and 271 0f the United States Tode authorize the Secrétary of Agnculture, after providing NoLce and
opportunity for a hearing, to impose civil penalties and other sanctions 1o resoive viclations.

Prior 10 the issuance of a forma! complaint seeking sanctions under the Act, The Depariment may enter into a stipulation
to resolve the above-described violations. Your payment constitutes a waiver of your right to a hearing, a finding that the
vivlations of law have deourred, and setfiement of such violations.

# %m; do not pay the specified pena%t\éwithin the designated time or wish 1o exercise your ri’ght to & hearing, this matter
Wi

be forwarded to the Office of the General Counsel for litigation. The penalty offerad in this stipulation is not relevant
o the sanctions the Department may seek, or that will be assessed, upon issuance of a formal complaint.

Signature of Respondent: Date:

PAYMENT RECORD - FOR IES USE ONLY
Payment Type Date Amount Signature of IES Representative

TO4 - Settlement Agreement
Revised 11/15/03



DATE CITATION
9 CFR

30 JUN 06 2.31(c)3)

2. 3Hdy

231D

2.31(eN2)

2.31e)3)

DESCRIPTION

Institutional Animal Care and Use Committee (1IACUC).
Failure to submit semi-annual facility inspection and program
review to the institution official in a timely fashion. Review and
inspection was conducted and completed January 9-13, 2006, and
was not submitted until March 2006. Failure to submit sem-
annual facility inspection and program review to the institution
official with a majority of the JACUC members signature on the
report. Signature page left off of the report.

Institutional Animal Care and Use Committee (IACUC).
Records for primate R5715F shows that no water was given on
6/25/06 which would have caused the animal to be in discomfort,
distress, or pain. Also failed to record weights as required.

Institutional Animal Care and Use Committee (IACUC).
Approved protocol C/0/106 with an alternative search that was not
complete. The protocol was approved without the alternative key

‘words for painful procedures. Approved protocol MA5/319 with

an alternative search that was not complete. The protocol was
approved without the alternative keywords for the specices of
animal to be used and painful procedures. Repeat non-compliance
from December 8, 2005,

Institutional Animal Care and Use Committee (JACUC).
Approved protocol C/03/106 without justification for the number
of animals that were going to be used. IACUC approved protocol
M/03/067 with a justification for the number of animals that were
going to be used.

Institutional Animal Care and Use Committee (IACUC).
TACUC failed to discover upon monitoring or review that the
researcher was not giving fluid rewards after each correct trial as
required i protocol C/05/106. Repeat failure to discover upon
monitoring or review that the amount of tluids being consumed
during ad lib periods were not being recorded as required in
protocol C/05/106. The use of ultrasound was not approved for
protocol M/05/319; ultrasound was used on sll rabbits involved in
this program. Acepromazine is being administered as part of the
procedures involving protocol M/03/319; acepromazine has not
been approved for use in this protocol. IACUC failed to discover
upon monitoring or review that protocol M/O2. 187 did not include
a complete use description of the animals, IACUC failed to
discover upon monitoring or review that non-approved
enucleations were performed but not described in protocol
M/02.303.

et



DATE CITATION
9 CFR

30 JUN 06 2.3 ()1 )(viil)

2.33(b)3)

23 MU Hix)

ok

f
1

3i(e)d)

2.32(a)&(b)

2.33(0(2)

DESCRIPTION

Institutional Animal Care and Use Committee (IACUC),
Untrained and unapproved personnel performed surgical ,
procedures, post surgical care, and experimental procedures but
were not listed on the approved protocol. IACUC approved
protocol M/03/067 with all personnet listed as having no
experience with handling ferrets. IACUC approved protocol
M/05/345 with two personnel listed as having no experience with
species or techniques.

Attending veterinarian and adequate veterinary care.

Adequate post-procedural care was not give in accordance with the
established protocol procedures, Rabbits involved in protocol
M/05/319 were not administered Buprenex when pain was
observed. Adequate care was not given in accordance with the
established protocol procedures. Rabbits were not administered
bupivicaine as directed in protocol M/05/319. Adequate care was
not given in accordance with the established protocol procedures.
Bush baby #6-02-1 was not administered Ceftiofur as directed din
protocol M/02/303. Failed to provide adeguate post-procedural
care for a ferret that died after a surgical procedure. Adequate care
was not given in accordance with the established protocol by
failing to keep records for the use of a neuromuscular blocker,
anesthetic and ventilation regarding cat research pertaining to
protocol M/04/345.

Institutional Animal Care and Use Committee (IACUC).
IACUC approved protocol M/02/187 without an adequate
description of anesthesia, pre-operative and intra-operative care
because the surgery was described as euthanasia instead of a non-
survival surgery. IACUC approved protocol M/02/303 for survival
surgery: on February 13, 2006, a bush baby was subject to
enucleation surgery for which there is no provision in the protocol.

Institutional Animal Care and Use Committee (IACUC).
TACUC; a new anesthesia regimen was used on ferret research
involving protocol M/03/067 before the [ACUC approved the
amendment requesting approval for the use of a new anesthesia.

Personnel qualifications. Failure to ensure that all their personnel
were trained to perform their duties and responsibilities.

Attending veterinarian and adequate veterinary care. Failed
to maintain an acceptable veterinary practice regarding the use
and storage of expired drugs.

~
2



9 CFR

30 JUNO6 2.36(b)3)

3.1{e)2)

3.28¢e) 1 (i)

3.53(au2)

381

3.82(d)

3.84(a)

3031

4 DEC 06 L 23HE D)

04 JAN 07 2.32(a)
238051

Annual Report. Failed to maintain a complete annual report
by not including a summary of the cxceptions involving the
restriction of water of non-human primates in IACUC approved
protocols.

Housing facilities, general. Failed to maintain the surface of a
study table and surrounding area in room Al cleaned and sanitized.
Failed to maintain the surface of a transport cart in room C1
cleaned and sanitized.

Primary enclosures, guinea pigs. Failed to provide adequate
space for guinea pig housing. Guinea pig enclosures were too
small for the number of animals being housed within.

Primary enclosures, rabbits. Failed to provide adequate clean,
drv housing for rabbits. Rabbit enclosures were found to be dirty
with fecal material adhering to the floor of the cage.

Environment enhancement to promote psychological
well-being. Failed to provide enrichment to two primates by
not providing daily fruit as described in their enrichment program.

Feeding. Failed to keep food receptacles clean and sanitized.

Cleaning, sanitization, housekeeping, and pest control. Failed
to maintain clean and sanitized living environment by allowing
fecal material to build up under the macaques enclosure. Failed
to maintain clean and sanitized living environment by allowing
fecal material to build up under the primates enclosure.

Sanitation. Failed to maintain a clean and sanitized living
environment by allowing fecal material to build up on the floor and
cages of the ferret enclosures,

Institutional Animal Care and Use Committee (IACUC).
IACUC failed to avoid the discomfort. distress. and pain of an
animal by performing a durascrape procedure on 4 non-human
primate without the use of anesthetics or analgesics.

Persennel Qualifications. Failed 1o train their personnel in

order to perform their duties; specificaily in regard to the death

of a rabbit in the cage washer. Failed to handle animals in their
possession that did not cause stress, trauma, or death. Rabbit killed
ut cage washer.

P



a5 JUN 07

CITATION

9 CFR

23 M vy

23HdN2)

Pad
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231e)3)

2.32(a)
2.38(H(1)

2.33(b)(2)

2.33(b) 3

2.35(a)

2.35(d)4)

DESCRIPTION

Institutional Animal Care and Use Committee (1ACUQC).
unapproved personnel performed surgical procedures but was not
listed on the approved protocol M/06/330.

Institutional Animal Care and Use Committee (JACUQC).
Failed to provide each member of the committee with the
list of proposed activities to be reviewed.

insiitational Animal Care and Use Commiifee (IACUC).
Shall conduct continuing reviews of activities; dog 413 on
protocol M/06/399 did not receive Simplicef as described in the
approved protocol and rabbit 984 on protocol m/06/330 was not
administered Cefazolin as described in the approved protocol.

Institutional Animal Care and Use Committee (IACUC)
Failed to discover upon monitoring or review that

Protocol M/06/394 did not include a complete and accurate
description of animal procedures, use of animals, and does not
include a listing of possible adverse reactions,

Personnel qualifications. Failure to ensure that ail their personnel
were trained to perform their duties and responsibilities. Failed o
handle animals as carefully as possible; three cotton rats
killed/died during routine cage changes.

Aftending veterinarian and adequate veterinary eare. Failed to
maintain an acceptable veterinary practice regarding the use and
storage of expired drugs; expired triple antibiotic ointment being
used to treat wounds on a mole rat.

Attending veterinarian and adequate veterinary care. Failed to
apply acceptable veterinary care practices regarding daily
observations and or communication with an attending veterinarian;
naked mole rat with injuries from a fight not conveyed to attending
veterinarian,

Recordkeeping requirements. Failure to maintain complete
records. TACUC meeting minutes must include records of all
activitics and deliberations.

Recordkeeping requirements. Failure to notify in writing,
4 > g
principal investigators and the research facility of decisions o

approve or withhold approval of activities.

L



DATE CITATION DESCRIPTION

9 CFR
08 JUN 07 NN 0 0 £ £ Cleaning, sanitization, housekeeping, and pest control. Failed
to maintain premises clean and in good repair; rack with mop and
buckets dirty and discolored. Floor in the area around drain has
cracks in concrete and standing water.
3.53ax® Primary enclosures. Failed to provide suitable nest box with

clean nesting materials in each primary enclosure: Does 118, 119,
117, and 120 enclosures did not contain saitable nest. Flooring of
one cage had openings that could potentially cause injury to the
animal housed within.
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United States April 3, 2007
Department of

Agricalture
Marketing and
Reguiatory
Programs ‘
) Vanderbilt University Medical Center

(oimal and Plant D-3300 Medical Center North

ealth Inspection i . ) .
Servites Nashville, TN 37232-2104
Asnimal Care DNear(DIG)
929 Main Campus Drive ’
Suite 200 Your request for an extension of time to fully implement the corrections 0
Raleigh, NC 27606 Section 2.32 Personnel Qualifications is approved. The new date for full

implementation is March 30, 2008.

Tk No, 319-858-7100

Fax No. 919-855-7123 We appreciate your attention to these matters and the progress you have made in
personnel training and qualifications. If you have any questions or concemns,
please do not hesitate to contact your inspector, Dr. Susanne Brunkhborst at (703)
812-6935 or our office at (919) 855-7100.

Sincerely, \
sl (2o

Elizabeth @idemyerfai; .
Eastern Regional Directoi~-...
Animal Care

g
“
—

ol

R, Kirsten

S. Brunkhorst
63-R-0005

Anintal Uare is 4 part of the Depariment of
Agricuhure's Antmal and Plant Health Inspection Servios

nimcd __ N .
ire Ay Baguad Opportunity Provider and Employer



March 26, 2007

Elizabeth J. Goldentyer, DVM, Director, Eastern Region
USDA/APHIS/AC

920 Main Campus Drive, Suite 200

Raleigh, NC 27606-5210

Dear Dr. Goldentyer,

On June 30, 2006, Dr. Suzanne Brunkhorst conducted an inspection of Vanderbilt
University’s {VU) animal care and use program (Certificate #63-R-0005). Among the
items of non-compliance listed on the report was one under the heading “Section 2.32
Personnel Qualifications.” While significant progress has been made in VU’s training
program for personnel, additional improvements are planned and these will take time to
implement fully. This letter requests an extension of the March 30, 2007 “correct by”
date listed on the report.

In September 2006, the VU training program for personnel using animals was expanded
to include other on-line training modules offered by the Veterans Administration (VA)
Office of Research and Administration. In addition to the module, “Working with the
IACUC (Non-VA Version),” persons listed on protocols are now required to complete
the relevant on-line courses for the species/procedures used/performed. Principal
investigators must complete the relevant modules for all species/procedures
used/performed in their laboratory. All personael listed on active protocols completed
the new training requirements as part of an October 2006 mandatory resubmission of
protocols involving USDA regulated species. In addition, a post-approval compliance
menitoring program was implemented last year. The program, which involves visits to
laboratories 1o observe procedures, has greatly enbanced our ability to ensure that
waining and qualifications of personnel are appropriate to the procedures performed.

With the arrival oi{QRQ)] . who joined VU on January
1. 2007 as [ QAR
poised to continue making significant progress in the arca of personnel training and
qualifications. The OAWA, together with Division of Animal Care (DAC) veterinarians,
will develop several “hands on” training workshops which will be made available to
research faculty and staff in the coming months. This effort will coincide with ongoing
contract negotiations between the DAC and Charles River Laboratories, Inc. to develop
written standard operating procedures and a formal training program for DAC personnel.



We anticipate these training efforts will be substantially aligned in the next six months
and fully implemented in a year, Hence, please consider our request for an extension
beyond the current deadline of March 30, 2007.

Thank you for your consideration of this request. The faculty and staff (DAC,
IACUC/OAWA, and res¢arch) are working hard to implement improvements in our
animal care and use program, and will continue to work with Dr. Brunkhorst and USDA-
Animal Care to address these issues. Should you have questions or concerns about this
memorandum or Vanderbilt University’s commit

ment to addressing the issues identified
by USDA-Animal Care, please contact me ot [ QIC TS




USDA
—

s July 3, 2007

{ nited States Michael A. Budkie
Departeent of SAFN

Agricuture 1081-B St. Rt 28 PMB 280
Marketing and Milford, OH 45150
Regulatory

Programs

Dear Mr. Budkie:

Agiral and Plagt

i*‘*“ﬁg‘ fnspection Thank you for vour letter dated 07-Jul-07 concerning Vanderbilt University
JErVKES 4 P’ . s pw T - : 3 s

tocated in Nashville, TN. Your concern has been given number 07-212.
Animal Care Pleasc refer to this number when inquiring about this concern.
920 Main Campus Drive . . .
Suite 206 pus Your concerns have been documented, and we are aware of the inspection
Raleigh, NC 27606 report findings. Please be assured that we have evaluated the situation and will

be taking enforcement action if necessary,
Tel No. 919-855-7160

Fax No. S-ES7I3 Thank vou for your concern for the welfare of animals.
Sincerely,
g’{""% (m“? **&(“?*::’ff

y ; o,
Elizabeth Goldentyer, DOV.M.
Regional Director
Eastern Region, Animal Care

Asrarat Care B gy of the Dupasitinent of Agrioufrure’s Ansual and Plant Hoalth Taspeativa Sorcion

LR TR L T
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Stop Anlmal Exploitation NOW!

4081-B 3t. Rt. 28 PMB 280
KJM Ohio #5?59

513-575-5517

Dr. Elizabeth Goldentyer 713407
USDA/APHIS/AC

920 Main Campus Drive

Suite 2000

Raleigh, NC 27606

Dr, Goldentyer,

Y am contacting you regarding a matter of the utmost urgency and importance. [ am in possession of a
series of three USDA/APHIS/AC inspection reports for Vanderbilt University for the period 5/3/05 ~ 6/26/06,
In these reports the number of violations listed has increased steadily from 13 in May of 2005 to 20 in June of
2006. These infractions are very serious in nature, and are of a recurring regularly. The inspection report for
December of 2005 lists 4 repeat non-compliances and the June of 2006 inspection turned up 7 repeat
infractions.

It is quite apparent that the officials supervising the care of animals at Vanderbilt University have no
regard whatsoever for either the well-being of animals within their faczhty, or for the regulatory authority of the
USDA/APHIS/AC.

The violations at this facility are serious, they jeopardize both the weifare of the thousands of animals
experimented on annually within this facility and the safety of humans whose health is potentially influenced by
improperly performed medical research.

The multiple violations by Vanderbiit’s Institutional Anima) Care & Use Committes, the use of
unqualified personnel, violations of standurds for veterinary care, reporting, housing/enclosures, environmental
enhancement for primates and even in such basic areas as feeding and sanitation make it obvious that the
supervisory staff of this lab have nothing but contempt for federal laws.

It is clear that nothing short of serious action on the part of your agency will bring this facility into
compliance with federal regulations for animal research and care. Therefore, [ hereby request that you
immediately initiate proceedings against this criminal laboratory and that the largest fine aliowable under
current law is levied as soon as is legally possibie,

I would aiso request that you provide me with a written determination of this process when it is
completed.

Mielesl. @ Budtoic 0.3,

Michael A. Budkie, AH.T,
Executive Director, SAEN
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April 3, 2007
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Vanderbilt University Medical Center
D-3300 Medical Center North
Nashville, TN 372322104

Dear [ONC/NEES:

Thank you for your letter of August 13, 2007 concerning an animal welfare
concern at Vanderbilt University. This will be helpful to USDA, APHIS,

Animal Care. Please convey our thanks to the Animal Care staft.

If you have any questions or concerns, please do not hesitate to contact your
inspector, Dr, Susanne Brunkhorst at (703) 812-6933 or our office at (919) 853-

71060,

Sincerely, \ }

N~ o=
Elizabeth ;identyerﬁﬁﬁ%i;}
Eastern Regional Director
Animal Care
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R. Kirsten

8. Brunkhorst
63-R-0005

Apint Care s g part of the Deparment of
Ageteudture’s Animal and Plant Health bspection Service

safmcl

are An Egual Opportunity Provider and Emplover





