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Vanderbilt University Medical Center 
1161 21'1 Avenue Sooth 
D-3300 Medical Center North 
Nashville, TN 31232·2104 

Dear 

Our office has received your January 6, 2010 faxed letter requesting an extension of 
time to perform the final procedure of the approved multiple major survival 
prot::edures granted on September 14,2009. 

The time period granted to complete the approved surgeries was stated to be from 
Septenlber 14,2009 to December 31,2009 in the approval letter dated September 14, 
2009. 

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 oithe study. 

Your request for this e~tension of time has been discussed with your inspector, Dr. 
Susanne Brunkhorst, and is hereby approved until January 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 approved. No additional maj or survival 
surgeries may bepertormed unless prior approval from APHIS is requested and 
~rranted as per 9 CFR § 2.31 (c). 

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

Sincerely, 

N !colette Petervary, VMO 
Regional Animal Care Specialist 
Eastern R4-gion, Animal Care 

cc: Dr. Elizabeth Goldentyer, RD 
Dr. Susanne Brunkhorst, VMO 

Animal Oire is a part ofrhe Dcp:mm<"'!lt of Agriculture's Animal :tnd Phmt Health 111~'Pt-'Ction Sen;ice, 

An Opportunity Pro,ider and Employer 
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Vanderbilt University School of Medicine 
CCC·3322 Medical Center North 
Nashville, TN 37232-2103 

Your request tor 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) is 
approved the period trom September 14,2009, to December 31,2009. The 
information detailed in your letter of July 30, 2009, and in the IACUC-approved 
protocoltvt/09i120 must be followed. Any deviations will invalidate this approval. 

In addition, the foliO'.ving requirements must be met: 

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

2. ~o more than three additional major operative procedures (hvo survival 
surgeries and one terminal surgery) may be conducted per animal. 

3. 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 peri operative analgt.-'Sia 
must be provided to the animals as directed by your att~'flding veterinarian. 

4. Periodic L"-CUC evaluations of this exemption are required. These 
evaluations must include an assessment of the animals as wel! 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 intbnnation must be included in the lACUC n.'Ports 
required under Section 2.35(a), 

5. This exemption must be induded on the research tadIity's Annual Report 
(APHIS Forni 7(23). 

Federal Relay SaNtee 
(Vol(;elrTY iASClllSparllsh) 
Hloo·a77-8339 
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October 2009 

Vanderbilt University ,Medical Center 
1 i 61 21,.1 Avenue South 
D-3300 Medical Ccnter North 
Nashville, TN 37.232-2104 

Thank you for your ktter of October 8, 2009 requesting clarification to the approvul 
for multiple major sun'lval procedures granted on September 15, 2009 . 

Regarding the approval. of an additional three laparoscopic biopsies tor the three dogs 
from a previous study; the third approved laparoscopic biopsy need not be a temlinal 
procexlure, The animals may be recovered and continue to be used in the study, 
IlowevCl", no additional major sun1val surgeries may be performed unless prior 
approval from APHIS is requested and granted as per 9 CFR § 2.31 (c). 

Regarding the scenario presented in your letter if funding for the current protocol is 
continued, and an additionallaparoscopy is required: as above, no additional major 
survival surgeries may be perfonnt.>d unless prior approval from APHIS is requested 
and granted as per 9 CPR § 231 (0). However, a non~survival major operative 
proct..'dure would be considered permissible. 

Regarding the scenario presented where the current study is discontinued: The 
animals may be !ransI1'tTed back to the original protocoL Once again, however, no 
additional major survival procedures rnay be perfimucd unless prior approval from 
APHIS is requested and granted as per 9 CPR § 231 (c). 

To clarify the timeline in the September 15 appro"'alletter !()[ multiple major survival 
surgeries in the three dogs: the end-date of Dec~wber J 1 , 2009 for the approval period 
is !hr the approved surgeries. not for use of the animals in the study. The animals may 
be R."Cov'ered and conti.nue to be used in the study, However, no nddihonal major 
survival surgeri(.."S may be performed unless prior approval from APHIS is requested 
and granted as per 9 CFR § 231 (c), 

this response answers your questions. 11' there are further or 
U""H',JU3 needed. please feel free to caB my office at (919} -~55~ 7101. 
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Sincerely, 

Nicolette Peter'iary. YMD 
Regional Animal Care Specialist 
Eastern Region, Animal Care 

cc: 
Dr. Elizabeth Goldentyer, RD 
Dr. Susanne Brunkhorst, VMO 
Dr. Rick Kirsten, SACS 
Mr, Joe Nelson. Program Manager 
63~R·OOO5 
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Dale: 

To: 

Re: 

VANDERBILT UNIVERSITY 

lnnuary 12, 2009 

Delegation of Authorlly ofInsttfutiollUl OHiCllll, Vunderbilt UniYCfsilY 

AS Chancellor of Vumlcrhil! University, 1 deicgate 10 you the aUlhority of InSlIlll!iorm! Omcial for Ihc 
Vanderbilt University Anima! (ilrc and Use Program> This university program mUlU opera!e with clear 
hnes ofauthortty I1ml n:sponsihilily, a properly functioninglnslilUlional Animal Care amlUse Committee 
{iACUC), pToccdufl>"S lex sell' l11l.lnitoring, aucqm1te velerinary C'lfC, adequw: animal care and use training 
programs, a progmm of ()CCUPlllIOf131 health and sa Ii:ty, all aninl'il facility disaslcr plan, sound animal 
husbandry practicclI, ami aPllroprintc maintenance of facilities lor housing animals, 

In your role as the V,mdcrhi!t Uni~rsity InstlttHI()['.a1 Omda!, and if and when Il.pplit:ahk. 

1 » You Ilre.:mthcrizcd 10 sign the Vanderbilt UnivCrSll)' PHS Animal Wc!!lm: ;'\;;slIr:mCI.:, makin~ a 
cOmmilm\!nt on behalf of the university thal the rcquin:mCI11f, of PHS Policy on !!umUl'lC Cure llnd 
Usc of Laboratory Animals will be mel; 

1.) You arc omhorilcd OIl bdmlf of Vanderbilt University to legally commi! th:lt the n;quircments of tile 
Animal WcUim: Act as set forth undcr the rcgul'!llons and Standards In the Code of Federal 
Regulations of I) eFR parts f, 2, and 3 of the Animal Welfare Regulations wi!! he mel; In sign the 
USDA re.senreh !ncilily rcgislr~tion npplk:atiol'l aud subsequent USDA anou:!! repil11s ii:}r Vanderbih 
University: 

You tlrc authorized with direct oversight of and \villl the authority to adminlst\.!f !he Institutional 
Animal Care llmi Usc Prognml; 

4» You arc aulhorizl.:d 10 uPl)oint an Ins~i!ulionni Animal Cure and Use Cmnmitlcc (i!\CUC). whose 
members are qualilkd through experience ;lnt! .,;xpcrlis~' to J$SCSS the instItution animal prO!,'TlUl), 
ll11.:ilitics, and ill'Occdul'cs: 

YOHan: au\horiZ;:d to givc rull $Ui'p,lr1 ttl lACtiC t41 mum!:)!n a direct. linc "f ,.;mcmlmicultOfl \\-ith 
th..: !t\CUC; c(lordil1l.lte with administration, the L\C!JC, investigators and ill1im:1I n.:~our;;C!i 10 ensure 
;,; I:lcarty ddin.;!d chain of authority; and In a.ct upnn any and all IACUC I'ccommcmimi{)!ls regarding 
any uspcct or Iht: n;)scan.:h facility's animnl progr;1I11, laci!i!ics, or penormci tI';:lillillg; . 

6.) On ochulj' nr the f\!$can:h facility, YOU arc amhnriZl.'tl 10 ensure that the AHcndinu Vdcrinarian has 
sufficient and appropri.lI..: tlUtilorll,Y '10 ensure that lltk~lun:t: vetennary care IS provi<lcd at aU times !:ma 

" I "elk,",'1.! ! "H 
N.h)wHh:" Tl.,~lfh'~~e .,7 ~-i:e 

tl.:r 61 ~,t:;:>1~h, 
i.1X h~ i, i"!:·A';':;(,O' 

(b) (6)

(b)(6)

http:appropri.lI
http:Instilu!im�.al


that be or sheil able to oversee the adequacy of aU aspects of animal care and use for all animais; the 
attending veterinarian is a voting member of the lACUC; and the Attending Veterinarian is 
authorized with direct or delegated responsibility for the animals at the research facility. 

1.} On behalf of the r=search fuility. you are authorized to ensure(throup the lACUC.ifsuilable) that 
aU anima! care and use pe!'$011ncl, as wen as IACUC members, lU'e qualified to fulfill their 
responsibilities; and that misresponsibility will be met in part through the provision of tntining wi 
instlUetion and the review of personnel quaUtkatiOll$ with sufficient fr«{UCncy to mtfiU the research 
facility's N$ponsibilities; 

S.) You will be kept !nfonncd throush the JAcue of the extent to which the Vanderbilt University 
Animal Care and Use :Program complies with the PHS PoHoy on Humane Care and Use of .Laboratory 
Animals. the Vanderbilt University PHS AniP181 Welfare Assurance. the Guide to lhe Care ami Use 
of LaixNvltory Ani mail (Guide); and, the Animal Welfare kt. aU eorresponding USDA Animal 
Wore aesuhtliions and Animal Care Policies; and all other appJieaOle federal. SUIte and local 
animal welfare laws and regulations; 

9.) At a minimum. you will ","Ive semi-annual program evaluation reports from the lACUe describing 
itsprogrmn reviews and inspectiOll findings and recommendations rcga.rdini any aspect of the 
research facility's anima! program. facili_ or personnel training. These reports win contain a 

. ~ptlon oftlte nature and cxte.Qt off.'he university's adherence to the PHS Policy, other applicable 
federal animal welfa~ Jequirements and Guide recommendations irtoluding all identified departures 
or devimlons. Identified ~ or deviations will be categorized. as significant (i.e, posing 
immediate jeopardy to animal wen--being) or minor. and the reasons for each departure or deviation 
along with It pian and schedule for corrective action will be established. if failw'e to meet this plan 
and schedule results in an uncorrected significant defi~cy. the failure wiD be ~ reported in 
writing to OLA W and if applicable, to APHIS within I S days. aItd to any federal agency (unding that 
activity; 

10,) In the event of an lACUC suspension of any animal activity, any serious or continuing 
r.onoompliancc with PHS Policy or.otber applicable Jaws. and regulations; or any se't'ious deviation 
from the provisions of the Guide, you are authoriu4. in consultation witb the lACuc, to review the 
teaSOn$ fur suspm$lon, take apprapria~ coaective action, and promptly report tbat action with a fuil 
expltnation to aLA Wand if applicable, to APHIS within IS days, and to any federal agency fundi~ 
that activity; 

11.) lf appropriate, you and other officials may conduct further review of iACUC-reviewed anima! eare 
and use aGtivitics. howeYer, you and other facility officials are NOT authorited to approve an activity 
involving the care and use of animali that has not been .approved by !he lACUC. 

Your efforts. commitment and eXperUR on all mattcni related to the Vanderbilt University Animal CaR 
and Use Pmjram are greatly appreciated. 

CUKd $ sa k StiR 6.,,x • $ __ 4. & . I 



Vanderbilt University 
Office of Animal Welfare Assurance 
Mimi Eckhard 
5-4322 MeN 
Nashville, TN 37232-2112 
615-343-3591 

USDA 
920 Marn Campus Drive 
Suite 200, Unit 3040 
Raleigh, NC 27606 
919-855-7101 

October 2008 

Dear Sir or Madam: 

Medical Center 
S-4322 Med.ic,ll ('e!ll!)r l'/,)rtn 

161 2. i Sf A Willie Soulh 
Ntt'!)hviUe" T ;.,,;)mt'\~C } 72J1 .. :: 1 

pwac ((>I 5) 936-/\ Hi3 
l~ {61;;19JIi·fWi!1 

Please be advised that while our Institutional Official at Vanderbilt University remains 
 Vanderbilt University 

School of Medicine. 

1 didn't want there to 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 1 if you have any questions. 

Sincerely, 

Vanderbilt University 

(b) (6)

(b) (6)

(b) (6)



[lSDA, APHIS, Animal Care 

lOrganization 
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Address 

How was compiairn received? email 

Details of Complaint: A veterinary t~hnician whose partner worked as an 
~mimal care teclmichm (level 3) inside Vanderbilt's laboratories recently 
contacted PETA with the foUowing information: 
".AII of the prima.tes kept i.n Vanderbilt's,"\'iJson Hall "appear dellreSsed.~' 
-During a training excl-cise, a technician picl,ed up dogs 'who weighed beht'een 
25 and 35 pounds--and had recently undergone invasive abdominal 
surgery-by grasping the skin on the scruff of the dog's neck without 
p.'oviding any other support. 
-A colony of kittens in Vanderbilt's laboratories is being nlised in complete 
darkness. It unclear wbether the absence of light Ilsrt of an experimental 
protocol or whether the deprivation is simply the result of thoughtlessness on 

,lart of animal care staff. 
see attached email i'm- further details. 

(b) (6)

(b) (6)
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'ienlct.'s 

'tW .MlIin Campus !)r!ve 
Suit.: lOll 
Raleigh. NC 27606 

Tei Ni), ')19-85:;-1100 
Fax "'i{). 9.l9",~55-'fl:.t1 

Of. Rick Kirsten 
Re: Vanderbilt Compiaint ER09-219 
Date: .Aug 5,2009 

Page 1 

I spent yesterday Tuesday' 8-4-09 at Vanderbilt University to 
investigate Complaint ER09-218 filed by PETA on behalf of an 
unnamed whistlehlower who was the boyfriend of a newly hired 
Vanderbilt veterinary technician. 

r inspected aU non-human primates, aU dogs; and the c~ts housed in 
the dark I talked to the Director of the Office of Animal Welfare 

the Attending Veterinarian/Director of Division Animal 
the Assistant Director of Division of Animal Care/veterinarian, 

the FaciHtyManager for the facility where the dogs arc housed, the 
technician who is the girlfriend of the whistleblowec and 

~ .. .. 
University Manager ofCompHancc (a lawyer \"ho 1s a Bon-voting 

HIC.UlOler of the lACUC). 

Records revie\ved indudccl the IACUC Complaint the Report 
subcommittee investigating the complaint, the draft copy of the 

July 2009 IACUCMeeting Minutes, the NHP Environmental 
Enrichment Plal\ the environmental enrichment. logs, t.he SOP on 

training records on the Dog SOP, pmtoco!M/06/375 (:lark 
reared cats), iv1eeting Minutes 12/08 (where this protoco.1 was last 
approved) and An.lmal Report 2007/2008. 

now ex-
(·",'nn,.'" .. is apparently from \vhat I was 

HI' 
JllSil«nl1n ~n'ice 

http:9.l9",~55-'fl:.t1


this C<'lmpai!,Tfl to get the girlfriend fired. He i.s also apparently stalking 
her and leaving objects on her car. The reason the Vanderbilt Police 
becmne involved was because the girlfriend filed a cQmptamt re 
stalking against him 'with t.he police department Since Vanderbilt is 
private prOpeJ1y, the police apparently caned the ex-boyfriend and 
told him to stay off Vanderbilt property in order to protect the 
girlfriend/Vanderbilt employee. TIlis infonnation \vas told to me by 

lJniversity Manager of Compliance (urvtC). 

Cnmplaint·r; 1: All primates kept in Vanderbilt's Wilson Hall 
appear to be depressed and Vanderbilt eithcr lacks an adequate plan 
for environmental enhancement or is i1iiling to effective!)' administer 
the plan on a large scale, 
'['he whistleblmver apparently stated that his girlfriend told him that 
all the monkeys in Wilson Hall appear depressed. The investigation 
revealed that the girlfriend never even entered Wilson Hall which is a 

secure area that she does not have access to. There are a tC\V 
monkeys kept in the main animal facUity and the girlfriend apparently 
saw one of these in the imaging center tor about 30 seconds as she ... ' .... 
v'vas walked througb it for orientation. flunked at aJl the monkeys in 
both the main facility and Wilson Hall. AU looked tIne. I reviewed the 
comprehensive page Environmental Enrichment plan and reviewed 
enrichm.cnt logs. I also checked the cages for enrichment items. The 
enrichment plan appears to be adequate and appears to be tollO\ved by 

Vanderbilt has a fuB time environmental enrichment coordinator 
who oversees the program and IS Vt"!)' involved. the primate care. 

Complamt . A laboratory instructor picked up a by the 
scmff of its neck in a training sessIon and the individuais being 

were deprived of propt,"f guidance on acceptable methods of 
handling 

girlfriend described me how the was pjcked up-one hand 
and one hand on skin over 

The dog did not 
or injury vvas 

Animal Cm:: i. :l onhe Deplirtment of' 
'\2ri;;iI!tr!re'~ Animal Pi:lnl Health In'l~!ion Scnke 

or trainer. 
vvith the 
ever were 
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caned in to \vork with the dogs on the weekend (both had primary 
responsibility w1tl1 other species), It was during this time they saw the 

picked up this way. Both individuals had been previously trained 
on Vanderbilt's SOP on dog handling and kne\v that this method was 
inconect. They asked the caretaker about it and he apparently told 
t11cm this was an alternative method, Neither woman reported the 
incident to their supervisors (Vanderbilt's -<culture of tear" spent 
SOllle time talking to the AV and the assistant director DAC about this 
again and they are working on it. I think they now sec what we have 
been telling tl1em about the '''culture of fear" that exists at Vanderbilt 
'T'hey are setting up training on reporting incidents and I suggested 
they get human resources involved to go over pertbrmance revic\vs 
and HR issues so employees can understand that if something gets 
repOlted tbey don't automatically get fired although it appears that 
way from past. Vanderbilt actions). I reviewed the SOPt'hr Dog 
llandling and the training records. TIle SOP shows appropriate \vays 
to pick up and restrain dogs. The training records show that the male 
caretaker who picked up the d.og incom~ctly had been trained on the 
SOP and the C01Tect way to pick up dogs. TIllS individual was llred, 
Apparently this individual had had previous problems and was already 
in a performance improvement counseling program (due to 
attendance, punctuality and otber non-animalisslles). 

,< The f~tci)jty was cited for 2.38( fX 1). 

Complaint . It is lmclear whether the kittens who were 
observed living in constant darkness were enrolled in a protocol that 
required that the kittens be deprived of light. 
'[here are currently no kittens living in the dark There are 7 adult cats 
living in complete darkness and most of these "vere raised from 
kittenhood iu the dark. They are part of an lACUe approved protocoL 
I verified that the protocol had been approved by the filII and 

exception was reported on Vanderbilt's AnnuaJ 

was 
whisdeblmver's complaint or not the 

permitting a pbone cali to be from 
campus police to the \vhistleblower Vanderbilt eIJecti\ieiy 

v"".e,,-",,,,, a chill effect. 

{'jU"C it a Ilarl ufrh!: j),,~l'I!lrt mell! of 
.\nimll! ;Illd f\t#llt flt'1I1tb Ifl~Pt"dio<!!' St'!'Vke 
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The IACUC compJaint log showed that the lACUC received the 
cOlllplajnt on 7/6108. This is the date that the boyliiend em ailed it to 
several Division of Animal Care employees. On 7/8/09 the lACUC 

l1im an email response to let him knmv they received the 
complaint. Another hard copy letter was sent to him on fl09 witll 
the same information. The email \\as brought to the attention of the 
10 by the AV during a regularly scheduled meeting they had. The £0 
asked that a conference caU be held immediately with the 10, the AV, 
the UMC ti1r Jegal information and a human resources individual for 
HR information. The 10 asked that the Chair of the IACUC and the 
l be the subcommittee to investigate the complaint. ilefblt that 
because of the human resources issues/protecting the safety of the 
girlfriend/employee the size of the subcommittee should be limited. 
This subcommittee started their investigation on 7/8/09 and presented 
their findings to the fun IACUC at their regularly scheduled July 
meeting. Based 011 my review of the slJbcommitte's report and my 
intenriew \vith the UMC it appears that they did a very thorough 
investigation. The Division of .Animal Care (DAC) also set up their 
own Investigation. The IACUC has asked the DAC to present an 
action plan to make sure the issues don't happen again-it IS pending. 

actions oftbe Vanderbilt Police had nothing to do wi.th the 
complaint but instead were related to tbewhlsdeblower stalking his 
ex-girlfriend. 

Animal e'l)'e i!; 11 P"l"t ,,/'the De,mrt!llellt fit' 
/I.gffl:ultllre's ,\.nimai lind f"lIflt lkalth 1ri5!l('clifm S",r;ic;: 

An Equal Opportunit) PI'mi.rer lind Emplnycr 



Nicoiette 
Petel'V8rylNCIAPHIS/USDA 

0511912009 10:29 AM 

@pata.org 

cc 
bee 

Subject letter concerning Vanderbilt University 

May 19,2009 

Dear Dr. Chandna; 

Thank you for your lettt.'T concerning Vanderbilt University. 

Anima! Care is me division of the U.S. Department of Agricu!ture (USDA) that is responsihle for me 
enforcement of the Animal Welfare Act (AWA). Among other things, the A WA regulates the use of 
animals in researci'., and researchfltcHities that use animals for experimentation and testing are required 
tu be registered wim the USDA. The Act also provides minimum standards for the humane care a.nd use 
of animals at all USDA regb'tered facilities. Specific standardstbr the eare of research animals can be 
found in the Code of Federa.l Regulations, Tide 9, Subchapter A, and these can be found on our website 
at by clicking on "View Animal Welfare 
Regulations." 

Occupational health and safety standards are not regulated under the Animal Weltare 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 wL'ih the best 
for the individual \\<'ho was bitten. 

Sincerely, 

Nicolette Parervary, VMD 
Regional i\nimsl Care Speclalist 
USDA, APHIS, Animal Care, Eastern Region 
920 Main Campus Drive, SuIte 200 
Raleigh, NC 27606 
Tel: 919~855-7101 
Fax: 919-855-7123 
E-mail: nicotette.petervary@aphis.usda.gov 

(b) (6)
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Refef'11!d TO 

r\~l\Je1.fBy 
T nrasfie.i.d 
Reply Due 

;ir',.tc_kh"l~'S't/~\i£$:t:~n ~" Jun ;O(Je 

,FAciliiX ;;PersOll Complaint FUed A~t 
Name iCustO\T!e~!l!ceZ'lse{R.a9jst~ign No. 
\iA~~,:::r.E:,~T t~\~':"~lE1t3I':Y i63.-A-;>OOS 
~i;'dd;;5S 

Details tl fComp!alDi: See lmer from K"'RM 

Results: A,,, 
tf;;i~b ~"llt~L :. ~::~''''l,:..,&)j·teci '";~~ p.rctc.;,,; i~z; ':~¢i: AC'I:a::cad =:;a40"'n~, Ll-;e ::v.pP'$'rt :c..;.!se 
cffZl:l:~(i.. '\;"~LdeIb.llt a:'::t,.-;; <;~;~. :::-: -t~c ,.'):1";<::; :imi~~a!: ~,r=i ~t$J1 by :~e 

:;h~ p~::r:H':"::"?Ea:' iYivesciga-:~~ =or t,:',,.;,; ;:::z~e 
~,~ r_~ati "~,~ ~-C< ,;p£oced',;::,e~ tn.a.t:. ~,~r~»-.: =$.'4';,~ :""'l!';c..co ~':" .. ~lri 

n;;c:r"t!!"!:~i,~ c;:: :;4i~ ot: ,;~,,~;t.ess to ~n:f an!.:l~l i.l5·!'d a::c: ;xo'>":':~e,:; ,-".r~. 
a>di<i"':.i.,";=$ j-/x'i~:,:~:1 r!~tL',:ativ~ '!t,.~ r£\e-+,~r:p~ds a7!.d 4'\)':J.,rC(tS *-l3'jJ{,j c.::; 'x.e:l.l '":.i~ 

lNSP=CTC~ 
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Goldentyer, D.V.M. 
Regional Director 
l.iSDiVAPHIS/t\C Eastern Region 

Main Campus Drive, Suite 
NC 27606 

-ill 

May 212008 

Re: Use 01' Live Animals for Advanced Trauma Life Support Courses at tbe 
Vanderbilt University Medical Center 

Dear Dr, Goldentyer: 

Physicians Committee for Responsible Medicine (peRM) requests that Anima! and 
Health Inspection Service (APHIS) investigate the unlawful usc live animals 

Advanced Trauma Support (ATLS) courses at the Vanderbilt University i'vIedical Center, 

\Ve believe that animal usc is a violation ofthe Animal Welfare Act because there are 
equivalent alternative non·animal technologies available. The TmumaMan System from Simulab 
hus been approved use in ATLS courses by the program '8 national oversight body, the 
Axneri.can College of Surgeons (ACS). According to the ACS Subcommittee on ATLS and the 

Committee to the ACS Committee on Trauma, '"!lD anatomical hums.n body model 
or manikin may be used m those areas in which the usc of live~ nonhuman species or 
human cadnvers is cause for significant concern." This 2001 decision (attached) goes on to 

TraumaMan in detail. 

In addition, a 2067·2008 survey of 164 U.S. facilities offering ATLS courses conducted by 
PCRM fouud tbat t ... 8 of those facilities (90 percent) exclusively use nOon-animal models for 
instruction and the vast majority of those 148 facilities exclusively use TraumaMan. 

Under the Animal \Veltare Act, Vanderbilt falls under the statutory definitinn of a "research 
therefore, n.Xfuircd to compiy with the Act As part ofthis required compliance, 

live animab fbr or experimentation must be approved the 

A fundamental of the Act is the dimination of the use of animals in research where possible 
7 § 2143(d», and the minimi.:r..ation of animal pain and distress via the consideration 

of non-animal ahcrnativcs (7 . S 2143(a)(3). To this end, S~ctjon 2143 of the 
9, Section l(d)(l)(ii},orthe implementing regulations require that a principal 

--- including course instruclors-·· consider alternatives to procedures t11at may 
rllomcntary or slight pain or distress to any animal used research purposes. 



Elizaheth ;n!l.1e.1'I1!Ver DVM 
:21, 2008 

MAY 
Page 2 

If the determines that no alternatives he or she must provide a written narrative to the 
institution's lACtIC describing the methods and sources used to dete.nnine that alternatives were 
not available, The written narrative should include adequate information for iACUC to assess 
that a reasonable good faith effort was made to detemtine the availability of altemutives or 
alternative methods, [1' a database search or other source identifies a bona /ide alternative method 
(one that could used to accomplish the goals of the animal use proposal), the written narrative 
must justifY WilY this alternative "vas not used. 

With acknm;vlcdgement by ACS that Tmumruytiill is educationally equivalent to live animals H:lr 
ATtS training and the overwhelming use of non-animal .D1odds at percent of the U.S. 

that offer the course, there can be no valid justification for not using TraumaMan in 
phlce of live animals. 

",-,'.<\,.<1it.lVUai research purposes for which live animals are used atVllnderbilt undoubtedly 
c~ms\:! more than momentary or slight pain or distress, Although animals are anesthetized during 

procedures themselves, they are subjected to the trauma of continued confinement, shipping. 
and experimentation death in the laboratory. 

Given availability of non~animal technologies and the fact that 90 percent of educational 
do not use I ive animals their A 11-8 courses, there is no justification the 

",.L, ..... ;.,. continued approval of live animal use tor this purpose, Instructors who 
approval f~)r their tl,.,>C, the lACUC that approves use, and the medica! school that 

offers this lab as of its curriculum arc in violation of the Act. 

the Physicians Committee f{)f Responsible Medicine requ.ests that 
matter to find Vanderbilt University Medical Center in violation of these 
policies, and kindly requests to be notified of actions taken in response tu this 

(b) (6)
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(919) 855-7100 
(919) 855-7123 

Vanderbilt University Medical Center 
8·4322 Medical Center North 
1161 21'" Avenue South 
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June 5. 2008 

I am in receipt of your May 1, 2008 Jetter requesting an exemption to Section 
§2143 (a)(3)(D) ofthe AWA and § 2.31 (d)(1)(x) of the AWAR which 
prohibits the use of an animal in morc than one major operative procedure 
trom which it is allowed to recover except when justified for scientific 
reasons, required to protect the health or wen being of the an.lmal, or in 
special circumstances as determined by the Administrator. 

I consulted with Dr. Jodie Kulpa-Eddy and \ve reviewed your request along 
with the history and intent of the regulation and similar requests that have 
come to the department over the years. In general, the intent of the regulation 
is to minimize pain and distress to individual animals versus minimizing the 
number of animals used in research. Although the A W A 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 justifjr additional major 
operative procedures on these animals. 

ffyou 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 th.ese 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 anima] or for the group? Do these 
include both implants and chamber implantation? Is there a time frame for 
successive surgeries and an endpoint for deciding when additional surgeries 
would not be performed? Is there any difference in the parameters bet\:vcen 
the 2 protocols described? Is there a difference in the plan tor the animal that 
has had 6 prior surgeries and tbe animal that has had 

Animal CafE! is a part of the Oepartment of 
Agriculture's A.nima! aoo Plant Health Inspection Service. 

An Equal Opportunity Provider and Employer 

(b) (6)
(b) (6)
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Thank you and the entire committee for your sensitivity to importance of 
this issue. Please call me if you would like to discuss this further. 

Sincerely. 

£1: y .. ~ \ - G 
Elizabeth Goldentyer, DVM 
Eastern Regional Director 
USDA. APHIS. Animal Care 

Cc: 
S. Brunkhorst 
R. Kirsten 
J. Kuipa.Eddy 
F.FHe 

Animal Care is a part of the Department of 
Agriculture's Animai and Plant Health Inspection Service. 

An EQua! Opportunity Provider and Employer 



Vanderbilt Umversity Medical Center 

~'"u",u;>, i 3, 2007 

Elizabeth J. Goldentyef, DTh!, Director, Eastern Region 
USDAJAPHIS/AC 

Raleigh, 

Dr. Goldentyer: 

AUG 

This is to fol!o\v up on a preliminary report communicated to Dr. Susanne Brunkhorst on 
June During the phone conversation, an animal weltare concern was reported 

cotton rats. addition, the non-compliance event was conveyed to OLA W. 

of Animal Care (DAC) self-reported an animal welfare concern related to 
cotton rats under their care. TIle death of three animals appeared to be related to housing 
and training issues. When the report was made to IACUCiOA WA, a number of steps had 
already been taken to address the situation. A "for cause" investigation was initiated and 

Post Approva! Monitoring (PAM) specialist in the Vanderbilt University Office of 
AnimaJ A.ssurance (OA \iVA) interviewed aU personnel involved. 
investigation attributed the deaths to a combinatioJl of inexperienced personnel and the 

of housing 

The discussed the incident at a convened meeting held on May and 
requested copies ofwritten standard operatIng procedures and a description the 
training provided to DAC personnel (including dates). The DAC responded as follows; 

I. Tho Associate Director of Operations contacted the vendor to review the type of 
caging used und recommendations for changing procedures. After discussion, it 
\vas felt that a cage modification was necessary, as wen as additional training ofDAC 
personnel on how to safely handle and transfer cotion rats. A Standard Operating 

(SOP) on cage changing process was developed. 
2. Specially designed Plexiglas@: transfer lids were developed by the VU apparatus 
shop for usc duringrouline cage changing procedures. These lids minimized the 
potential escape/irgury during cage change:. 
3. An SOP, "Cotton Rat Changing", was developed to delineate the steps lor 
cotton fat husbandry including the new cage changing paradigm utilizing 
Plcxig!<.\S'r.;:: lids. 

(b) (6)

(b) (6)



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 ofthe 
Plexiglas(i~;; 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. 
5. The use oftbe ne",,'ly designed Plexiglas® Lids along with the training has 
minimized the potential for escape/injury during cage change. Since implementing 

training and cage modification, no further incidents have occurred, 

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

Ple~lse 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  
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United States 
Oepa.rtMfill'lt of 
Agriculture 

Animalaoo 
Plan! He?ilm 

4700 Rlwr Road 
Riven:ale, MO 
20737 

APHIS 

~ 

Vanderbilf University 
AA-6206 Medical Center North 
NashYilIe, TN 37232-2131 

Dcar Sir(s): 

I<!I " . .or,·.,,,/" 

r:.A·e:ev 
Ttv cgSg)" ,;c,-ooo5 

CERTIFIED !\'iAIL 
RETURN RECEIPT 

Animai Plant Health Inspection Service (APHIS) enforces rCb"Ulations to protect 
the health and care ofanimals~ plants~ and agricultural industry. Violations (}fthcsc 
f\JhTUiations Jeopardize the animal and plant health systems that are vital to protect 
American agriculture. 

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

The Secretary of Agriculture may, after providing n()ticc and opportunity tt)r a 
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 
si~ing the enclosed Stipulation. 

Ph~ase pay the 57.219 penalty by certified check or money order made payable to the 
Treasurer ofthe United States. Write the Case Number (Case No. TN06143-AC) on 

check or money order and mail it with the signed Stipulation to: 

USDA, APHIS, (General) (Case No. TN06143-AC) 
P. O. Box 979043 

Louis, MO 63197-9000 

Ifwe not receive your signed stipulation agreement and payment or notice that you 
to exercise your right to a hearing by August 31, 2007, this matter will be 

forwarded to Department's Office of the General Counsel for l.itigation. 
penalty om~red 111 this Stipulation is not relevant to the sanctions APHIS may st..'ek. or 
that will be aSscsStxl atter issuance ofa formal complaint. You may contact our 

at telephone number (301) 734-8684 if you have any questions. 

Sincerely, 

Khroustalev 
Director, Enforcement 

and Enforcement Services 

Enclo;surc 
cc: J. Kinsella, IES~ER. Raldgh, NC E. Ooldentycr, AC-ER, Raleigh, NC 

APH]S:IEs: 8:7<27-07:i:'.tm06143 sag Itr.doc (b)(6)(b)(7)(C)



Investigative and Enforcement Services 

USDA APHIS, IES 
4700 River Road, Unit 85 
Riverdale, MD 20737 
Phone: (301) 734~8684 
Fax: (301) 734-4328 

! RESPONDENT: 

1 
I Vanderbilt U ni'\'crsitv I 0' 

l
'AA-6206 ~le,d, kat Center North 
Nashville, TN 37232..:2131 
~~----------------------------------~ 

DATE CITATfON 

I PENALTY '$7,219. 

Settlement Agreement 

CASE NUMBER TN06143-AC 
DUE ON OR BEFORE August 31,2007 

DESCRIPTION 

I it €IS, the cretary 0 griCufture, after orovlding notice and 1 
opportUnIty r a hearing. to Impose CI\l1l penalties and other sanctions to resolve violations. ' I 

! Prior to the issuance of a formal co seeking sanctions under the Act, The Department may enter into a stipulation I 
! to resolve the above-described Your ~yment constitutes a waiver of your right to a hearing, a finding that the I ! violations of jaw have occurred, and settlement of such violations, I 
~ r 

! If ,YOU do not pay the specified ~nai n the designated time or wish to exercise Y,our right to a hearing, this matter, I 
! will be forwarded to the Office of the Gounsef for iltigatlort The penalty offeree in tnis stipulation ls not relevant I' 
Ito ihe sanctions the Department may seek, or that will be assessed, upon issuance of a forma! complaint I 
I Signature of Respondent: Date: . 
. I 

"i;:>y",,,,,. Type 
PAYMENT RECORD - FOR IES USE ONLY 
I Date 

I 

Signature of IES Repr evc' ,,,,,,ive 

Settlement Agreement 
Revised I L! 

, 

(b)(6)(b)(7)(C)



DATE 

30JUN 06 

CITATIOl'4 
9CFR 

2.3 l(e)(3) 

2.31 (d)( l)(i} 

I (d)(l )(ii) 

1(0)(2) 

2.31 (e)(3) 

DESCRIPTION 

Institutional Animal Care and Use Committee (IACnC). 
Failure to submit semi-annual facility inspection and program 
revie\v to the institution official in a timely fashion. Review and 
inspection was conducted and completed January 3,2006, and 
, .. as not submitted until 1farch 2006. Failure to submit semi
annual facility inspection and program review to the institution 
official with a majority ofthe IACUC rnt.mbcrs signature on the 
report. Signature page lett off of the report 

Institutional Animal Care and Use Committee (IACUe). 
Records tor primate R5715F shows that no water ",Fa.;; given on 
6/25/06 which would have caused the animal to be in discomft)rt, 
distress, or pain. Also failed to record weights as required. 

Institutional Animal Care and Use Committee (IACUC). 
Approved protocol CiOn 06 with an aitlv'mutive search that was not 
complete. The protocol was approved without the tl.itemative key 
words for painful procedures. Approved protocol M/05!319 with 
an alternative search that was not complete. The protocol was 
approved without the alternative k.eyvv'ords ti.)r the species of 
animal to be used and painful procedures. Repeat non-compliance 
from December 8, 2005. 

Institutional Animal Care and Use Committee (lACtiC), 
Approved protocol C!05! 1 06 without justification for the numher 
of animals that were going to be used. tACHe approved protocol 
Mi03/067 with ajustification for the number of animals that were 
going to be used. 

Institutional Animal Care and Use Committee (IACUe). 
IACUC failed to discover upon monitoring or review that the 
researcher was not giving fluid re\Vards after each COlToct trial as 
required in protocol C/05/1 06. Repeat tailure to discover upon 
monitoring or review that the amount of tluids being consmned 
during ad lib periods were not being record{;.'d as required in 
protocol C/OS/I06. The use of ultrasound was not approved for 
protocol Mi05i319; ultrasound was used on all rabbits involvt"d in 
this program. Acepromazine is being administered as part t)f the 
pmcedures involving protocol ficiOS/319; acepromazim: has not 
been approved for usc in this protocol. iACUC nlHed to disco\"f.:';'f 
upon monitoring or review that protocol IYfi02, 187 did not incl udc 
a complete use description of the anim'lis. IACI;C failed to 
discover upon monitoring or review tha.t non-approved 
cnudeations were performed but not dt'ScribeJ. in protocol 
M/02.]03. 

2 



DATE 

30 .JlJN 06 

CITATION 
9CFR 

i (d)( 1 )(viii) 

2.33{b)(5) 

2.31(d)(1 )(ix) 

I (e)(4) 

2.32{a}&(b) 

2.33(b){2) 

DESCRIPTION 

Institutional Animal Care and Use Committee (IACUC). 
Untrained and unapproved personnel perfonned surgical 
procedures, post surgical care, and experimental proCt.'XiUfL'S but 
were not listed on the approved protocoL approved 
protocol ~1I03/067 with aU personnel listed 3"., having no 
experience with handling ferrets. JACUe approved protocol 
rv~f/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 \vith the 
established protocol procedures. Rabbits involvLxi inprotoool 
MI05/319 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 dire<:-1.cci in protocol M/05 /319. Adequate care was 
not given in a(...'COrdance ,vith the established prott}Col procedures. 
Bush baby #6..Q2-1 was not administered Ccftiothr as directed din 
protocol Ml02/303, Failed to provide adequate post~pr()cedural 
care for a ferret that died after a surgical procedure, Adequate care 
,· ... as 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 t'l."Scarch pertaining to 
protocol Mi04/345, 

Institutional Animal Care and Use Comnlittee (IAC'UC). 
IACUC approved protocol M/02l187 without an adequate 
description of anesthesia, pre-operative and intra-operative care 
because the surgery was described as euthanasia instead of a 0011-

survival surgery. IACUC approved protocol M!02/}03 t()r 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 (lA(TC). 
lA-CUC; a new anesthesia regimen was USl.'ci on fClTct research 
involving protocol t'tt03/067 bcfore the approved the 
amendment requesting approval for the usc of a ne\v 

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

Attending veterinarian and adequate \'cte.'inary care. Failed 
to maintain an acceptable vek.'rinary practice regarding the use 
and storage of expired drugs. 

3 



DATE 

JUN06 

4DEC 06 

(:rrATIO:N 
9CFR 

2.36(b)(3) 

3.! (c)(2) 

328(c)( I }(iii) 

3· _.'(. }rr .. :u a \ .. ) 

3.81 

3.82{d) 

3.84(a) 

3.i31(a) 

1 (d)( I }(i) 

DESCRIPTION 

Annual Report. Failed to maintain a complete annual report 
by not including a summary oftbe exceptions involving the 
restriction oh.;ater of non-human primatt.."S in lACtIC 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 surtace of a transport cart in room C J 
dc..'IDed and sanitized. 

Primary enclosures, guinea pi.gs. Failed to provide adequate 
space tor guinea pig housing. Guinea pig enclosures were too 
small for the number of animals being hOu'<;~'(l within. 

Primary enclosures, rabbits. failed to provide adequate de-an. 
dry housing for rabbits. Rabbit t."I1closures were found to he dirty 
with tecal maten.d adhering to the floor of the cage. 

Environment enhancement to promote psychological 
well-being. Failed to provide enrichment to t\VO primates 
not providing daily fruit as described in their cnricluncnt pro.€:,Yfam. 

Feeding. Failed to keep food receptacles dean and sanitized. 

Cleaning, sanitization~ housekeeping, and pest control. 
to maintain clean and sanitized Hving environnumt by allowing 
fecal material to build up under the macaques enclosure. 
to maintain clean and sanitized living environment by uHowing 
fecal material to buildup 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 

of the ferret enclosures. 

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

Personnel Qualifications* Fail~'d to train their personnel in 
order to perfonn their duties: specifically in regard to death 

rabbit in the cagu washer. Failed to handle animals in their 
pos..;;essjon that did not cause stress, trauma, or death. Rabbit kiilcd 
in cage washt.'f. 

4 



DATE 

05JUN 07 

05 .JUN 07 

crrATION 
9CFR 

t (d)( 1 )(viii) 

2.3 I (d)(2) 

i(d)(5) 

231(e)(3) 

2.38(1)( 1) 

2.33(b)(2) 

2.33tb)(3) 

2J5(a) 

235(d)(4) 

DESCRIPTION 

Institutional Animal Care and Use Committee (IACUC). 
unapproved personnel performed surgical procedures but V/(lS not 
listed on the approved prorocoi Ml06/330. 

Institutional Animal Care and Use Committee (IAClJC). 
Failed to provide each member ofthe committee with the 
list of proposed activities to be revic\ved. 

institutional Animal Care and Use CommiUe~ (lACUC). 
Shall conduct continuing reviews of activities; dog 413 on 
protocol \<tf06/399 did not receive Simplicef as described in the 
approved protocol and rabbit 984 on protocol ml06/330 was not 
atiminist("'fed Cefazolin as described in the approved protocol. 

Institutional Animal Care and Use Committee (IAClJC). 
Failed to discover upon monitoring or review that 
Protocol M/06J394 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 ali their personnel 
were trained to perlbnn their duties and responsibilities, Fai1ed to 
handle animals as carefully as possible; three ~ott()n rats 
killed/died during routine cage changes. 

Attending veterinarian and adequate veterinary care. 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 \"eterinariun; 
naked mole rat with injuries from a tight not conveyed to attending 
vctt.'finarian. 

Recordkeeping requirements. Failure to maintain complete 
ft.'COrds. IACUC meeting minutes must include records of ,til 
acth'itics and deliberations. 

Reeordkeeping requirements. Failure to notify in '.vriting, 
principal investigators and the research facility of deci;,;ions to 
approve or withhold approval of activities, 

5 



DATE 

05 .fUN 07 

CITATI01'll 
9CFR 

),l! 

3.5J(aX5) 

DESCRIPTION 

Cleaning, sanitization, housekeeping, and pest contro). Faik:d 
to maintain premises clean and in good repair~ rack with mop and 
buckt.>ts dirty and discolored. Floor ill the area around drain has 
cracks in concrete and standing water. 

Primary enclosures. Failed to provide suitable nt..'St box with 
dean nesting materials in each primary enclosure: Docs 118, 119, 
117, and 120 enclosures did not contain :suitable nest. Flooring of 
one cage had openings that could potentiaUy cause injury to the 
animal housed within. 
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! Date ;;-e-"n-fo-, rce-m-at-t-.I\-ct~io-n·""'!:Jl~e-q-utSt {fJ. 8{!)1 

Enforcement Action Option Worksheet 

\ 'Nam~ of violator y~emilt t1nivetl~ 
I 

i!. a current Open Inv~tig,ation, Case I 
Attad>e<i ;"ro,muion i. subtDitted as ed~ iofOrmation lbr au open ""'" _ . _ .J 

NoAotion . ! 
I Violatton(s) are not $ft\lere enough to necessitate furt.her enfnrcement action at this time. \ 

c I ~, There is. evidence that the facility is making etedlble progress towards fun compHa.nce. ' 
I " .. J!:JOther _ ' ' I 
\l:rLOl on z;r Attempted Inspection -- i 
18 ~o on 'OP'" NCT's I 
I 0 r~gat~on to ~e infOrmation . 
10 0 In!nvest~gattOn ~ • SlJpulation \ . I ' 'WStlgation ,1,'lJr administrative prosecution by OGe 

I
, Q New Ucense AwlicatiOll Denial ! 
I U l<..-.I AppuClllion Denial I 

~,~ ~;1~t~::~5'<;(,}"; ';j ';.:i> if,!:': <;"/ri' \'~,;~ !'1 

Date 1 ' 

j 
4 

• February 2001 
O.scard aU previous versions 



II n lted States 
Department of 
I\gricutture 

Madumngand 
Regulatory 
P:rograms 

Animal and Plant 
Health Inspection 
Servh:es 

Animal Care 

926 Main Ca.mpus Drive 
Suite 200 
Raleigh. NC 27606 

Tel No. 919·855·1100 
Fax 1'10.919·855-1123 

Vanderbilt Universlty Mt.-dical Cent .. '1' 

D-3300 Medical Center North 
Nashville, TN 37232·2104 

Dear 

3.2007 

Your request for an extension of time to fully implement the corrections to 
Section 2.32 Personnel Qualifications is approved. The new date tor full 
implementation is March 30, 2008. 

We appreciate your attention to these matters and the progress you have made in 
personnel training and qualifications. If you have any questions or concerns, 
please do not hesitate to contact your inspector, Dr. Susanne Brunkhorst at (703) 
812--6935 or our office at (919) 855·7100. 

since7~:' (~ -t":--

Eli7~be~~~nty~r,~ 
Eastern Reglonal Dlre\,i~',~,-.J 
Animal Care 

Cc: 
R Kirsten 
S. Brunkhorst 
63-R-0005 

,\!limal CII'<! j" ~ part of Ihc HI' 

fzirtud 
Tire 

,\gricllhurc's: ;\!lima! and Plant Health Inspection S(:nicc 
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Vanderbilt Unlversi!y Medical Center 

March 2007 

Elizabeth J. Goldentyer. DVM~ Director, Eastern Region 
tJSDl\/APHIS/AC 
920 Main Campus Drive, Suite 200 
Raleigh, NC 27606-5210 

Dear Dr. Goldentyer, 

June 30, 2006, Dr. Suzanne Brunkhorst conducted an inspection of Vanderbilt 
lJniversity's (VU) animal care and use program (Certificate #63-R-0005). Among the 
items of non-compliance listed on the report wa.~ one under the heading "Section 2 .. 32 
Personnel Qualifications." While significant progress has been made in VU'g training 
program for personnel, additional improvements are planned and these will take time to 
implement funy. This letter requests an extension ofthc March 30, 2007 ·"corrcct by" 
date listed on report. 

In September 2006, the VU training program for personnel using animals was expanded 
to indude other on-line training modules offered by the Veterans Administration (VA) 
Office of Research and Administration. Tn addition to the module, "Working \\;th the 
lACUC (Non-VA Version)," persons listed on protocols are now required to complete 
the relevant on-line courses for the species/procedures use&pcrformed, Principal 
investigators must complete the relevant modules tor all species/procedures 
use4/perfonncd in laboratory. All personnel listed on active protocols completed 

new training requirements as part of an October 2006 mandatory resubmission of 
protocols involving USDA .regulated species. In addition. a post-approval compliance 
monitoring progJ"dffi was implemented last year, The program, which involves visits to 

to observe procedures, has gready enhanced our ability to ensure that 
training and qualifications of personnel are appropriate to the procedures perforrnc.(t 

the arrival of , '.vho joined VU on January 
1, 2007 as , VU is 
poised to continue making sign Hi cant progress in the area of personnel training and 
qualifications. OA \VA. together with Division of Animal Care (D/\C) veterinarians, 
'.viH develop several "hands on" training \vorkshops which wii! made available to 
research faculty and stafl'in the coming months. This cfii)rt will coincide with ongoing 
contract negotiations between the DAC and Charles River Laboratories, Inc. to deveiop 
'''rlnf',n standard operating procedures and a tormal training program for DAC personneL 
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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 tor an extension 
beyond the current deadline of March 30, 2007. 

Thank you for your consideration of this request The faculty and staff (DAC, 
lACUC/OA W A, and research) are working hard to implement improvements in our 
animal care and use program, and wilt 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 commitment to addressing the issues identified 
by USDA-Animal Care, please contact me or 

 Vanderbilt University 

ce.  
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USDA 
iiiIIII 
Lllitt"tl Statc5 
Department of 
,'\griculture 

:\Iukl;cing and 
Regulatory 
Pr\)~nut1\l 

,\ninlllllllld Phun 
H.:alth Inspection 
St'rV'k"Ji 

Animal Care 

920:\1l1in Campu~ Dlive 
Suite lOG 
Raleigh, NC 27006 

Tel:">if). 919-855·7100 
Fall: No. 919-855-1123 

2007 

Michael A. Budkie 

108! Rt 28 PMB 180 
:'viiHord, OH 45 t 50 

Dear Mr. Budkie: 

you t()f your letter dated 07-Jul-07 concerning Vanderbilt Cnivcrsity 
located Nashville, IN. Your concern has been given numbt.'f 12. 
Pleas.: refer to this number when inquiring about concern. 

Your concerns have been documented, and we are aware of the inspection 
tlndings. Please be assured that we have evaluated the situation and will 

taking enforcement action if necessary. 

Thank you tor your concern fur the welfare of animals. 

), I t 

"~/ \"" 
\ 

Eli:r:abdh 
Regional Director 
Eastern Region, Animal Care 

, "r 



Itol Animal Exuloltation NOW! 
1081·8 Sl. Rt. 28 PM. 280 
MI/IftmI, Dhlo 4$1110 
....... ~<!QI 61347tJ..11!1'1T 

Dr. Elizabeth tJoldentyer 
USDNAPHIS/AC 
920 Main Campus Drive 
Suite 2000 
Raleigh~ NC 27606 

Dr. Oofdentyer. 

7/3/07 

1 am contacting you regarding a matter of the utmost urgency and importance. I am in possession of a 
series of three USDAIAPHIS/AC inspection reports for Vanderbilt University for the period SI3/0S - 6/26/06. 
In these reports the number ofviolatioll$listed has increased steadily from 13 in May annos to 20 in June of 
2006. These infractions are very serious in nalW'e, and are of a reeurring regularly. The inspection report for 
December of 200$ lists 4 repeat nOD-compliances and the June of 2006 inspection turned up 7 repeat 
infractions. 

Ii is quite apparenl that the officials supervising the care of animals at Vanderbilt University haw no 
regard whatsoever for either the well-being of animals within their fa.cUity, or for the reguJatory authority of the 
USDA/APHIS/AC. 

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

The multiple violations by Vanderbilt's Institutional Animal Care &. Use Comm.iUee, the use of 
unqualified personnel.. violations of standards for veterinary care. reporting, housinwencfosures, environmental 
enhancement for primates tlnd even in such basic areas as feeding and sanitation make it obvious that the 
supervisory staff of this 1 ab have nothing but contempt for federal laws. 

It is clear that nothing short of serious action on the part afyour agency will bring this facility into 
compliance with federal regulations for animal researcb and care. Therefore, 1 hereby request that you 
immediately initiate proceedings against this criminal laboratory and that the largest fine allowable under 
current law is levied as soon as is legally possible. 

I would also request that you provide me with a written determination of this proce$$ when it is 
completed. 

Michael A. Budkie. A.H.T., 
Executive Director, SAEN 



tJ flited States 
Dl:partmtmt Qf 
Agrkl.dmre 

Marketing and 
Regulatory 
P~ms 

Animal and Plant 
Health Inspection 
Services 

Animal Care 

'120 Main Campus Drive 
Suite 100 
Raleigh, NC l76O(i 

Tel No, 919-855-7100 
Flllt No. 91.9-855-7123 

tJS[ 
~ 

Vanderbilt University ML>diCal Center 
D-33oo Medical Center North 
Nashville. TN 37232-2104 

Dear  

April 3, 2007 

Thank you for your letter of August 13. 2007 concerning an animal welfare 

concern at Vanderbilt Unhersity. This will be helpful to USDA, APHIS, 

Animal Care. Please convey our thanks to the Animal Care sta.ft: 

If you have any questions or concerns, pJease do not hesitate to contact your 

inspector, Dr. Susanne Brunkhorst at (703) 812-6935 or our office at (919) 855· 

7100. 

Sincerely, 

~Svr\ ~:: \::; 
Elizabeth .. ldentyer. 
Eastern Regional Director 
Animal Care 

Kirsten 
S. Brunkhorst 
63-R-0005 

Cm.: is i! pan oftl!c Dep:mmcrrr of 
Agricultun:', ·\nimal arro Pialll. I !.::althln:>pcctilm Scnkc 

nirnal 
fire 
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