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ANIMAL WELFARE COMPLAINT 

Complaint No. 
AC19-481 
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FRANK/GARLAND 
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Date Entered: 
10-Jul-19 

Facili 

UNIVERSITY OF CALIFORNIA-DAVIS 
Address: 
ONE SHIELDS AVE 
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Email 
Details of Complaint: 
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Processed By: 
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CA 
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9192 

License No.: 
93-R-0433 
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Com lainant Information 
Organization: 

State: Phone No.: 

Animal Care inspectors conduct unannounced inspections for all USDA registered and licensed 
facilities. Our authority is to ensure that they meet the standar ds required by Federal regulations. We 
also perform inspections in response to valid concerns and complaints received from the public to 
ensure the well-being of the animals and compliance with Federal law. The spec ific issues in this com­
plaint was addressed during a previous inspect ion. 
When non-compliant items are found, these non-compliances are cited on the inspection report under 
the most accurate regulation based on the circumstances of the issue. Multiple non-compliances for 
the same issue are only cited when appropriate. With the exception of focused inspections, our 
inspectors evaluate the facility for compliance with all applicable regulations. Although all regulatory 
requirements are assessed , only noncompliant items are listed on the inspection report. 
We will continue to inspect this facility to make sure that past non-compliances are corrected and 
that AW A-regulated animals are protected to the fullest extent of Federal law. 

Application Kit Provided: 
Yes: D No: IZ! 
Inspector: Date: 

Reviewed By: KATHLEEN GARLAND Digitally signed by KATHLEEN GARLAND Date: 
Date: 2019.07.10 13:00:05 -07'00 ' 07-July-2019 
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Animal and Plant 
Health Inspection 
Service 

Animal Care 
4700 River Road 
Riverdale, MD 20737 

USDA - United States Department of Agriculture 

July 10, 2019 

Dear Complainant, 

Thank you for your correspondence dated 8-Jul- 19. We are reviewing your concerns and assigned 
tracking number AC19-481. Please allow us enough time (30 to 60 days) to thoroughly look into 
your concerns . You may submit a request to the Animal and Plant Health Inspection Service 
(APIIlS) Freedom oflnformation Act (FOIA) office to obtain any publically available information 
regarding our review. 

FOIA Requests can be submitted three ways: 

1. Web Request Form: https://efoia-pal.usda.gov /App/Home.aspx 
2. Fax: 301-734-5941 
3. US Mail : 

USDA- APHIS- FOIA 
4700 River Road, Unit 50 
Riverdale, MD 2073 7 

Should you have any questions regarding the APHIS FOIA process or need assistance using the 
Web Request Form please contact the APIDS FOIA office at 301-851-4102. 

Animal Care is a program within the U.S. Department of Agriculture (USDA) that directs activities 
to ensure compliance with and enforcement of the Animal Welfare Act and the Horse Protection 
Act. Animal Care establishes standards of humane treatment for regulated animals and monitors 
and achieves compliance through inspections, enforcement, education, and cooperative efforts 
under the Acts . 

Please be assured that we will look into your concern(s) and take appropriate action(s). 

Thank you for your interest into the humane treatment of these anima ls. 

Sincerely, 

l~Go~ 
Betty Goldentyer 
Associate Deputy Administrator 
Animal Care 

An Equal Opportunity Provider and Employer 
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Anima l and Plant 

Healt h lnspe<:tion 

Serv ice 

Anima l Care 

4700 River Road 

Riverda le, M D 

20737 

USDA - United States Department of A!:!riculture 

September 26, 2019 

Dear Complainant: 

Thank you for your corresopondence dated 20-Sep-l 9. We are reviewing your concerns and 
assigned tracking number AC19-481. Please allow us enough time (30 to 60 days) to 
thoroughly look into your concerns. You may submit a request to the Animal and Plant 
Health Inspection Se1vice (APHIS) Freedom of Information Act (FOIA) office to obtain 
any publically available info1mation regarding our review. 

FOIA requests can be submitted three ways: 

1. Web Request Form: https://efoia-pal.usda.gov/App/Home.aspx 
2. Fax: (301) 734-5941 
3. U.S. Mail: 

USDA-APHIS-FOIA 
4700 River Road, Unit 50 
Riverdale, MD 20737 

Should you have any questions regarding the APHIS FOIA process or need assistance 
using the Web Request Fo1m please contact the APHIS FOIA office at 301-851-4102 . 

Animal Care is a program within the U.S. Department of Agiiculture (USDA) that 
directs activities to ensure compliance with and enforcement of the Animal Welfare Act 
and the Horse Protection Act.. Animal Care establishes standards of humane treatment 
for regulated animals and monitors and achieves compliance through inspections, 
enforcement, education, and cooperative effo1ts under the Acts. 

Please be assured that we will look into your concern(s) and take approp1iate action(s). 

Thank you for your interest into the humane treatment of these animals. 

Sincerely, 

!~Go~ 
Betty Goldentyer 
Associate Deputy Administrator 
Animal Care 

An Equal Opportun ity Provide r and Employer 
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Ennis, Sari - APHIS 

From: 
Sent: 
To: 
Cc: 
Subject: 

Dr. Robert Gibbens 
7/8/19 

Director , Western Region 
USDA/ APHIS/ AC 
2150 Center Ave. 
Building B, Mailstop 3Wl 1 
Fort Collins, CO 80526-8117 

Dr. Gibbens, 

Monday, July 8, 2019 4:14 PM 
Gibbens, Robert - APHIS 
AC West 
Official Complaint UC Davis 

I am contacting you today to file an Official Complaint against the University of California, Davis (93-
R-0433) for the illnesses of 54 Titi monkeys , including the deaths of 3 of those animals. 

This situation was caused by use of a new version of a vaccine, which had previously not been used in 
Titi monkeys. It is very clear that the monkeys became symptomatic as a result of this vaccine, resulting in very 
serious illnesses. The use of this vaccine which was had not previously been used in Titi monkeys (the 
manufacturer disclosed that the vaccine is now grown on a different cell type than previous vaccines) should 
have been initially tried in a smaller group of primates instead of a cohort of 64. Over 80% of the monkeys 
developed clinical signs, again leading to 3 deaths. This incident was a clear violation of either Sec. 2.38 Misc. 
(f)(l) Animal Handlin g or Sec. 2.33 Attending Veterinarian and Adequate Veterinary Care. (see attached 
document) 

Obviously, the fact that this vaccine had been used in macaque monk eys is irrelevant. These are two 
very dissimilar species of primates. 

As you know, seven infant primates died during 2018 , following tattoo ing . This incident was also a 
clear violation of either Sec. 2.38 Misc. (f)(l) Animal Handling or Sec. 2.33 Attending Veterinarian and 
Adequate Veterinary Care. (see attached document) 

As you also know , the University of California, Davis , recently paid a $5000 fine for the death of a 
rabbit, which was cited in an inspection from July of 2016. 

1 
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As you know , this facility has racked up six more citations in the period since July of 2016, including 
three critical citations. Collectively, these citations have accounted for the deaths of a guinea pig and a rabbit , 
and injurie s to two primate s (i.e. for details see our September 2018 Official Complaint posted at: 
https://saenonline.org/news-media-news-2018/University-of-California-Davis-Official-Complaint-8-4-18.pdf . 

Now it has come to light that seven infant macaque monkeys have died, three Titi monkeys have died, 
and over 50 more Titi monkeys were made seriously ill. It is long past time for the University of California , 
Davis , to be severely penalized by the USDA. Otherwise , your office should give up the pretense of enforcing 
the Animal Welfare Act, because if UC Davis is not severely punished for this many deaths and illnesses, then 
this law is meaningless. 

I must insist that your office immediately open a full investigation of these incidents, and the previous 
deaths/injuries , and at the completion of your probe, levy the maximum fine allowable under the Animal 
Welfare Act of $10,000 per infraction/per animal. This should result in a penalty of over $600,000. 

It is eminently clear that the University of California, Davis believes that it is above the law, and 
routinely flaunts the authority of the USDA. It is time for your office to take meaningful action against this 
lawbreaking lab to show the administration that any further animal deaths will simply not be tolerated. 

Many major violations of the Animal Welfare Act have piled up at UC Davis , and these failures to 
comply with the federal law are often connected either to deaths or serious injuries. Because multiple animals 
have died as a result of University of California, Davis's long history of flagrant violations of the Animal 
Welfare Act, I must again insist that you take the most severe action allowable under the Animal Welfare Act 
and begin the process of issuing the maximum allowable fine of $10,000 per infraction against University of 
California, Davis, at the completion of a new investigation. 

I look forward to hearing from you in the near future about the fate of this facility. 

Sincerely, 

Attachments: 2 UC Davis Reports 
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t ·~l\ ' I RSffY OF ,-\I ffORNrA , 1)-\\'1 

AXfl WOLFF, M.S.1 D.V.M. 
Dep uty Director 

Office ofl.ibor.t tory Animal Welfare 
Nat ional lns:ti\Ute~ of Health 
RKll, Sufte 360, MSC 7982 
6 705 Rockledge D1 I -e 
8ethe$da , MD .l0892-7982 

RE: lnstl.ution al Repo!1- D1&-00S21 # (A,3433·0-11 

USlJWE.UCH?.UXDRI\.'E 
DAI/Jfi. CALl[OR.'«A. "611 

~ ~IO l~ m.l 
~ IXl),\V!S EDU 

Aµril 1, 1019 

Follow-up to adverse effer.t report for 2018 TltJ clln lcal cases of vaccine lndueed disease 
CNPRC b.ase grant numbitr PS1OO011107 

Dear Dr. Wolf: 

In accordan,e with Assurance 016-00521 It (A3d33-0 1) and PHS Policy IV,f,3 .• UC Davis I~ providing a 
corrtpreht'o~ive surnrnary report o f the 20 18 vocdn e roduce d 1foease th at oct.\Jrred in our Titi monk ey 
i:olony. Thi1 situation w,u pr~louslv reported in 5eplemb1?1 2018 and d1st.uued with you over the 
phon...-on mul trple oc.c~Ions with ou I 1is inti dehl was ~f'ff-reported 
l o USDA. 

lo Augu~t 2018 t h!' CNPRC vac.c,nared 64 Tiri monli;eys wi rh D.25 ml ol rhr Vanguard OM (c,111ine 
distemper/measles) vacone Between 9- 15 days post vaccma t1on animals pr~eo ted for 
lameness/polyarthritis, papular r.:tsh and conjunc t ivitis. All affected ,mimals (54) had demlatit1s and 
of those, appro,omately 20 arnmals sho~;ed s,gns of lameness or reluc tan ce to move . We collected 
skin b10psies that showed lesions consis tent with viral mfecnon wen as morbilliviru.s 
(po tentfaUv measles or canine distemper) Three non-vaccinated ammaJs presented with a mild rash 

that wa~ consist-enc with the papolar lesions seeo on the mrected animals We ~u~ected there was 
limited tr1msml~<-lon of lhe vaccine virus. 

A subtet of on Ima~ became sisnifi~ntJy compromised and ihe fam;ly groups ~~ete housed r11 quads 
to en~r~ easy access to food and W,lter ihe laboratory -staff suspended all research activities during 
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A11.el Wolff, M.S., 0.\1.M 
April l , 2019 
Page 2 

the illness. The lab -s-taffhand fed compromised anrmaJs multiple times ~er day to help support them . 
C"l1n1eal laboratory iJbl"IOrtnahl 1es mtluded pn, fOtJnd ly elevated GGT 11000-3000) 1n a few an,mai i, 
M1em1a tn 2 arumals , aod sever~ly elevatPd bll!rub,n in one antrAAI Ultimi'ITPly a -animals wete 
euthantze-d due to d1n,cal compromise related to tt,e 1nfectlon Subse-q1Jent h•stopatholoa_y found the 
most si,co1ftc.ant damase to epithelium afthe bile duru l!Od fJ31'ltrus for 2 ¢f the cMes One of lhe 
euthanl:zed anirruils h!id dln l~l evldenc-e of abnorm• I do tt ln11 anti had dev~lo~ a secondary 
bacterial pneumonia. All 3 ca_se.s. l'tad chanaes in the sk•n. kidneys. and 11,1t. 

The hi:.topalholo,v rei.ult.:. fer-lhe b1op:s1e$ and the fi,-:st ne,ropsy were n.JM1ed to iHU ,n the 
management of the olher affected arrrmol~ All animal s ~howmg :r.11:10::; or discomfo1 I were p1ovrded 
analge,;lcs at c.llnlcal dl.liaelion (mel01<lt arn, buprenorphine , and or Simbadol) . Anima l!; appear ing 
dehydrated were gJven11uppordve fluid the rapy as needed. Onc e we learned of the 
patholoelst'uu_!pic Jon of a secondarv bacter ial pn !!um0i,1a, me clln1cally cqm promTsed animals LtJ-ere 
aJ$o ttta'led with a cour·se of antlb ,ot lcs, 

This lot of measles \farnne had been used without issue tn rhesu~ macaque infants concurre nt I~ 

HMo ric.aUy we ha11e usi:d the svme 11.icdne in Tih monkey:., but it Is cummtly produ ced bV <1 d 1rlerent 
manufacturer lnvP.SUgallve co,wersat1ons with lhi! rmmuf dvrer reve<¾lrul t kat the vao::uie viruses 
are not grown on 1he same cell type and we suspect chis may have contnbute d l O genetic change$ -
ma lung th e vaccine no longer $afe for use en Tltls, 

We have saved a ,am ple of the vacc ine from one ofthe tots us.ed 1n theseT1tts and ue Interested In 
us;ing PCR and sequencing h> confirm If this; disease was cause d by the mtenua t ed m~as l~ or 
d tstemper111rus. We are also ~lannmg to se-r0Jog_1cally evaluate the Titls over t1meto confirm if any 
nori-vacc:rrn1ted ammah 'iercx:onverle d. 

If you ha~ s, ple1ne do not hesJtat e t o contact our 

byemai l i~ . 

Since rely, 

/ pk 

c: lACUC 
AAALAC 
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UNIVE.RSl l Y OP CA.l.l.t'ORN.IA, l>AVIS 

AXEL WOLFF, M.S., o.v.M. 
Deputy Director 
Office of Laboratory Animal Welfare 
N.lt looal Institu tes of Health 
R.Kll, Suite 360. MSC 7982 
670S Rockledge Drive 
Bethesda , MD 20892-7982 

RE; lnS1irutlona l Report- 01~Sl1 II (A3433-01) 

l~ -~Pol!IIJ.UP,ITT 
IIAW, c:..\l.11QI.Wl~ l\S6ll 

TU.1-"J'llllNI. s•)s.-ri.. 
IUaa>JlelUUJJ\"fl5.EDl.l 

Follow~pto ad'l'!m fftect report for 2018 Nyan1oJ-O dye marking 
CNPRC Base Grant numb er P!i10D011107 

Dear or. Wolr: 

In a«otdance with Assurance 016-00521 # (A3433-01J :md PHS Polley IV.F.3., uc Davis is providing a 
comprehensive summary report of the 2018 Infant maca~ue death5, fellowing routine Nyanzol-D dye 
marking, as well as the results of Infant d•(e marking practice changes currently in place, Thill ddver~ 
effect rrom the dye marking was revlouslv re orted in Z01B and discussed With vou c,ver the phone 
on mtiltlple occasions w ith our his incident was self-reported to 
USDA. Below please find the comprehenslve summary and practice changes \tlat have bf?en 
successfully implemented . 

Backuoun~ 
The CNrRC ha:; been using Nyanz.ol O for dye marking animals since 2012. D1.1rlng this t ime the 
routine health ~urveillance round-op s were changed from three times a year to twice a year mirroring 
standard practice among the other Nat-fonal Primate Centers. Through tl1is process it was determined 
that the current product used for dye mancing at that time, Miss Clairol, wa!> not prcwidfng enough 
CO'-lerage between the semi-annual roW1d-upS, An altematlve dye martdng product was 50ugtlt out. 
The Primate Center at Cayo Sallliago in Puerto Rico was using Nyan20J.f> lor dye marlclnc with 
succe:uful coverage over multiple month-S. The CNPRC recipe was derived from the recipe used at 

5 
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20-03433_000058

~I Wolfr, M.5., D.V.M 
March 28, 2019 
Pae 2 

C o Sa ntl _go. n _ s of Kya rizol-D ,l:le~an b year o pro,clma Iv 24,000 rilmals llave lbeen 
dvc ma1 ll 5in , th i5 product. 

IP'atllolOlfY Res.1:IIU, 
A tot11 ofseveri infan,, were 5ubr;ilitted ton crQf)5 for s .d . en dc..r, or respiratory dJstr s:s it Jin 
14 hours ofrou• duµ , n :qimlTiation, all ' , d so-m mo1:1nt of dye, on 1tirl fur s _n, a111d/or 11ro1rd 
odrisTd~ the nose .nd MQI.I . 4 monkey.sh d ti roator 'lery1!11gl!EII @de-ma, 3, ad 9yper-1 rl d 11!1,n,gs, 
.2 'h d a ml~re of llypo· lnfla _on/i lation nd h avy/wet 111 - , and ad diffu~ely h avy wet lu gs. 
All an mab; had1 ormal GIii c;ontcmts. Preliminary hli'tOIQig"y claita on t e · rst: 3 anlm"h; 5 owed 1,i.nlma 
had am aoutJe bronchopn umonra,, unr, lated to round "proced 1ures. Tc a r,ve a lie 1rii 

,cl a(!J'loses, an cases w r,e eva1l~ated by all or 1.1h pa .hol 1 n d findLngs s mmariu: d. 

S1.11mm ry of Pad,olecv res Its 
All p.atholo l:sts :SI.I. 5eq entf reviewed the ro findings ,nd •fstology, which are rnma ed In · he 
ta i:lfe b 'l'o~ • 

Anaphyl'.81ds wa5' oon I 1_sively dila8nosed via 
1o1,ui;mty lu rig patho logy •. Or.e animal s bml 
lf,ac ,ea/la,rynx or eJif:amina on. One ni1m 
an: phvf a)lis, b it rattier a saieire bactet fail 

1Red:, wf!t 111~. Hi!' • 
O't'<!i" i;er·ebellum, · -i n 

F ~t(lm a.en, res!: of Gin' nl!lf'm;;il. 
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A.le.el Wolff, M.s .• D.V .'M 
ar,ch 28. 20 

IPa,g ·1 

R view of ,prorolfw!e:s 
Tn:f!re war; - no , e w 1m,cedures lntr,oducea Into anv c, t S1e round.: p, . -e, - roe~ ere n e 
sa m,e anii! ,he dy la b, Ing ' ct had ee hi use far several mn't · , Tiie inf n w re not 

n sth -Uzed, did ot re,ceive a fly vacd • ttons, had · phy 1 I ,ex;i·m1 e:v -ointm!!'nt was a p,:>lie to h 1 p 
p 11entd1,efrom get, lng ln the eye-i, !iid i lood $8~ .1i,leeo'llt;~e received tat o, anti then 
received ,!Ii clye ark. Posl-rou d· ·p ilnimal te,i;lmid~ns Q~J"l/ed all aoima Ull'ltlr rully r-@CO\l!!red 

rum s: cbtlon a p:ii!rlonnl!d ad'cl ltlo al ch s through Ire ~,fte.rnoan, 

,:e Nyaruol•O· dyie malt b 1,1sed al: the Oreg.a F'tima IPrirnaHe Center, anc!l, at cayo 
nUag,o in Puerto Rroo, recipe th ailPRC u e lls for .a.m1 water, l'» ·hVdr-oa.ern pero~ d 

a measured amount o dye powder, - _ey dy,e powde,r I measured oul. n advance once a· new 
shlpm nt arrives. The 1rrreasure-i;l mo1.1111ts a ,plac d n Zlpl0c , _gs and placed inside a empty 
mntainer at pre111oustv c,mtalri cl th •dy pa d -r. 

· lstorlC'ally Ule CNP' Cha 0111v appli a mall dy mark o ~ I fants back aisa l -dlcator tha 
h ~ u , , el'80n~ a round-up. In rel:le t ~ar:'i , I :vestlga ors -ave been sing 1nortn colon!{ animal§ !. 

1rt of heir re!i rdi studies. It is 'lolel)' 1:-om on fo yo1.m11 lnft111ts to 1.renrur, ;iway from thei 
, ot er~ ind "p _ v" nd i v :.tiigators I!! u l d ·In l"Vi ual dy,e ma11ks o ·d'le fants I ardier to, 
d'~rem11n i d v dual animals whl!,n p tfMming oh§Erva:t ohs. .. lilills proces5, om· tty m.irldn11 inf: n:t:s at 
ro nd-up tlai:I been co "I Ofl for se11eral years or more. 
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Axel Wolff, M.S., 0.1/.M 
March 28, 2019 
Page4 

After these fncidents the dye mar1<s of the dams were !lsted out and one commonality was that most 
or the dams have arm dye marks which put the wet dye In dose proximity to the dam's nipples. 

Concluslons 
The lnltla ! findings suggested that the Infants had exposure to dye thal was present oo their dam. 
Although there hadn't been anv official change in procedures, the general consensus was that 
prematurely placlng a young Infant on an anesthetJ;ted dam with a fresh dye mark could incn~ase the 
opportunity for the Infant to get dye on Its face, nose and mouth. Sob>equent find ing supported this 

condu sion. 

Plans Movlnc Forward 
Moving forward the foUowiogguidelines to Nl{anzol •D dye marldng at the CNPRCwcre agrMd upon: 

• Infants 6 months and younger wi ll not be dye ma riced. If there Is a specla1 request for dye 
marking Infants< 6 months of age Miss Clalrot will be ustid. 

• Infants wl ll be plated on a warming pad when tempera lures ar·e cool during round-up, or 
under the radiant heaters near uie staff work ing the round-up table. All other anlmals wm be 
placed a d~tarice away from the t:tib!e for recov ery. ihe plan is that the darns ~viii not look for 
their tnfants until they are mostly recovered and the Infants who are not anesthetized will not 
be able to wander Into other animals and hopefully mlnlml-ze t~ risk of dye transfer onto the 
Infants. 

• All anrmals wlll have excess dye wiped off after application. 

Semi-annual round-ops rollowing the implementation of the steps noted above hc1ve since proceeded 
smoothly without Issues Involving infants arid dye marking. These steps were incorporated into our 
standard practice, 

If you have~ ons, please do not hesitate to cont;,ct our IACUC Director at 
by email a~ . 

Sincerely, 

/pk 

c: IACUC 
/JMLAC 
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From: 
To: 
Cc: 
Subject : 
Date : 

Att achm ents : 

-Goldentyer. Betty J - APHIS 

aceast@aphjs.usda.gov; Benson. Amy Y - APHIS 
Re: Official Request for UC-Davis Fine (Primate Deaths) 
Friday, September 20, 2019 5 :14 :14 PM 

UC Davis 061319 .pdf 

Hi- never received an acknowledgement to this letter (although we did for another 
recently on a different topic). May we receive a response? Thank you, _ , • I I • 

On Thu, Jun 13, 2019 at 9:00 AM 
Dear Dr. Goldentyer, please see attac e etter ram 
UC-Davis for 7 accidental infant primate deaths. Tha 
and for all that you do to help prevent animal cmelty. 

Kind regards, 

20-03433 _00006 1 

wrote: 
requesting a $70,00 fine to 

or your attention this matter, 
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June 13, 2019 

Dr. Elizabeth Goldentyer 
Regional Director, Eastern Region USDA/APHIS/Animal Care (AC) 
920 Main Campus Drive, Suite 200 
Raleigh, NC 27606-5210 

Dear Dr. Goldentyer, 

We are writing to file an Official Complaint against the University of California - Davis 
(93-R-0433) for severe and recent violations of the Animal Welfare Act which resulted in the 
painful and unnecessary poisoning deaths of 7 infant non-human primates in 2018. 

As evidenced below in documents we obtained via the Freedom of Information Act these 
painful infant deaths were a result of staff negligence and failure to follow protocol. As you 
may know, this is at least the second time UC-Davis has done this; In 2005, UC-Davis was 
fined $4,815 for killing 7 primates.1 

Infant Deaths 
As documented in a recently revealed April 17, 2019 letter from Axel Wolff, Deputy Director, 
Office of Laboratory Animal Welfare to Dr. Prasat Mohapatra, Vice Chancellor for Research at 
the University of California-Davis, OLAW stated: 

" ... OLAW understands that seven infant macaques died suddenly after they and their moth ers had been 
marked with dye for identification . ... The infants had face, nose, and mouth exposur e to the dye which was 
present on the mother. 

In an Institutional Report - D16-00521 # (A3433-01) dated April 1, 2019, UC-Davis detailed 
these deaths: 

"seven infants came in to the hospital for emergency care ..... Both infants presenting to the hospital had 
generalized weakness and respiratory distress. Dye was noted on the lips and tongues of two infants . ... 
Both infants had severe edema and swelling of the larynx and tongue, making intubation difficult. .. The other 
infants were either found dead or euthanized upon arrival at the hospital. 

"A total of seven infants were submitted to necrop sy ... On examination, all 7 had some amount of dye on the 
fur, skin, and/or around or inside the nose and mouth . 4 monkeys had throat or laryng eal edema, 3 had 
hyper-inflated lungs, 2 had a mixture of hyperinflation/inflation and heavy/wet lungs, and 1 had diffusely 
heavy wet lungs . ... 1 animal had an acute bronchopn eumonia, unrelated to round up proc edures. 

for 70 000 Fine 
ereby files an Official Complaint against the University of California - Davis 

(93-R-0433) for multiple serious violations of the Animal Welfare Act. We respectfully request 
your office conduct an immediate investigation into these abuses. Given that these abuses 
are not contested and UC-Davis has admitted these failures in signed documents, we request 
UC-Davis be fined a total of $70,000, which reflects the maximum penalty of $10,000 per 
infraction, per animal. 

1 APHIS Case Number: CA05004 -AC, Nov. 24 , 2005. 
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Thank you for your consideration of this request, and we look forward to hearing from you. 

Sincerely, 

Attachment: OLAW Report 
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t:J-D<PARTMENT Of lltALTll& HUMAN SEll\ ' ICES 

to6 us eouf\L .sea.vice PeuYeR.X: 
Office or uruntol}' Animlll Welfllro 
67008 Rocldcdt~ Dmc , .suite 2SOO, MSC 6910 
Bcthc.~da, Maryland 20892-6910 
H110ill fag~, http:/ /grants.mh.gov/grants/o law/olaw,hllll 

April 17, 2019 

University of California, Davis 
l 850 Re~earch Pil.fk Drivi: 
Davis, California 95618 

Dear 

l'UDLIC HEAL TH SERVlCE 
NATIONAL INSTITUTF.S OF HEALTH 

fOR t;XPRE55 MAU,: 
Office orl.abonllory Animal Welfare 
67008 Roc:ldcdgc Dnvc, Suite 2500 

Bethesda. Mllylll(ld 20817 
~ (301) 496-7163 
~ (301) 402-7065 

Re: Animal Welfare Assurance 
A3433-0l [OLA W Case 21] 

The Office of Laboratory Animal Welfare (OLA W) acknowledges receipt of your April 1,2019 letter 
reporting an adverse event involving nonhuman primates at the University of California- Davis, following 
up on an initial telephone report on April 24. 2018. According to the information provided, OLA W 
understands that seven infant macaques died suddenly after they and their mothers had been marked with 
dye for identification. A switch in dye product had been made because the original formulation faded 
between semiannual animal round ups. Previous marking of animals with the new product at several 
facilities had not caused any problems. The infants had face, nose, and mouth exposure to the dye which 
was present on the mother. 

The immediate action taken L1pon discovery of the compromised infants consisted of providing emergency 
veterinary care. The treatments were unsuccessful and the animals were euthanized while others had been 
found dead. Necropsies were conducted and the findings pointed to anaphylaxis as the cause of death in 
live cases and sepsis in two. To prevent a recurrence, infants aged six months or younger will not be 
marked with dye, any infants that must be marked will be given the original formulation, heat sources will 
be used whe n processing animnJs in cool weather, anesthctiz-cd mothers and babies will be kept apart until 
recovered to minimize dye transfer, and excess dye will be wiped off. Standard operating procedures have 
been revised to reflect these changes and no further incidents have occurred. 

Based on its assessment of this explanation, OLA W understands that measures have been implemented to 
correct and prevent recurrence of this problem. OLA W concurs with the actions taken by the institution to 
comply with the PHS Policy on Humane Care and Use of Laboratory Animals. 

Sincerely, 

Axel WolIT, M.S., D.V.M. 
Deputy Director 

(\))(IS) 

Office of Laboratory Animal Welfare 

cc: TACUC Chair 
Robert Gibbens, D.V.M., USDA-APrnS-AC 
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OFFICE OF RESEARCH 

AXEL WOLFF, M.S., D.V.M. 
Deputy Director 
Office of Laboratory Animal Welfare 
National Institutes of Health 
RKLl, suite 360, MSC 7982 
6705 Rockledge Drive 
Bethesda, MD 20892-7982 

RE: Institutional Report - 016-00521 # (A3433-0l) 

USO RESEARCH PARK ORJVE 
DAVIS , CALIFORNIA 956 18 

-reLU HONe : '30 .7'4 .77(1.4 
R£SEARCH.UCDAVIS.EDU 

April 1, 2019 

Follow-up to adverse effect report for 2018 Nyanzol-0 dye marking 
CNPRC Base Grant number PS1OD011107 

Dear Dr. Wolf: 

In accordance with Assurance D16-00521 # (A3433-01) and PHS Policy IV.F.3., UC Davis is providing a 
comprehensive summary report of the 2018 infant macaque deaths following routine Nyanzol-0 dye 
marking, as well as the results of Infant dye marking practice changes currently In place. This adverse 
effect from the dye marking w d discussed with you over the phone 
on multiple occasions with our This incident was self-reported to 
USDA. Below please find the comprehensive summary and pract ice changes that have been 
successfully implemented. 

Background 
The CNP RC has been using Nyanzol-D for dye marking animals since 2012. During this time the 
rou t ine health surveillance round-ups were changed from three times a year to twice a year mirroring 
standard practice among the other National Primate Centers. Through this process it was determined 
that th e current product used for dye marking at that time, M iss Clairol, was not providing enough 
coverage between the semi-annual round-ups. An alternat ive dye marking product was sought out. 
The Primate Center at Cayo Santiago in Puerto Rico was using Nyanzol-D for dye marking with 
successful coverage over multiple months. The CNP RC recipe was derived from the recipe used at 
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Cayo Santiago. Since use of Nyanzol-D began six years ago approximately 24,000 animals have been 
dye marked using this product. 

Incidents 
In March and April 2018 seven infants came in to the hospital for emergency care following 
completion of routine round up. The veterinary staff provided clinical assessment of two of the 
infants that were brought to the hospital for emergency care. Both infants presenting to the hospital 
had generalized weakness and respiratory distress. Dye was noted on the lips and tongues of two 
infants. Endotracheal intubati on was attempted . Both infants had severe edema and swelling of the 
larynx and tongue, making intubation difficult . Emergency drugs were administered, wh ich had 
minimal effect on the laryngeal swelling . Despite treatment attempts, clinical conditions of the 
infants did not improve, and humane euthanasia was elected . The other infants were either found 
dead or euthanized upon arrival at the hospital. 

Pathology Results 
A total of seven infants were submitted to necropsy for sudden death or respiratory distress with in 
24 hours of round up. On examination ., all 7 had some amount of dye on the fur, skin, and/or around 
or inside the nose and mouth. 4 monkeys had throat or laryngeal edema, 3 had hyper-inf lated lungs, 
2 had a mixture of hyperinflation/inflat ion and heavy/wet lungs, and 1 had diffusely heavy wet lungs. 
All animals had normal GI contents. Prelimi nary histology data on the first 3 animals showed 1 animal 
had an acute bronchopneumonia , unrelated to round up procedu res. To arrive-at definit ive 
diagnoses, all cases were evaluated by all of the pathologists and find ings summarized . 

Summary of Pathology results 
All patho logists subsequently reviewed the gross findings and histology, which are summarized in the 
table below. 

Anaphylaxis was conclusively diagnosed via histologic evidence of laryngeal/tracheal edema with 
variably lung pathology . One anima l submitted on 3/21 is equivocal due to unavailab il ity of the 
trachea/larynx for examination . One animal submitted on 4/4 is definitively NOT consistent with 
anaphylaxis, but rather a severe bacterial pneumonia . 

Date Location Age Sex Gross Dye Histo Anaphy laxis? 

Larynx/ trachea not available . 

Red, wet lu ngs. Hemorrhage Lung-multi foca l hemor rhage, Sepsis likely, 

l over cerebellum. Milk in neutroph ils In alveoli. Brain- al'Japhylaxis 

3/21/2018 NClO dav F stomach , rest of GIT normal. 3+ minimal hemorrhal!e . less likely 
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Date location Arz.e 

4 
3/21/2018 NCl0 davs 

16 
4/4/2018 NC13 davs 

3 
4/10/2018 NC14 davs 

19 
4/10/2018 NC14 davs 

7 

4/10/2018 NC14 davs 

13 
4/10/2018 NC14 davs 

Review of procedures 

Sex Gross 

Lungs pink. M ilk in stomach, 
M rest of GIT empty 

Lungs mostly pink, some 
mottling of two lobes . Milk 

M throughout GIT. 

Edema of larynx and 
subcutaneous tissues of neck. 
Arborizing red pattern in 

M lunes . M ilk throughout GIT. 

Laryngeal edema, 
hyperinflate d lungs. 
Hemorrhage over left 
temporal lo.be .. Milk 

M throurz.hout GIT. 
Caudal laryngeal edema. 
Hyper inflated lungs. Milk 

M throurz.hout GIT. 

Laryngea l/facial , nasal cavity 
edema . Red arborizing pattern 
and hyperinflation of lungs. 

M Milk throughout GIT. 

Dve Histo Anaohylaxis? 

Mild laryngeal and trachel 
edema. Vacuolation in vessels 
of the lungs. Minimal 

2+ hemorrhalle in brain. Probable 

Severe neutrophi lic 
bronchopneumonia with 

l+ bacter ia No 

Laryngeal edema, tracheal 

edema. Hemorrhag e and 
3+ vasculitis in the lunrz.s. Yes 

Laryngeal edema , tracheal 
edema. Mild perivascular 
edema and reactive 

1+ endothelium in the lunrz.. Yes 

Laryngeal edema, tracheal 
edema. Perivascular edema in 

l+ liver and brain . Yes 

Laryngeal and tracheal edema. 
Minimal perivascula r edema. 
Retinal hemorrhage . Possible 

3+ neu ronal iniurv in brain. Ves 

There were no new procedures introduced into any of these round -ups. The processes were all the 
same and the dye lot being used had been in use for several months. The infants were not 
anesthetized, did not receive any vaccinations, had a physical exam, eye ointment was applied to help 
prevent dye from getting in the eyes, had a blood sample collected , received a tattoo, and then 
received a dye mark. Post-round-up animal technicians observed all animals until fully recovered 
from sedation, and performed additional checks through the afterno on. 

The Nyanzol-0 dye mark is used at th e Oregon Primate Center, Tulane Primate Center, and at Cayo 
Santiago in Puerto Rico. The recipe the CNPRC uses calls for warm water, 3% hydrogen peroxide and 
a measured amount of dye powder . They dye powder is measured out in advance once a new 
shipment arrives . The measured amounts are placed in Ziploc bags and placed inside an empty 
container that prev iously contained the dye powder . 

Historica lly the CNPRC has only applied a small dye mark on the infants back as an indicator that it 
has undergone a round-up. In recent years, investigators have been using north colony animals as 
part of their research studies. It is very common for young infants to venture away from their 
mothers and " play" and investigators requested individua l dye marks on the infants in orde r to 
determine ind ividua l anima ls when performing observations. This process of dye marking infants at 
round -up had been going on for several years or more. 
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Afte r these incident s the dye marks of th e dams were listed out and one commonality was that most 
of the dams have arm dye marks whi ch put the wet dye in close proximity to the dam 1s nipples. 

Conclusions 
The initial findings suggested that the infants had exposure to dye th at was present on thei r dam. 
Althoug h there hadn't been any official change in procedures, the general consensus was that 
premat urely placing a young infant on an anesthetized dam with a fresh dye mark could increase the 
opportunity for th e Infant to get dye on its face, nose and mouth . Subsequent finding suppo rted th is 

conclus ion. 

Plans Moving Forward 
Mo ving forward the fo llow ing guidelines to Nyanz:ol -0 dye marking at the CNPRC were agreed upon : 

• Infants 6 months and younger will not be dye marked. If the re is a special req uest for dye 
mar king infants< 6 month s of age Miss Clairo l will be used. 

• Infants will be placed on a warm ing pad when tempe ratu res are cool dur ing round -up, or 
under th e radiant heaters near the staff work ing the round-up table. All other animals wi ll be 
placed a distance away from the table for recovery . The plan is that the dams wi ll not look for 
th eir infants until th ey are mo stly recovered and the infants who are not anesthet ized will not 
be able to wander into other anima ls and hopefully minimize the risk of dye transfer onto the 

Infan ts. 
• All animals will have e><cess dye wip ed off after app lication . 

Semi-annual ro und-ups following the implementati on of the steps noted above have since proceeded 
smoothly without issues involving inf ants and dye marking . These step s were incorporated into our 

stan dard practice . 

If you have an 
by email at 

/pk 

c: IACUC 
AAALAC 
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uestions, please do not hesit ate to conta ct our IACUC Director at __ _ l or 

cdavis, du. 

Sincerely, 
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Initial Report of Noncompliance 

By: <,..,J 

Dute: l{) 1. 't ( /$3 

Name of Person reportin 
Telephone# : 

Time: t c.: t> o 

Fax# : 
Email: 

Name of Institution: 
Assuran ce number: 

Did incident invo lve PHS funded activity? ' > 
Fund ing component: ___ _ 
Was funding component contacted (if nece ssary): __ _ 

What happened? 
r, f v e ' ~ ( I l. ,. . .., ~ I ' cl ( ' ("" ~ • I I 

Species involved: (i? lrV?.svs 
Personne l invo lved: 
Dates and times: 
Anima l death s: 

t /, • ' j ' ••• 

Projected plan and schedu le for correction/prevention (if known): ________ _ 

;( I(- r v ,._. p \' '( 11 r ( " ' " .,, ,r- , -(._ 

Projected submission to OLA W of final report from Institutiona l Offic ial: 

OFFICE USE ONLY 
Case # -----
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