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USDA-APHIS-Animal Care 

-----------------------------------ANIMAL WELFARE COMPLAINT 

Complaint No. 
AC19-345 

Referred To: 
Karr/ Hadjis 

Date Entered: 
4-Jun- 19 

Processed By : 
ERF 

Repl y Due: 
6-Jul-19 

Facili or Person Com laint Filed A ainst 
Name: 
Massachusetts Eye And Ear Infirmary 

Addres s: 
243 CHARLES STREET 
City: 
Boston 

How was the Complaint received ? 
Email 

Di:tai ls of Coi:npl~int: 

SEE ATr~¢J.ffilQ 

Results: 

State: 
MA 

Customer No.: 
119 

License No.: 
14-R-0022 

Email Address: 

Phone No. : 
(617) 799 -2659 

Com lainant Information 

This incident was self-reported to USDA/ APHIS / Animal Care by the fac il ity within five days. The 
facility investigated the incident, and has taken corrective actions to prevent a recurrence . This 
incide nt was reviewed by Ani mal Care inspectors on inspection of the facility, report dated October 
17, 2018. No NCls were cited based on the Tech Note for "Incentives for Identifying, Reporting, 

Correcting, and Preventing Noncompliance. 

We will cont inue to inspect this facility to ensure AWA-regulated animals are protected to the fullest 
extent of Federal law. 

Application Kit Provided : 
Yes:O No:l:8J 

Inspector: EILIS KARR 
Reviewed By: 

20-00836 _ 000043 

Digitally signed by EILIS KARR 
Date: 2019 .07.0815: 08:00 -04'00' 

Digitally signed by Tonya Hadjis, 

Date: 2019.07.09 09:50:10-04 '00' 

Dat e: 

Dat e: 
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Animal and Plant 
Health Inspection 
Service 

Animal Care 
4700 River Road 
Riverdale, MD 20737 

USDA - United States Department of Agriculture 

June 4, 2019 

Dear Complainant, 

Thank you for your conespondence dated 8-F eb-19. We are reviewing your concerns and assigned 
tracking number AC19-345. 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 Info1mation Act (FOIA) office to obtain any publicall y available info1mation 
regarding our review . 

FOIA Requests can be submitted three ways: 

1. Web Request Fo1m: https://efoia-palusda.gov /App/Home.aspx 
2. Fax: 301-734-5941 
3. US 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 concem(s) and take appropriate action(s). 

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

Sincerely, 

t~Go~ 
Betty Goldentyer 
Associate Deputy Administrator 
Animal Care 

An Equal Opportunity Provi<ler an<l Employer 
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Fausch, Emily R - APHIS 

From: 
Sent: 
To: 
Cc: 
Subject: 

From I 

Goldentyer, Betty J - APHIS 
Friday, February 8, 2019 1 :28 PM 
ACEAST 
Whisenton, Katie M 
FW: Official Complaint -- Massachusetts Eye and Ear Infirmary 

• • • j • tl'i Sent: y, y , 
To: Goldentyer, Betty J - APHIS <Betty.J.Goldentyer@aphis.usda.gov> 
Cc: ACE <ACE@aphis.usda.gov> 

Subject: Official Complaint -- Massachusetts Eye and Ear Infirmary 

Dr. Elizabeth Goldentyer 
USDA/ APHIS/ AC 
920 Main Campus Drive, Suite 2000 
Raleigh, NC 27606 

Dr. Goldentyer, 

2/8/19 

I am -writing to you today to file an Official Complaint against Harvard University's Massachusetts Eye and Ear 
Infirmary (14-R-0022) for serious violations of the Animal Welfare Act. This complaint is based on 
communications between the Harvard University department of Otology and Laryngology (relevant to the 
Massachusetts Eye and Ear Infirmary) and the Office of Laboratory Animal Welfare. A 8/7/18 letter states: 

"On Ju11e 20, 2018 a quorum of the Mass Eye and Ear Institutional Animal Care and Use Committee 
(IACUC) found, by a unanimous vote that a laboratory conducted a reportable violatimi of our Institute 's 
PHS Assurance. . . The committee voted una11imously that a PI committed tl,e followi11g violati,m: 

Upon review of the disposition records/or gerbils, the Attending Veterinarian noted that there were 7 
unexpected deaths (prior to the experimental endpoint) that resulted from a terminal apical surgical 
approach for accessing the cochlear. After f urtlter discussions with the laboratory persorinel, it was noted 
that tlte description of the surgical approach in the protocol was not clear. It was determined that tile 
personnel performing the procedure 11eeded a better understanditig of lite procedure a11d also needed further 
hands-o-,., training/or the specific technique." 

ll is very clear, from the language used in the report, that this incident is a violation of PHS policy on animal 
care, which for a regulated species like gerbils, is equivalent to the Animal Welfare Act. And so, since this is a 
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regulated species under the Animal Welfare Act, since the PHS policy was violated, the Animal Welfare Act 
must also have been violated. 

The seriousness of this violation is further underlined by the fact that the IACUC also saw fit to refund grant 
money (over $2000) back to the National Institutes of Health. This step is only taken relevant to the most 
serious violations. 

Therefore, based on the text of the letter. it is clear that the staff was not qualified to perform this procedure 
because "It was determined that the personnel performing the procedure needed a better understanding of 
the procedure and also needed further hands-on training for the specific technique. " 

Therefore, this is a clear failure to comply with Sec. 2.32 Personnel Qualifications, because animals died due to 
the inability of Harvard Medical School/Massachusetts Eye & Ear Infirmary Staff to perfonn this surgical 
procedure correctly. 

The fact that these animals died during a medical procedure also demonstrates a violation of Sec. 2.38 
Miscellaneous (f)( I) Animal Handl ing because Harvard Medical School/Massachusetts Eye & Ear Infirmary 
staff clearly "failed to handle gerbils in a manner that did not cause trauma or physical ham1 to the animals." 

lt is also clear, due to the text which states: " ... it was 11oted that the descriplio11 of the surgical approach in 
the protocol was not clear. " 

It is very obvious that the Institutional Animal Care and Use Committee did not adequately review this protocol 
as is required in Sec. 2.31 Institutional Animal Care and Use Committee (IACUC). (d) IACUC review of 
activities involving animals. 

Major violations of the Animal Welfare Act are considered to be very serious in nature, especially when the 
violations cause distress/injury/death to animals. I must insist that you take the most severe action allowable 
under the Animal Welfare Act and beg in the process of launching a thorough investigation, and at the 
conclusion of the investigation, issue the maximum allowable fine of $10,000 per infraction/per animal against 
Harvard Medical School's Massachusetts Eye & Ear Infirmary. I look forward to hearing from you in the near 
future about the fate of this facility. 

Sincerely , 

Attachments: Multiple NIH Reports 

2 
20-00836 _ 000046 

Obtained by Rise for Animals. Uploaded 07/06/2020



20-00836_000047

,• .. ta Massachusetts 
~· Eye and Ear 

August 7. 2018 

Brenl Morse. D,V,M,, DACLAM 
Director, 0Msion of Complian.ce Oversighl 
Office of Laboratory Animal Welfare 
National Institute& of Health 
Rock.ie,Oge 1. Su:!e 360, MSC 79B2 
Bethet.da, MD 20892-7962 

Dear Or. Morse, 

On June 20. 2018 a quorum of the Mass Eye and Ear lns.titotional Animal Care and U,e 
Comrnittee (IACUC) found , by a unammous vote, th•t a laboratory conducted a n,portable violalion of 
our k,stitute's PMS Assurance #016-00215 

TM committee vot&d unanimovsty that a Pt committed th$ following violation. 

Upon review of the Cfispos.ltitm records for gerbils , 1he Attend ing Veterinarian noted that there 
-were 7 unexpected de·a.lhs (prior to the experimental endpoint) Iha! resulted from a termirtaf 
apk:al surgical appraa<:.h for accessing tne cochtear, Alb!tr further discussions with the 
lab-Oratory personnel II was noted that tht!! description of the surgk.al awroa<:h in the l)rotoc<x 
was not dear. II was delermined that the pets.onnel perlormrng ~ procedure net!Qed a better 
understanding o! the oroceoure· and also needed further hands.-on tra•n1ng for the &Pf)Citic 
1echniquc· 

This is an NJOCO-ful'lded protocol (grant number. 2R010C007910) 

The Committee reviewed the issue of nor-compliance at a convened meeting and noted that !he 
fo1/ow,ng actions 'NOutd be tl\llken before any more animals can !:le purchased and any new surgical 
procedures. can be perfotn1ed: 

• An amendment 1h81 further c:Jescnbes and danfies the surgical procedures performed for 
accessing the coctllea needs lo be submitted and approv~ by lhe IACUC. 

• Training for an lab personnel that will perform this surgical procedure has to be scheduled with 
an expenem:ed animal uur named by the Committee, who nas agreed to train the staff in 
performing the apk:a.l exposure or the coc.hlea. Members, Qf the Ammal Care FaciJrty 
Veterinary Staff rmnt be present for these training Hnrons. 

• Onca !he traln1;1; .and the Anirnat Care Facifity \leterrnary Staff have obserw<:f and i'Jocumenled 
lhat lab members 'have been adequalery trained oo the pro-cecJwe, the lao w,tl need to nolify 
the An•mat Care Facibty Velennary Staff in advaooe of perforn,ing rJny future terminal 
surgeries. Animal Clfi!I Facility Vetennary Start will disoonti:noe their monitoring activities after 
at least th<ee sl.K;cessful ouleotm!S for this procedure 
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plea&& cantact me at 
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HARVARD MEDICAL SCHOOL 
Dt:P/tRTMF.N T OF i )TOLOGY A!\D LA.RY'.\ (;OUJGY 

.',.1.-\SSACHUSETT S £VF AND F-Af< l\TFl'RMARY 
E~ton-Pt>;~hoov LahiH ':11un' . .. 

Elie Nuni, 
Grant Ma1ugcmtnt Speciali~t 
NIH - NIDCD 

N3 Ch~ d, •.~ ~ttwt. ft,;~,, ... .\L\ 1.1.ZI f4•31N~ 

NSC lJ(., RM 11324 oOOI l7.Xt.ctrnvr: BLVD ROCK VILLE MD 20851 

RE.; Notificalion of IACUC Pro (ocol No1:K'.ompliancc ! 2RD1OC0079 111-IO -- Measur ing 
and ~k~c:ling lh, (ochkar Moti0111~ Httt( Driv1: t!:t¢ Inner and Outer, Hair Ccl ~ oacou:o;tic 
Emission.-. 

Dem: Mr. NuM: 

Pk:asc be advised that mi Aui,,;u~t ii. ::0 18 the Nm om~ or Laboratory. Animal W~!far¢ ({)LAW) wa5 
,wtHicd hy M;ji;~a~hu:.«i s Eye & Ear Infirmary tMEEl ) ofan 1nci&1!1 of noncompliance rcfated c~, l!CtJvi.!(c$ 
p\,rfonm:<i undtr the ~ll l-~11HX:. D Iun..itJ. Kfural: 2RIJ I DC007910-IO. 

In a<:.:ordance with !tie :PubHc iiealth Scn·ic~ {?HS} Guid:an~e on Confim,i11g Ap1,roprmte Ch.arges during 
the pe riod of N1111i.:ompliancc for A..:tivitie1s lrw~>lving Anim.l!li, 1i1<.~ 114irpoii\: ufthis l~ucr i~ ttl inform you of 
the financiaJ adi1.1$tmen,t,~ th;u hav1: beer, tnade tll r"muve any 1m;11iowabk .:hargc-.s from tl:ic grant, p« Uie 
above PHS Guidam:.: . Charge s rd otktl to the rnn dui;:1 of acfodt ies involvin g ilr\lmals during the period of 
noni.:,.,mplfonc:c have "« 11 t'l:'movcd from the ohtw,~ re ferca tc.-d .grant as r~,llow~: 

An imal Purch ~cs (Female: Mongolian Gt rbHs,) = Sl ,2lS .& I 
Anim;tl Housini F~iHty F~ for the Monlhs i\far cn - July) " $8J.2J.S 

Attac.hcd ple,;ise. fmd our correspo11den.ce with OLA Won this mattet. MEE! remains cot11mhted ti:> 

p.crfom1in.g all .1niii1a•i rdatcd re.~arc h in full (.(Hnpliance with app,licablc rc-gulattons. Let U3 know if ) i.'.•U 

ha,'e any questk1ns or 14«'d ~.lditional informar.iott, 

::- z~!:. ':::--..;:-..... - ~"'" --. . H',.,,• u.:,-.., • ._ ..... . 4 ..... 

;;: jl,t!Wji:' •t~ -.'f' ~ 

243 Cnarks Street, 
1:aton Peabody l.:thor:uory 
Host(lit 'MA. O:! I 14 
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