
 

(J. DEPARTMENT OF HEALTH & HUMAN SERVICES PUBLIC HEALTH SERVICE 
NATIONAL INSTITUTES OF HEALTH 

FOR US PQS]'AL SERVICE DELIVERY· 
Office of Laboratory Animal Welfare 
6700B Rockledge Drive, Suite 2500, MSC 69IO 
Bethesda, Maryland 20892-69 IO 
Horne Page: http:/ /grants.nih.gov/grants/olaw/ olaw.htm 

October 29, 2019 

Dr. Steven E. Braverman 
Medical Center Director 
VA Greater Los Angeles Healthcare System 
Department of Veterans Affairs 
11301 Wilshire Boulevard 
Los Angeles, CA 90073 

Dear Dr. Braverman, 

FOR EXPRESS MAJL: 
Office of Laboratory Animal Welfare 
6700B Rockledge Drive, Suite 2500 

Bethesda, Maryland 20817 
~ (301) 496-7163 
~(301) 402-7065 

Re: Animal Welfare Assurance 
#A3002-0l [OLA W Case lS] 

The Office of Laboratory Animal Welfare (OLA W) acknowledges receipt of your October 11, 2019 letter 
reporting an instance of noncompliance with the PHS Policy on Humane Care and Use of Laboratory 
Animals at the Veterans Affairs Greater Los Angeles Healthcare System, following up on an initial 
telephone report on August 28, 2019. According to the information provided, OLA W understands that an 
implanted minipump in a mouse had shifted location and was causing the animal difficulty in walking. 
The problem had not been reported to the veterinarian. The other mice on study did not exhibit pain or 
distress but some also had migrated implants. 

The corrective actions consisted of euthanizing the mouse and counseling the research staff to call the 
veterinarian for any animal health concerns. The technician involved was retrained. The Principal 
Investigator and staff reviewed the euthanasia guidelines, were retrained on the implantation procedure, 
were retrained on recognizing adverse clinical signs in mice, and were directed to modify the implant 
technique to prevent pump migration. The laboratory was placed on enhanced post-approval monitoring 
and the attending veterinarian and an Institutional Animal Care and Use Committee (IACUC) member will 
observe the next pump implantation procedure. 

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 IACUC to 
comply with the PHS Policy. 

cc: IACUC Chair 
Animal Program Compliance Officer 

Sincerely, 

~ I,)~ 1 WI <;/ ,Q_-

Axe) Wolff, M.S., D.V.M. 
Deputy Director 
Office of Laboratory Animal Welfare 

~b)(6) I 
James Trout, Ph.D., Director, RSA W, ORO, VHA, VA 
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DEPARTMENT OF VETERANS AFFAIRS 
Greater Los Angeles Healthcare System 

11301 Wilshire Boulevard 
Los Angeles, CA 90073 

In Reply Refer To: 691/11 October 11 , 2019 

Neera V. Gopee, DVM, PhD, DACLAM, DABT 
Veterinary Medical Officer, Division of Compliance Oversight Office of Laboratory Animal Welfare 
National Institutes of Health 
RKL 1, Suite 360, MSC 7982 
6705 Rockledge Drive 
Bethesda, MD 20892-7982 

Dear Dr. Gopee: 

In accordance with our Public Health Service (PHS) Assurance # D16-00002 and consistent with VA agency policies, we report a case of non-compliance with PHS Policy. This research was funded locally. 
On June 28, 2019, a mouse implanted with an a subcutaneous Alzet minipump was found in distress during routine health checks by animal facility staff. The pump had migrated from its original insertion site and was causing difficulty in ambulation. When questioned about the mouse, laboratory personnel indicated that they were aware that the mouse was having difficulty ambulating but did not realize that veterinary staff needed to be called. The mouse was euthanized, and research staff were instructed to contact veterinary staff immediately if any mice had similar difficulty ambulating or showed signs of pain or distress such as hunched posture. No other mice were observed to be in pain or distress. 

This issue was discussed at the August 2019 IACUC meeting and an investigative team was named. Remedial actions taken by the committee were: 

• The laboratory technician was required to retake the Working with Mice, Working with Rats and Post-Procedure Care in Rodents CITI courses. 

• Th e Pl and his laboratory staff must review the criteria for euthanasia as stated in the ACORP to clearly understand the criteria. 

• The Pl and his laboratory staff must be retrained on the implantation procedure. The manufacturer of the osmotic pump will be contacted for information on the surgical procedure. 
The IACUC team observed all the mice with minipump implants and met with the Pl and staff to discuss the issue. Some other mice had 
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implants that had migrated from the original insertion location, but none were observed to be in pain or distress. 

The IACUC reviewed the IACUC team's report of this case at its October meeting and requested two mitigations 

• The Pl and his laboratory staff needed to be fonnally retrained on recognizing signs of illness, pain, or other clinical problems in mice. The attending veterinarian provided a presentation on recognizing health concerns in rodents as well as techniques and assessment methods to detennine if an animal is ill or in distress. The veterinarian made it clear that the laboratory is required to contact the veterinarian when animals are exhibiting pain or distress. 

• Changes in technique were needed to prevent the minipump from migrating from the subcutaneous implantation pocket. Some suggestions provided by the IACUC were to use a smaller implant, add a suture to secure the pump, or find a different delivery system. 

The IACUC will follow up by random inspections to monitor future minipump implantations and do this monthly to ensure that mice in pain or distress are promptly reported for action by the veterinary staff. The attending veterinarian and an IACUC member must observe the next pump implantation procedure. 

~ 
Steven E. Braverman, M.D. 
Medical Center Director 

cc: Chief of Staff (691/11) 
Associate Chief of Staff/R&0 (691/151) 
Research Compliance Officer (691/00EI) 
Research Compliance Analyst (691/00EI) 
IACUC Chair (691/151) 
Research and Development Committee Chair (691/151) Animal Program Compliance Officer (691/151) 
Chief Veterinary Medical Officer (508/151V) 
AAALAC International 
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Gopee, Neera (NIH/OD) [E] 

From: 
Sent: 

 

Gopee, Neera (NIH/OD) [E] 
Monday, October 28, 2019 7:10 AM 

To: b)(6) OLAW Division of Compliance Oversight (NIH/OD) 
Cc: 

b)(6) 

Subject: RE: Report of a noncompliance on an animal study 

Thank you for this final report~b)(6) I· We will send an official response soon. 

Best Regards, 
Neera 

Neera V. Gopee, DVM, PhD, DABT, DACLAM 
Director, Division of Policy and Education 
Office of Laboratory Animal Welfare, NIH 
6700B Rockledge Drive 
Bethesda, MD 20892-6910 
Phone (b)(6) 

b)(6) 

Please note that this message and any of its attachments are intended for the named recipient(s) only and may contain 
confidential, protected or privileged information that should not be distributed to unauthorized individuals. ff you have 
received this message in error, please contact the sender. 

From:rb)(6) fb)(6) 

Sent: Friday, October 25, 2019 6:25 PM 
~va.gov> 

To: Gopee, Neera (NIH/OD) [E] l(b)(6) pnih.gov> 
Cc:l(b)(6) 1°>(6) ~va .gov>;l(b)(6) rb)(5) l@va.gov>; b)(6) 

va.gov>ib)(6) 

<accredit@AAALAC.org> b)(6) (b)(6) @va.gov> 

Subject: Report of a noncompliance on an animal study 

Dear Dr. Gopee, 
Attached is a report on a recent noncompliance. 

Although not noted in the memo, the laboratory in question is now on a monitoring program of random visits at least 

once a week for the next six months to ensure they stay fully complaint. 

Sincerely 

Department of Veterans Affairs 
Greater Los An eles Healthcare System 
(b)(6) 

(b )(6) 

1 
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Initial Report of Noncompliance 

By: ~ 

Date: ! ', 0 D Time: , 

.r,J(b)(6) Name of Person report1 ~ 
Telephone#: ~---------r--------' 
Fax #: ,__ ______ _ 

Email: 

Name oflnstitution: & -. e...._-l.L-i fAr::, Cl..,,, :-5~. v...A 
Assurance number: /t 3 a o 'l.--

Did incident involve PHS funded activity? - - -
Funding component: - - --
Was funding component contacted (if necessary): __ _ 

What happened? 

/1 0-V--> (' .A---) t.J-~,vv r'. • l/t"\., /.l • '", r-~-f' •t..,1..,\..4_,;_,) J (L,,e,u.....) ~-- tr~(;;, 
~ ' ' 

..,a..---h I A...,_.-f'-'-"-·:o___.( /~ ' -~ "'- ··. ,., ~ 
Species involved: M ov > e. 
Personnel involved: 
Dates and times: 
Animal deaths: 

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

~~ /) -'--~ 1 A,.,~ "'<--')...t .. , ~ --1 A -e,.v, a-~('. , 

Projected submission to OLA W of final report from Institutional Official: 

OFFICE USE ONLY 
Case# -----
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