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Dr. Wolff,
 
                Attached please find Dr. King’s response to your letter received on May 1, 2019, regarding
Case 2U. Please feel free to contact me or Dr. King if you have any questions regarding the letter.
 
Thank you,
 
 
 
Ms. Deyanira Santiago
Director, Office of Animal Welfare
Research Compliance Administration
West Virginia University
886 Chestnut Ridge Rd.
Morgantown, WV 26506-6845
 
Phone:
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'W! WestVtrginia University. 
OFFICE OF THE VICE PRESIDENT FOR RESEARCH 

June 3, 2019 

Dr. Axel Wolff, M.S., D.V.M. 
Deputy Director 
Office of Laboratory Animal Welfare 
National Institutes of Health 
Bethesda, MD 20892-6910 

Re: OLAW case 2U; Animal Welfare Assurance #A3597-01 

Dear Dr. Wolff: 

Please accept this correspondence as West Virginia University's ("WVU" or 
"University") response to your letter of April 29, 2019. Your letter requests information 
regarding a complaint made to your office by Stop Animal Exploitation Now ("SAEN"). In 
response, the Institutional Animal Care and Use Committee ("IACUC") at WVU reviewed its 
files and documentation for the three dates that SAEN claims adverse events occurred. We 
have adverse event records for two of these dates (6/26/17 and 8/8/18), but there is no record 
of any adverse event reported on the final date (8/25/18). After clarification with your office, 
we are providing information regarding an adverse event that instead was reported on 10/25/18 
from the same investigator. 

During its review and investigation of the three above dates, the IACUC found '10 

evidence to support SAEN's allegations of poor surgical technique, inadequate asepsis, 
improper animal handling, inadequate veterinary care or unqualified personnel. The response 
below specifically addresses your questions regarding these adverse events, in the order they 
were presented. 

I. Incident Report Dated June 26, 2017 

This adverse event related to a study supported by a grant from the National Institute 
of Health, NICHD #HD082135. The award was made to the West Virginia University 
Research Corporation ("WVURC"), which regularly accepts and administers grants for WVU. 
The Principal Investigator ("PI") on this study is Dr. Robert Goodman. Dr. Goodman' s work 
on this grant relates to seasonal hormones in sheep. In this instance, he was dosing the sheep 
with a drug, L-nitro-arginine methyl ester ("L-NAME"), at levels previously tested in another 
research publication, but for a longer period of exposure. While unconfirmed, it is believed 
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that the animal had an adverse reaction to the dosage of L-NAME and began seizing. A member 
of the research staff immediately called for the on-call veterinary technician upon discovery of 
the condition, but regrettably the sheep passed during the phone call. Despite the farm 
veterinarian being away during this incident, there was a veterinarian on call at the time, as is 
always the case. 

In responding to the event, the PI and the research team followed all relevant 
procedures, as described in their IACUC-approved protocol. The IACUC investigated the 
adverse event and discussed it at the ensuing IACUC meeting in July 2017. It found no 
deviations from the approved protocol and procedures. In addition, neither fault nor negligence 
was found in the actions of the PI, the research team, or the on-call veterinary technician. After 
consideration of the facts and circumstances, the IACUC decided not to report the adverse 
event to OLA W as there was no deviation from protocol or procedures and there was no 
evidence of negligence or fault. 

The IACUC did, however, institute several corrective actions. First, it approved an 
amendment to the protocol, submitted by the PI, which lowered the doses of L-NAME for 
subsequent studies. Second, the amendment ordered more frequent monitoring of vital signs 
and more direct involvement of veterinary staff while the L-NAME studies are ongoing. There 
have not been any additional adverse events related to the use of L-NAME in sheep at WVU 
since this incident. 

II. Incident Report Dated August 8, 2018 

This adverse event related to a study supported by the same grant with the same Pl, Dr. 
Goodman, as the study discussed above from the National Institute of Health, NICHD 
#HD082135. Dr. Goodman's work in this instance again related to studying sheep and their 
seasonal hormones. This particular study involved an invasive surgery dosing the animals with 
either the study drug, galanin, or a placebo, which was saline. The sheep who suffered the 
adverse event was given galanin on July 23, 2018 and saline on July 30, 2018. 

Indications that the sheep was ill first presented on July 24, 2018. The veterinarian was 
involved in the case from the initial signs of illness until the animal was euthanized on July 31, 
2018. The primary symptom of illness was mildly elevated temperature, which was treated 
with a fever-reducing drug, banamine. A mild fever returned and the sheep was treated 
prophylactically with antibiotics and again with banamine, resulting in normal temperature for 
several days, with no evidence of infection. The sheep was given the saline placebo on July 
30, 2018 and developed a mild fever. Banamine was given again, but the temperature became 
more elevated over the next several hours, and the sheep developed mild seizures. The sheep 
was humanely euthanized on July 31, 2018 after consultation with the veterinarian and in 
accordance with approved procedures. When a protocol procedure creates complications in a 
study animal, the veterinarian initiates treatment and palliative measures according to clinical 
judgment and experience. If the treatments are unsuccessful, as was this case in this instance, 
the animal is euthanized in accordance with the humane endpoints described in the protocol. 
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The root cause of the illness was investigated by the veterinarian, and the sheep was 
submitted for histopathologic analysis. Unfortunately, the cause of the sheep's illness was not 
discovered and thus remains unresolved as there were no indications of infection. The IACUC 
investigated the adverse event and discussed it at the next lACUC meeting in September 2018. 
The Pl and the research team followed all relevant procedures, as described in the IACUC
approved protocol. The lACUC found no deviations from the approved protocol or any other 
inappropriate behavior by the Pl or the research team in carrying out this study. It determined 
that the PI and research team acted within the standard of care. Because no deviations were 
found, WVU did not report this incident to OLA W. Furthermore, no amendment of the 
protocol was required by the IACUC, and no similar adverse events have occurred to sheep 
participating in this study since the date of this adverse event. 

III. Incident Report Dated October 25, 2018 

This adverse event related to a study also supported by the same grant with the same 
PI, Dr. Goodman, as the study discussed above from the National Institute of Health, NICHD 
#HD082135. Dr. Goodman's work in this instance again related to studying sheep and their 
seasonal hormones. The sheep reported in the adverse event underwent a routine ovariectomy 
prior to subsequent treatments. 

The surgery was one of seven performed between October 22 and 23, 2018. The ewe 
in question had an unusually large uterus making it difficult to exteriorize, and she experienced 
bleeding around the right ovary during the surgery, which was stopped before returning the 
uterus to the abdomen. Due to lethargy of the ewe and reduced packed red blood cell volume, 
the clinical veterinarian (who was present during the initial surgery and subsequent follow-up 
care) advised the PI to perform a second surgery to determine if internal bleeding was 
occurring. During the second surgery, the ewe passed while under anesthesia, possibly due to 
cardiovascular collapse. The PI reported that this was the first such event to occur in 101 
similar surgeries. 

The IACUC thoroughly discussed the adverse event report at its November, 2018 
meeting. The PI and the research team followed all relevant procedures, as described in their 
IACUC-approved protocol. Although the IACUC concluded no mistakes were made during 
the surgery and the death was neither preventable nor foreseeable, at the suggestion of the 
clinical veterinarian, the PI amended the protocol to include a multifunctional tissue fusion 
system, LigaSure, designed to decrease both surgical time and increase adhesion internally. 
The Pl's research team tested the equipment under the clinical veterinarian' s training and 
subsequently purchased their own unit. Several surgeries have been successfully completed 
with the new technique and equipment. 

Simply put, there is neither evidence of any deviations from WVU' s IACUC-approved 
protocols nor evidence of negligence or inappropriate behavior on behalf of the PI or the 
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research team in all three instances discussed above. We strongly encourage our research 
community to share any unexpected events with the IACUC, regardless of whether they are 
reportable incidences. All such reports are examined and discussed by the committee during 
IACUC meetings. The IACUC takes every adverse event seriously and conducts a thorough 
investigation into the circumstances surrounding the event. Actions found to deviate from 
approved protocols are reported to OLAW, in accordance with federal law and regulations as 
appropriate, and amendments are made to protocols where necessary. In the three instances 
discussed above, there was simply no evidence to support SAEN's allegations of poor surgical 
techniques, inadequate asepsis, improper animal handling, inadequate veterinary care, or 
unqualified personnel. As such, we ask that you resolve this matter in WVU' s favor and 
dismiss the pending complaint. 

Please feel free to contact me should further information be required by your office. 

Sincerely, 

Fred King 
Institutional Official 
Vice President for Research 

Cc: Dr. Peter Mathers, IACUC Chair 
Dr. Ida Washington, Attending Veterinarian 
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