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( ~ DEPARTMENT OF HEALTH & HUMAN SERVICES 

\~~ 
PUBLIC HEALTH SERVICE 

NATIONAL INSTITUTES OF HEALTH 

FOR us ,,os:ca1. Sl!RVIGP DEl,IVERY: 
Office ofLaborato,y Animal Welfare 
67008 Rockledge Drive, Suite 2500. MSC 6910 
Bethesda, Maryland 20892-6910 
Home Page: http://grants.nlh.gov/grants/otaw /olaw.htm 

July 8, 2019 

Dr. Joseph Incandela 
Vice Chancellor for Research 
University of California-Santa Barbara 
> C4) Cheadle Hall 

Santa Barbara, CA 93106-2050 

Dear Dr. Incandela, 

FOR EXPR6S$ MAU: 
Office of Laboratory Animal Welfare 
67008 Rockledge Drive, Suite 2500 

Bethesda, Maryland 208 I 7 
Iclllllho.ltec: (301)496-7163 
~: (301)402-7065 

Re: Animal Welfare Assurance 
A3865 -0l [OLA W Case V] 

The Office of Laboratory Animal Welfare (OLAW) acknowledges receipt of your June 21, 2019 letter 
reporting an instance of noncompliance with the PHS Policy on Humane Care and Use of Laboratory 
Animals at the University of California- Santa Barbara According to the infonnation provided, OLA W 
understands that a graduate student who had not been evaluated for proficiency for the specific procedure 
conducted a cranial surgery on a rat without supervision. The analgesic administration was not performed 
at the correct interval, the time of analgesia administration had not been recorded, and respiration rate and 
temperature were not monitored during surgery. The rat recovered normally from the procedure. 

The corrective actions consisted of directing the Principal Investigator to revise the surgical training 
program to ensure that the surgeons are conducting procedures in accordance with the institutional rodent 
surgery guidelines. Investigators performing similar surgeries were notified by the Attending Veterinarian 
about the availability of oral analgesics. The rodent surgery guidelines will be revised to clarify the 
training requirements, competency evaluations, and record keeping requirements. Any individual found 
not to be proficient in conducting surgery may be removed from the protocol. 

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

cc: IACUC Chair 

Sincerely, 

(b)(6) 

Axel Wolff, M.S., D.Y.M. 
Deputy Director 
Office of Laboratory Animal Welfare 
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UC SANTA BARBARA 

Institutional Animal Core and Use Comm ittee 

Santo Barbaro CA 93106-5062 
Tel: (805) 893-5855 
Fox: (805) 893-2005 
Email: iocuc@lifesc i.ucsb .edu 
https://www .research. uc sb.ed u/ compliance/ a nimal-sublects/ 

June 21, 2019 Animal We lfare Assurance A'3865-0 l (D 16-00497) 

Dr. Axel V. Wol ff, Director 

Division of Compliance Oversigh t 

Office of Laboratory Animal Welfare 

National Institutes of Health 

Rockledge One, Suite 360 

6705 Rockledge Drive 

Bethesda, MD 20892 -7982 

Dear Dr. Wo lff, 

In acco rdance w ith our Assurance and PHS Policy IV.F.3, I am writing to repor t an 

incident of pr0t0co l· nor-i-coml=)liEmce involving the care and use of animals at the 

University of California , San ta Barbara. The UCSB IACUC is convinced tha t 

appropria te remediations were enacted to prevent recurrence of the incidents 

described be low. 

Summary of Investiga t ion: 

On Sunday April 21, 2019, an an imal care technicia n no ted that a rat recovering 

from surgery (cranio tomy and cepha lic imp lant) was let hargic and inactive, placed 

a pink Sic k Card on the an imal's cage and submit ted a Clinical Ca ll. 
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On Monday , April 22, 2019, the AV examined the rat and found it to be alert, act ive , 

recovering normally from surgery and not exhibiting signs of pain. The AV reviewed 

the surgery and post-operative recovery record and later contacted the Pl and 

graduate student to ask sev eral questions regarding missing or un cl ear 

documentation in these records, including: 1) Was t he SpO2 really at 100% at each 

of t he time points?, 2) Was the respiration rate being monitored du ring surgery?, 3) 

Was the body temperature being monitored and contro lled duri ng surgery?, 4) How 

much buprenorphine was administered, and when?, 5) How much bupivacaine was 

adm inistered, and when?, 6) At what times on Sunday was the animal observed? , 

and 7) A t what times on Sunday did the an imal receive banamine? The grad uate 

student responded that body temperatu re was not monitored, bu t a heating pod 

was used at all times; both bupivacaine and buprenorphine we re administered 

preoperatively at 2 mg/kg and 0.05 mg/kg, respect ively; and banamine was 

administered to the an ima l before and after surgery on April 20th, and again on 

Apr il 21st and 22nd. 

On April 25, 20 19, the AV, IACUC Choir, Pl and graduate student me t to rev iew these 

ques tions and issues. 

On April 29, 2019 , the IACUC Chair appointed a sub -Committee, comprised of 

himse lf and the AV , to invest igate this incident further. 

On May 7, 2019, the AV , IACUC Cha ir, and Coo rdinato r me t with the Pl and the 

graduate studen ts and postdoc. One of the gradua te students stated that s/he 

pe rformed the surgery (craniotomy and cepha lic implan t) on Apri l 20, 20 19 without 

traine r supervision, since s/he be lieved that s/he was approved to perform th is 

surgery (craniotomy and cephalic imp lant) wi thout direct supervision because s/he 

had previously completed a compe tency evaluat ion with the AV for a different 

surgical procedu re (jugular vein catheterization and vascular access port 

imp lantation). The AV explained that researchers must comp lete a separate 

competency evaluat ion for each surgica l procedure to be perfo rmed. The 

graduate student will continue to train on this surgical procedure under the direct 

supervision of the Pl (trainer ). 
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Additionally, the graduate student and Pl misunderstood the treatment intervals for 

the postoperat ive banamine injections. The protocol states that "banamine or 

meloxicam and buprenorphine will be injected either before or during the surgica l 

procedure, and then again (me loxicam or banamine) 1-2 times daily for at least 48 

hrs after surgery". The gradua te student confi rmed that all of these analgesic 

tre atments were administered and that s/he provided 4 injections of banamine to 

the rat within 48 hou rs of the surgery, but that the banamine treatmen ts were not 

adminis tered at 12h intervals. The time s that these injectio ns were administered is 

not recorded on the rat's postoperative record. Furthe r, buprenorphine and 

bupivacaine treatm en ts we re also not documented on the rat's surgery recor d, nor 

was the rat's respiration rate moni tored during surgery. 

In an effort to prevent similar incidents in the future, the sub-Commi ttee 

recommends that the Pl revise his/her surg ical training program to better familiarize 

the researchers conducting surgery on his/her protocols with the many de tails and 

expectations presented in t he IACUC Guideline on Aseptic Rodent Surgery and Post­

operat ive Care. The AV has notified al l Pis performing similar survival surgical 

procedures on rats, and using banamine as an analgesic, about the availability of 

an alterna t ive and more practical oral NSAID treatment (Ca rprofen MediGe l). 

Additionally, the AV and IACUC wil l review and revise the rodent surgery guideline 

clarifying surgery training require men ts, competency evaluations, and record 

keeping requirements. Fina lly, the IACUC wishes to emphasize that any person 

conducting surgeries for which they are not properly qual ified and approved may 

be removed from the protocol. 

This protocol is fu nded by two NIH grants ( 1 RO 1 EB022015-0l A 1 and l RO 1Al45206-01). 

The UCSB Sponsored Projects Office (SPO) will work with the Pl and NIH to ascertain 

if any grant money was used during this inc ident of pro tocol non-complian ce. The 

final version of this report will be sent to OLAW and AAA LAC . 

If you have any additiona l questions or comments, please feel free to contact us. 

Thank you for your time. 
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(b)( 6) 

~ rof. Joseph incandela 

lnsi1tufr)i'1CI Official 

Vies C:hc,;:cellm for r?8seorr..); 

H4> Cheadle; Hali 

Univers !ly of Co!iforn ic1, S;:,1n'!o Borb::irc 

Scn~o P.crburc:, CA 93 i06-283C, 

ince,~rideia:ii:research,ucsb,edu 

Cc : 

IACUC; Office 
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Wolff, Axel (NIH/OD) [E] 

From: 
Sent: 
To: 
Cc: 
Subject: 

OLAW Division of Compliance Oversight (NIH/OD) 
Tuesday, July 2, 2019 8:00 AM 
IACUC Office 
OLAW Division of Compliance Oversight (NIH/OD) 
RE: Incident Report for A3865-01 

Thank you for th is report , _ H_6) ___ We will send a response soon. 

Axel Wolff, M.S., D.V.M. 
Deputy Director , OLAW 

-----Origina l Message-----

From: IACUC Office <iacuc@lifesci.ucsb.edu> 
Sent: Monday, July 1, 2019 7:35 PM 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.n ih.gov> 

Cc: Joseph lncandela <incandela@research.ucsb.edu>; Stu Feinstein <stu.feinstein@lifesci.ucsb.edu>; Manny Garcia 
<manuel.garcia@ucsb.edu>; > (6) ---------------Subject: Incident Report for A3865-0l 

To Whom It May Concern: 

Attached is a letter that details an incident of protocol noncomp liance at the University of California, Santa Barbara 

(A3865-0 1). 
The UCSB IACUC has investigated and rev iewed the incident. This report includes the summary of the incident , as well as 

any Committee corrective actions. 

Please let me know if there are any questions . 

Sincerely, 
)(6) 

(b)(6) 
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