
DEPARTMENT OF HEALTH & HUMAN SERVICES PUBLIC HEALTH SERVICE 
NATIONAL INSTITUTES OF HEALTH 

FOR US POSTAL SERVICE DEL.I VERY: 
Office of Laboratory Animal Welfare 
67008 Rockledge Drive, Suite 2500, MSC 6910 
Bethesda, Maryland 20892-6910 
~.llll : http://grants. nih.gov/gra nts/olaw /olaw .htm 

January 21, 2020 

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

Santa Barbara, CA 93106-2050 

Dear Dr. lncandela, 

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

Bethesda, Maryland 20817 
~ : (301)496-7163 
~ : (301) 480-3387 

Re: Animal Welfare Assurance 
A3865-0l [OLAW Case Y] 

The Office of Laboratory Animal Welfare (OLA W) acknowledges receipt of your December 20, 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 information provided, OLA W 
understands that two mice had undergone an approved surgery but it was not conducted as described in the 
protocol. Specifically, unapproved water restriction was used, a different water restriction log was used, 
post-operative analgesic was not given, and the surgical records were incomplete. One of the mice was 
dehydrated and had lost weight. 

The corrective actions consisted of counseling the Principal Investigator and post-doctoral fellow involved 
to conduct procedures only as described in the approved protocol and to maintain adequate perioperative 
records. The protocol will be amended to describe water restriction, the Attending Veterinarian will check 
all surgical records to ensure completeness, and all animal users in the laboratory will be counseled on 
maintaining compliance with the protocol and institutional policies. 

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. 

cc: IACUC Chair 

Sincerely, 

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

(b)(6) 
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UC SANTA BARBARA 

Institutional Animal Care and Use Committee 

Santa Barbara CA 93106-5062 
Tel: (805) 893-5855 
Fax: (805) 893-2005 
Email: iacuc@lifesci.ucsb.edu 
https://www.resea rch.ucsb.edu /c omplia nce/anlmal•sub(ects/ 

} 

December 20, 2019 Animal We lfare Assurance A:3$165-01 (Dl 6-00497) 

Dr. Axel V. Wolff, Direc tor 

Division of Compliance Overs ight 

Off ice of Laboratory An imal Welfare 

National Institutes of Health 

Rockledge One, Suite 360 

6705 Rockledge Drive 

Bethesda, MD 20892-7982 

Dear Dr. Wolff, 

In accordance with our Assurance a nd PHS Policy IV.F.3, I am writ ing to report an 

incident of pro tocol non -compliance invo lving the care and use of animals at the 

University of California, Santa Barbara. Below is the full investigation report into 

IACUC protocol #4-19-950 . Since the investigation and subsequent report have 

been comp leted in a timely manner , a prelim inary report was not made and the full 

report is be ing sent to OLAW. The IACUC is conv inced that appropriate remed ia tions 

were enacted to prevent recurrence of the incidents described below. 

Summary of Invest igation: 

On November 12, 2019, the At tending Veterinarian (AV) contac ted a Principal 

Investigator (Pl) and a postdoc in her/his lab regarding two mice that each 

underwent a head p late implantation surgery on November 7, 2019. The AV 
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determined that one of the mice that underwent surgery was dehyd rated and had 

lost 20% of its pre -surgical body weight. The AV a lso expressed mu lt iple concerns 

re garding the well-being of the animals when he reviewed their co rresponding 

reco rds. 1) The mice were being water-restricted at the time they underwent 

surgery, which was not approved in the p rotoco l, 2) the log sheet being used to 

track the water restriction reg imen for the mice was no t the one tha t the postdoc 

had agreed to use and did not capture data on all of the requ ired monitoring 

parameters, 3) the postoperat ive analgesic (Corprofen) was not adminis tered to 

the mice on any of the days fo llowing surge ry, and 4) the Rodent Survival Surgery 

and Postoperative Care Log shou ld have been fil led ou t more thoroughly. Upon 

being no t ified of the A V's concerns, the IACUC Cha ir formed a sub -Committee to 

investigate the incident furthe r. 

On November 14, 2019, the IACUC Chair, Coordinator, and AV met with the Pl and 

the postdoc that conducted the surgeries. During this meeting, each of th e AV's 

concerns were discussed. When asked why the mice were being water restricted 

prior to undergoing surgery, the Pl responded that this had been his/her lab 's 

intention when writing the protocol, bu t this provision may no t have been as well 

de fined as s/he had in tended. The Pl confirmed that s/he would be submitting a 

protocol mod ification to clar ify this point. 

When asked about why the agreed upon wate r restri ction log was not used, the 

postdoc responded that s/he fou nd the forma t to be "inefficien t" in that it requires 

each anima l to have its own separate log sheet. The approved protocol states that 

the lab w ill monitor and maintain de tailed records of the "body we ight (bi-weekly), 

wate r consumption (da ily), and heal th sta tus [dai ly)" fo r all mice undergoing wa ter 

restrict ion to ensure they do no t lose more than 20% body weight or otherwise 

appear unhealthy. The AV had previously recommended to the postdoc that they 

should use a log deve loped by another lab on campus that employs nearly identical 
I 

wate r restric tion requirements, wh ich wou ld docu me nt all o f the required monitoring 

parameters . The postdoc stated that instead of using this log, s/he has kept an 

electron ic record for all the mice on wa t er restriction in her/h is "lab no tebook" 

stored on Goog le Drive. This electronic record was subsequently shared wi th the AV 

Obtained by Rise for Animals.
Uploaded to Animal Research Laboratory Overview (ARLO) on 09/15/2020



and found to not contain any information on the health status of the animals. The 

sub -Committee reminded the Pl and postdoc that physical cop ies of reco rds should 

b e kept where the an imals are housed so that they are accessible to the AV and 

ARC staff at all times. 

When asked why the animals did not receive ana lgesia for three days 

postoperatively, as described in the protocol, the postdoc indica ted that 

pos toperative ana lgesics had been genera lly admin istered to animals on ly "as 

needed" (i.e. , based on appearance) a t their previous institution from wh ich they 

had recently lef t. The Chair emphas ized tha t while this may have been the sta ndard 

at the Pl and postdoc's previous insti tution, all researche rs at UCSB are expected 

and required to perform their an imal experiments and procedu res exactly as 

described in the ir UCSB approved IACUC protocol. The protocol did not state that 

animals wou ld receive pos t opera t ive analgesia as needed, rather, that they would 

receive postopera tive analgesia. The Pl mentioned that s/he is looking into the 

possibility of administering pos toperat ive ana lgesics to animals via an oral route 

(e .g., med icate gel). 

With regard to how the Rodent Surviva l Surgery and Postoperat ive Core Log had 

been filled out by the pos td oc, the following issues were noted. 1) The Animal ID#s 

on t he Log d id not ma tch the Cage IDs on the anima l's cage cards , 2) the dura tion 

for which Carpro fen shou ld be administered postoperatively was no t listed, and 3) 

the sect ions where the daily postoperative health checks and ana lgesia 

administrations are documented were not dated or initialed. The Chair reminded 

the Pl and postdoc o f the importance and necessity of keeping complete records 

to document the appropriate performance of anesthesia, surgery, and 

postoperat ive care according to the a p proved protocol. 

On December 13, 2019, the IACUC Chai r presented this investigation report to the 

IACUC at a convened meeting . The Comm ittee confirmed that the reminders given 

to the Pl and postdoc by the IACUC Chair dur ing their mee ting had sufficiently 

communicated the IACUC's expectat ions regardi ng surgical and postoperative 

procedures. The AV confirmed that the required monitoring parame ters for the 
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) 

water-restricted mice are now being recorded in the postdoc's online "lob 

notebook". Additionally, the AV has recen tly begun regv io r checks o f surg ica l 

records for an ima ls housed in the ARC to ensure that they a re properly completed 

and contain the requ ired informa tion. The Pl has yet to subm it a pro toco l 

modificatio n to include ih e p rovis ion of performing surge ry on mice that ore 

unde rgoing water --restri ction. This p ro1ocol is fun ded b y NIH grant 7R0 1 EY024294-05. 

The Comm ittee vo t ed fhat this incident is reportable to bot h O LAW and AAA LAC. 

Finally , the Chair, AV and Coord inato r wi ll be sett ing up a mee t ing in Jan uary with 

a ll animal users in fhe lab early to reinforce ull of the po ints discussed at the 

November 141h mee ting to ensure that the necessary informat ion has been 

commun ic a ted and to emphasize that comp le te compliance with al l asp ects of fhe 

pro toco l and fhe UCSB Animal Use and Care Program must be maintain ed. 

If you have any addi1iona l q uest ions or comments, p lease feel free to con tact us. 

Thank you for your t im e. 

Sincerelv , - - (b)( 6 

Prof . .Joseph ·lncandela 

Institutional Off ic ia l 

Vice Chancello r for Research ' 

CbH4 Chead le Hall 

University of California, San to Barbara 

Santa Barbara, CA 93 106-2050 

incande lo @resea rch.ucsb.edu 

Cc: Dr. Stuar t Feinstein, IACUC Chair 

Dr. Manuel Garcia, Cam pus Vete rinarian 

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

From: 
Sent: 
To: 
Cc: 
Subject: 

OLAW Division of Compliance Oversight (NIH/OD) 
Friday, January 17, 2020 1 :08 PM 
IACUC Office 
OLAW Division of Compliance Oversight (NIH/OD) 
RE: Incident Report for A3865-01 

Thanks for this report, Cb) (6) We will send a response soon . ____ _. 

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

-----Orig inal Message-----
From: IACUC Office <iacuc@lifesci.ucsb .edu> 
Sent: Friday, January 17, 2020 12:26 PM 
To: OLAW Division of Compliance Oversight (NIH/OD) <o lawdco@od.nih.gov> 
Cc: Joseph lncandela <incandela@research.ucsb.edu>; Stu Feinstein <feinstei@ucsb .edu>; Manny Garcia 
<manuel.garcia@ucsb.edu>; Cb) (6) 

Subj ect: Incident Report for A3865-01 

To Whom It May Concern: 

Attached is a letter that details an incident of protocol noncomp liance at the University of California , Santa Barbara 
(A3865-01/D16-00497). The UCSB IACUC has investigated and reviewed the incident. This report includes t he summary 
of the incident, as well as any Committee correct ive actions . 

Please let me know if there are any questions . 

Sincerely , 
(b)(6) 

(b)( 6) 
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