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April 13, 2020 

Dr. Terence Flotte 
Dean, Provost and Executive Deputy Chancellor 
University of Massachu setts Medical School 
55 Lake Avenue North 
Worchester, MA 01655 

Dear Dr. Flotte, 

FOR EXPRESS MAH,: 
Office of Laboratory Animal Welfrue 
6700B Rockledge Drive, Suite 2500 

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

Re: Animal Welfare Assurance 
A3306-01 [OLA W Case 2Y} 

The Office of Laboratory Animal Welfare (OLA W) acknowledges the March 3 1st receipt of your letter 
dated March 4, 2020 reporting a protocol noncompliance at the University of Massachusetts Medical 
School. According to the infonna tion provided, OLA W understands that on February 6, 2020 it was 
detennined that STZ had been injected into a cage of mice. The cage was not properly labeled and it was 
also determined that STZ was not allowed on the protocol. Work on the pro tocol was ~1opped while the 
pending protocol amendment to add the use ofSTZ was under review. The activity was not funded by the 
PHS. 

Corrective and preventive actions included counseling of the PI and the lab staff. An amendment adding 
the use ofS TZ was approved by the IACUC. For-cause audits of the lab will be conducted by the PAM 
including unannounced observations. 

The prompt consideration of this matter by the University of Massachusetts Medical School was consistent 
with the philosophy of institutional self-regulat ion. Similarly, the actions taken to resolve the issue and 
prevent recurrence were appropriate. Although this activity was not PHS funded, the application of the 
standards of the PHS Policy across the animal care and use program reduces any potential appearance of a 
double standard. We apprec iate being informed of this matter and find no cause for further action by this 
office. 

cc: IACUC Chair 

Sincerely, 

Brent C. Morse -S 
Brent C. Morse, DVM 
Director 

Digitally signed by Brent C. Morse •S 
Date: 2020.04.1313 :17:17 ·04'00 ' 

Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
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H University of 
~ Massachusetts 

UMA SS. Medical School 

March 4, 2020 

Division of Compliance Oversight 
Office of Laboratory Animal Wei fore 
National Institutes of Health 
Rockledge I, Suite 260 
6705 Rockledge Drive 
Bethesda, MD 20892 

Dem members of the Division of Compliance Oversight, 

RE: Assurance I/ D 16-00196(A3"306-01) 

l11stim1ional 1\nimal Care: and Use Commim·e (!/\CUC) 
Office of RcS('arch 
University of M.\SS.l<:husc11s Medical School 
55 1~1kc Avenue North 
Worcester, MA () 1655-0002 USA 
508.856.54 16 (office) 508.856.5004 {fax) 

On behalf of the University of Massachusetts Medical School (UMMS), I am submining a repol'I of a recent incident of 
failure 10 adhere to lACUC protocol, A-2564-19. 

On 02/06/20 a technician performing routine cnge changes observed that a group of animals, associated with the above noted 
protocol, were injected with STZ to induce diabetes. The cages were not labeled appropriately and, in the process of 
following up with the Pl, found that the injection of STZ to induce di,1betes was not listed on the currently approved proloclll. 
The IA CUC Chair and Vice-Chair were immediately notified of the noncompliance, and the Pl wns informed that all work 
relating to the procedure must immediately be suspended. The Pl had an nmend111ent under review to add the STZ injection 10 

the protocol; l~~vcr, this 11111cnd111cn1 was no~ pprovcd until the following d,1y, 02/07/20. 

The IA CUC discussed this incident hy full commillee on 02/24/20. At this time, the IACUC elected to not suspend the Pl and 
instead initiuted a for-cause PAM audit with the lab that will include unannounced observations of the lab. These 
observations will be repol'ted 10 the IACUC on a continuing basis. The PAM specialist will initiate the PAM audit with a 
required lnb meeting to discuss the i111po1iance of protocol adherence and the consequences of 11011-comp!iancc. The Pl was 
informed in writing of the serious nature of performing a procedure not approved by IACUC and was wnrncd that any further 
non-compliance or unanticipated events not reported promptly 10 the IACUC may result in suspension of their IACUC 
protocol as determined by the f'ull committee. 

Animal activities described in this report were covered by internal fonds. 

Thank you for your consideration. Pk;ise let me know if you have additional questions. 

(b)(6) C
·· cc l ~ 

. ~ 
Institutional Official 
Oean, Provost and Executive Deputy Chancellor 
University of Massachusetts Mcdic;il School 
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Wolff, Axel (NIH/OD) [E] 

From: 
Sent: 
To: 
Cc: 
Subject: 

OLAW Division of Compliance Oversight (NIH/OD) 
Tuesda , March 31, 2020 9:29 AM 

(b)(6) 

OLAW Division of Compliance Oversight (NIH/OD) 
RE: Assurance D16-00196 (A3306-01) Final Report 

Thank you for th is report, (b) (6) We will send a response soon. ,__ ___ .... 
Axel Wo lff, M.S., D.V.M. 
Deputy Director, OLAW 

From: (b) (6) 

Sent: Tuesday, March 31, 2020 9:09 AM 

(b)(6) 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od .nih.gov> 

Cc: ________________________________ _,a 

Subject: RE: Assurance 016-00196 (A3306-0l) Final Report 

To whom it may concern, 

Please find the attached final report for IACUC protocol A-2564-19. The init ial incident was reported on 2/12/20. I am 
filing this on behalf of the Univers ity of Massachusetts Medical School Institutional Official, Dean Flotte, assurance #D16-

00196 (A3306-01). 

Please contact me with any questions. 

Sincerely, 

(b)(6) 

(b)(6) 

1 
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Wolff. Axel (NIH/OD) [E] 

From: 
Sent: 
To: 
Cc: 
Subject: 

OLAW Division of Compliance Oversight (NIH/OD) 
Wednesday, February 12, 2020 1 :18 PM 

(b)(6) 

OLAW Division of Compliance Oversight (NIH/OD) 
RE: Assurance D16-00196 (A3306-01) Preliminary Report 

J1 1 /\ \ ·'0 - :;y 
C C><; 

Thank you for this preliminary report. We will open a new case file and look forward to receiving the final report from 
the 10 after the IACUC has completed its investigation. 

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

From: (b) (6) 

Sent: Wednesday, February 12, 2020 12:48 PM 

(b)(6) 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> 

Cc: -------------~-------------------....J Subject: Assurance D16-00196 (A3306-01) Preliminary Report 

To whom it may concern, 

I am submitting a preliminary report on behalf of the University of Massachusetts Medica l School Inst itutional Official, 

Dean Flotte, assurance #D16-00196 (A3306-0l). 

1. IACUC protocol A-2564-19 : On 02/06/20 an animal medicine technician performing routine cage changes noted 
that a group of animals associated with the previously noted protocol were injected with STZ to induce diabetes. 
The technician noted that the cages were not labeled appropriately and, in the pro cess of following up with the 
Pl, found that the injection of STZ to induce diabetes was not listed on the currently approved protoco l. The 
IACUC was immed iately notified of the noncompliance and the Pl was informed that all work relating to STZ 
could not be performed. The Pl did have an amendment under rev iew to add the STZ injectio n to induce 
diabetes, however this amendment was not approved until 02/07 /20 . This incident will be discussed by the 
IACUC at an upcoming meeting and a final report will be submitted thereafter. 

Please contact me with any questions. 

Sincere ly, 
(b)(6) 

(b)(6) 

H Office of Research 
UMASS . 55 Lake Avenue North, Suite S1 -859 
;'t:i::t Worcester MA 01655 -0002 
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