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DEPARTMENT OF HEALTH & HUMAN SERVICES PUBU C HEALT H SERVICE 
NATIONAL INSTITUTES OF HEALTH 

FOR ll$ POSTAi.SERViCE om !VERY: 
Office of Laboratory Animal Welfare 
6700B Rookledge Drive, Suite 2500, MSC 6910 
Bethesda, Maryland 20892-69 I 0 
Home Page: http://grants.nlh .gov/gran ts/olaw/olaw.h tm 

July 17, 2019 

Dr. Theodore F. Taraschi 
Vice President for Research 
Thomas Jefferson University 
I 020 Walnut Street, .__><_4) __ 

Philadelphia, PA 19107-5587 

Dear Dr. Taraschi , 

FOR EXPRESS MAH .. : 
Office of Laboratory Animal Welfare 
67008 Rockledge Drive, Suite 2500 

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

Re: Animal Welfare Assurance 
A3085-0l [OLA W Case II] 

The Office of Laboratory Animal Welfare (OLAW) acknowledges receipt of your June 11 and 27, and 
July 11, 2019 letters reporting three serious deviations from the provis ions of the Guide for the Care and 
Use of Laboratory Animals at Thoma s Jefferson University, following up on an initial telephone report 
on March 29, 2019. According to the information provided , OLA W understands the following about the 
incidents and the corresponding corrective actions: 

I) Two mice died of starvation. A change in husbandry procedures had been made whereby clean 
cages are no longer loaded with food prior to use but have speciali zed diets added once the cage 
is put into use. It is believed that this change led to the incident. 

Corrective action: Signs have been placed in the animal room reminding husbandry and research 
staff to add food to cages before placing them on the rack. The husbandry staff was counseled to 
double check all cages for food and water. 

2) An investigator using a biohazardo us agent failed to note this in the protocol, failed to receive 
approval from the Institutional Biosafety Committee (IBC), and failed to label the cages with 
biohazard warnings. The Principal Investigator (Pl) claimed he had not received appropriate 
training on the biohazard policies. 

Corrective action: The work was stopped and the PI submitted a request for IBC approval. The 
approval was obtained, the PI and staff were retrained , all animal users were reminded about the 
institutional biohazard procedures, institutional efforts are underway to improve trainin g for new 
investigators, and a new protocol management system will be implemented which allows flagging of 
hazards. 

3) One litter of mice died and another was wet but survived after their cages flooded . A 
condensation switc h had failed and this caused water to accumulate in the ceiling and flooded the 
rooms below. 

Corrective actions: Repairs were made to the ceiling to allow water to drain and to access the 
plumbing and new condensation switches were installed. All other switches were checked and a 
preventat ive maintenance program has been implemented. 

Obtained by Rise for Animals. Uploaded 08/07/2020



Page 2 -· Dr: Taraschi 
July 17, 2019 
OLAW Case A3085-J I 

Based on its assessment of these explanations, OLA W understands that measures have been implemented 
in each situation to correct and prevent recurrence of the problem. OLA W concurs with the actions taken 
by the institution to comply with the PHS Policy on Humane Care and Use of Laboratory Animals. 
Please remember to always state the species involved (#2) and to provide the grant number(s) of any 
projects supported by NIB or NSF. Thank you for informing OLA W about these matters. 

cc: IACUC Chair 
IACUC Regulatory Affairs Manager 

Sincerely, 

(b)(6) 

Axel Wolff, M.S., D.V.M. 
Deputy Director 
Office of Laboratory Animal Welfare 
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Jefferson 
Philadelphia University+ 
Thomas Jefferson University 

July 11, 2019 

-

Brent Morse, OVM, DACLAM 
Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare (OLA W) 
Nat iona l Institutes of Health 
67008 Rockledge Drive, Suite 2500, MSC 6910 
Bethesda , MD 20892 

Dear Dr. Morse, 

1020 Locust Street 
Alumni Hall, Suite M-41 F 
Phlladelphia, PA 19107 
T 215-955,3900 
F 21 S-955-4050 

Thomas Jefferson University, in accordanc e with Animal Welfare Assurance #DJ 6-0005 I (A3085 -0 l and PHS 
Policy lV.F.3., provides this report of an adverse event regarding Animal Use Protocol #01727 . The species on this 

rotocol is mouse. This incident was first re orted to OLAW via a phone call made on March 29, 2019 by )(6) 
(b)(6) 

On the. evening of February 13, 20 19, an authorized animal user was providing care to his animal colony in the 
vivarium when he noticed an abundance of water on the floor in one of the common hallways. He immediately 
inforn1ed the Clinica l Veterinarian. The Clinica l Veterinarian, in turn, contacted one of the animal vivarium 
supervisors who notified Jefferson Facility Services of the issue. Facility Services was immed iately dispatched to 
the scene and after assess ing the problem, discovered that a condensation switc h in the animal room had 
malfunctioned, causing an accumulation of water in the ceiling and subseque ntly, minor flooding in the vivarium. 
Facility Services shut down the broken condensation switch and contacted animal facility staff to report that the 
issue had been resolved . Unfortunately, Facilities failed to also turn off another correspo nding condensation line, 
causing more water to enter the vivarium th roughout the night. The next morning, animal care staff arrived to the 
facility and discovered that three animal housing rooms in total were affected by the flooding. Most of the animals 
were unaffected; however, two cages, each with pups and a dam, experienced flooding in the ir respective cages. 
The Clinical Veterinarian attempted to revive the affected animals and was successfu l in resuscitati ng one oftbe 
litters but, regrettably, the other litter was unable to be saved. 

Before beginning repairs on the condensation switch, Facilities first drilled a small hole in the ce iling to allow the 
amassed water to sufficiently drain. Next, an access hatch was installed in the ceiling to allow for easier accessibil ity 
to the ove rhead plumb ing. Spackling and repainting of the damaged ceiling was also perfonned. New condensation 
switches were purchased and installed on April 30, 2019. Presently, all condensation switches throug hout the 
vivarium are being checked and replaced as needed. A robust program of preventative maintenance has been 
instituted by the Insti tution to prevent similar events from occurring in the future. 

Thomas Jeffer son Univers ity is committed to protecting the welfare of animals used in research and appreciates the 
guidance and ~ssls.t.an_ce m:otldd b.x...OLAYLin..thjsJ_e!!.atd._Should vouJiave aQV a11estioo.s_ref!.llrdi11Uhis r_enoct 
please contact 1,.Cb_>_<6> _________________________________ _ 

Thank you for your time and consideration. 

Sincerelv 
(b)(6) 

Theodore F. Taraschi, Ph .D. 
Senior Associate Provost for Research Conduct and Compliance 
Institutional Official 
Thomas Jefferson University 

HOME OF SIDNEY KIMM El MEDICAL COLLEGE 
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Morse, Brent (NIH/OD) [EJ 

From: 
Sent: 
To: 
Cc: 
Subject: 

OLAW Division of Compliance Oversight (NIH/OD) 
Monda ~ ~ 15, 2019 12:39 PM 
(b)(6) OLAW Division of Com liance Oversight (NIH/OD) 
Theodore Taraschi; )(6) ------
RE: [A3085-01] TJU Final Report - 190330 

Thank you fo r this fi nal report )(6) We will send an offic ial response soon. ___ _. 

Brent C. Mors e, DVM, DACLAM 
Director 
Division of Compliance Oversight 

Office of Laboratory Animal Welfare 
National Instit ut es of Health 

Best regards, Brent Morse 

Please note that this message and any of its attachments are intend ed for the named recipi ent(s) only and may contai n 
confidential, protected or privileg ed infor mation t hat should not be distributed to unautho rized individ uals. If you have 
received th is message in error, please contact the sender. 

From:P,> (6) 

Sent: ~ c-ond-n ..,..a_y_,, July 15, 2019 8:17 AM 

To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.ni h.gov> ~~ -- --=:,__---------------, Cc: Theodore Taraschi <Theodore.Taraschi@jefferson.edu>;CbH6) 
Subject: [A3085-01] TJU Final Report - 190330 ,__ _______________ ___. 

Dear Dr. Morse and the Office of Laboratory Animal Welfare, 

On behalf of Dr. Theodore Taraschi, Institutional Official, I am writing to provide the final report for an incident of 
noncompliance at Thomas Jefferson University. Please see attached . This is the last final report of the three that were 
preliminarily reported on March 29, 2019. Please don't hesitate to contact us if you have any questions, concerns, or 
comments. 

Jefferson 
Phl~d qlpltln Unlva,~hy • 

Tl\olllbl Jtl (~1ion Urilve<sl\y 

(b)(6) 

Report Compliance Concerns Anonymously: 1-833-0NE -CODE (663-2633) or !f;]ferson .MyComojianceReport.com 

1 
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The informadon c.ommned 111 tlus llm1smiss1011 concams privileged and conJidential inform~tlon. It is i11tended only for the use of the person named 
,1bove . lfyou <1re 1101 the ,me nded reclpl.em, yot1 are hereby no1tlied tlwl any review, dissemination, rlistribulion or duplicmion of 1h1s communlcaiJon 
is strictly p1·ohihited. If you ~re nol the inrontlc,d r~cip1e11r, please contac t the sender by reply t>mall :tncl destroy all copies 01 the orig,n~I message . 

C/\UTlON: ln!e11ded recipients should NOT use email communication fol' c111e1·3en1 or urgent hc,1llh c:1re matt1~rs. 
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Jefferson 
Philadelph ia Unlv111sfty + 
Thomas Jefferson University 

June 27, 2019 

Brent Morse, DVM, DACLAM 
Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare (OLA W) 
National Institutes of Health 
6700B Rockledge Drive, Suite 2500, MSC 6910 
Bethesda, MD 20892 

Dear Dr. Morse, 

1020 Locust Street 
Alumni Hall, Suite M-41 F 
Philadelphia, PA 19107 
T 215•955-3900 
F 215-9S5-4050 

Thomas Jefferson University, in accordance with Animal Welfare Assurance #D16-00051 (A3085-0l) 
and PHS Policy IV.F.3. , provides this report of noncompliance regarding Animal Use Protocol #01830. 
The species on this protocol is mouse. This incident was first reported to OLA W via a phone call made 
on March 29, 2019 by H6) -------------------
While reviewing the PI's protocol for its triennial review, one of the reviewers noticed that the PI 
mentioned use of adeno-associated virus (AA V) in one of his proposed experiments. However , the PI had 
not included this biohazard in the "Hazards" section of the animal use protocol where it should have been 
appropriately placed, nor had he attached the required Institutional Biosafety Committee (IBC) 
documentation indicating authorization to use AA V. The reviewer immediately brought this matter to the 
attention of the TACUC Specialist for further investigation. Upon investigation, it was found that the PI 
had never acquired the proper IBC approvals to utilize this biohaz.ardous substance. The PI informed the 
IACUC Specialist that he was not using the biohazard at the present time but had done so in the past year. 
Additionally . it was found that the label s that should be placed on cages with hazards to caution animal 
users were not used, potentially placing animal care staff at risk. The PI stated that he did not purposely 
ignore the rules and guidelines for working with hazardous materials in the vivarium, but rather that he 
was unaware of the proper procedures to follow because he was never formally trained. 

The PI was instructed to immediately cease all experimentation involving AA V and contact the 
Insti tutional Biosafety Officer to begin the process of acquiring all necessary IBC approvals in order to 
use this hazard in future experiments . The PI submitted all required paperwork and his request to utilize 
AA V was officially approved by the IBC on March 26, 2019. 

In an effort to avoid such issues from occurring in the future, the PI and his staff member underwent 
hazard usage retraining in the animal vivarium on March 19 and March 27, respectively, and are now fully 
aware of the proper procedur es. The severity of t1'e infraction and the need to prevent such incidents in 
the future was also emphasized to all involved parties. 

Further , as a precautionary measure, the IACUC Office sent out a broadcast e-mail to all animal users at 
the Institution to remind them of the mandatory procedures that need to be followed when working with 
hazardous materials in the vivarium. 

HO ME OF SIDNEY KIMMEL MEDICA L COLLEGE 
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Additionally, the IACUC, the Office of Animal Resources, the Institutional Biosafety Officer, and other 
institutional parties have begun exploring options of how to better communicate important information 
such as this to new faculty at the Institution. The possibility of a brief in-person infonnational session with 
new principal investigators is being explored. 

Finally, the Institution is in tJ:ie process of contracting a new protocol management system. This system 
is expected to include a mechanism by which hazards and chemicals are flagged if the appropriate 
approvals have not been obtained and documented alongside the IACUC animal use protocol. Such a 
feature will provide the IACUC, the IACUC Office, and the IBC an efficient and straightforward means 
of ensuring compliance. 

Thomas Jefferson University is committed to protecting the welfare of animals used in research and 
appreciates the guidance and assistance pr~ided QY. OL~~ n thi~regard. Should vou have anv_gue tions 
~3Z~in U hlL.t:..eDO)l._ olease C.Q!lU!,C.Ll u) (6) __________________ __, at 

Thank you for your time and consideration. 

Sincerely. 
1,)(6) 

Theodore F. Taraschi, Ph.D. 
Senior Associate Provost for Research Conduct and Compliance 
[nstitutional Official 
Thomas Jefferson University 
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Wolff, Axel (NIH/OD) [EJ 

From: 
Sent: 
To: 
Cc: 
Subject: 

OLAW Division of Compliance Oversight (NIH/OD) 
Friday:, June 28, 2019 7:20 AM 

(b)(6) 

OLAW Division of Compliance Oversight (NIH/OD) 
RE: [A3085-01] TJU Final Report - 190329 

Thank you for this report, (b) (6) We will send a rep ly soon. ____ ... 
Axel Wolff, M.S., D.V.M. 
Deputy Director, OLAW 

From:(b)(6) ________________ ____, 

Sent: Thursday , June 27, 2019 4:52 PM 
To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> ""',L<: ___ .aa,.. ______________ _ 

Cc: Theodore Taraschi <Theodore.Taraschi@jefferson.edu> ; (b) (6) 
____________________ _, 

Subject: [A3085-01] TJU Final Report - 190329 

Dear Dr. Morse and the Office of Laboratory Animal Welfare, 

On behalf of Dr. Theodore Taraschi, Institutional Official, I am writing to provide the final report for an incident of 
noncompliance at Thomas Jefferson University. Please see attached. The preliminary report was made on March 29, 
2019. Please don 't hesitate to contact us if you have any questions, concerns, or comments. 

Sincerely, 
i(b)<~ 

Jefferson 
Phi~d•lphlo.UnlvtnUy. 
l'homu JtfkrsOfl·Un{versl(y 

(b)(6) 

Report Compliance Concerns Anonymously: 1·833-0NE·CODE (663-2633} or .f.!gff_erson.MyComplianceReport.com 

The information contained in this transmission contains pl'ivileged and confidential information. It is intended only for the use of the person named 
above. If you are not the intended recipient. you are hereby notified that any review, dissemination, distribution or duplica tion of this communication 
is strictly prohibited . If you are not the intended recipient, please contact the sender by reply email and desh·oy all copies of the original message. 

CAUTION: Intended recipient5 should NOT use email communication for emergent or urgent health care matters . 

1 
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Jefferson 
Philadelphia University+ 
Thomas Jefferson University 

Junell,2019 

Brent Morse, DVM, DACLAM 
Director, Division of Compliance Oversight 
Office of Laboratory Animal Welfare (OLA W) 
National Institutes of Health 
6700B Rockledge Drive, Suite 2500, MSC 6910 
Bethesda, MD 20892 

Dear Dr. Morse, 

1020 Locust Street 
Alumni Hall, Suite M-41F 
Philadelphia, PA 19107 
T 215-955-3900 
F 215•9 55-4050 

Thomas Jefferson University, in accordance with Animal Welfare Assurance #DI 6-0005 I 
(_A3085-0l) and PHS Policy IV.F.3., provides this report of an incident involving Animal Use 
Protocol #02034. The species on this protocoJ i~ouse_Jh.is inci.den~as firs r..eoOJ:te_d_to O W 
via a phone call made on March 29, 2019 by (b) (6) -------------------
On January 21, 2019, one of the animal vivarium supervisors notified the Pl that a cage of his 
animals had expired due to apparent starvation. An animal caretaker found the two animals in a clean 
cage with the cage hopper devoid of food. The Pl's laboratory manager brought this matter to the 
attention of the IA CUC Specialist on January 29, because it was her belief that Laboratory Animal 
Services (LAS) was at fault since she stated that this cage consisted of naYve animals that had not yet 
been utilized for experimentation. An investigation into the matter was immediately launched, and 
both staff members of the Pl's laboratory and also animal care staff were interviewed to try to 
determine the root cause of the incident. Ultimately, the investigation did not yield a conclusive 
answer. 

This issue may have arisen as a result of a recent change to the procedures for acquiring new cages. 
Traditionally, clean cages were loaded with feed prior to use. A change occurred that resulted in 
multiple diets being used in the room, requiring that the appropriate feed be manually added to the 
cage by the responsible individual upon placing the cage in use. It is likely that this recent change 
contributed to this event. 

In an effort to avoid such issues from occurring in the future, LAS posted prominent signage in the 
room to remind both the Pl's research staff and the LAS care staff to add feed to the hopper before 
placing a new cage on the animal vent rack. Also, the Director of the Office of Animal Resources 
reminded the staff responsible for servicing the room to double-check that all animals in the room 
have been provided adequate food and water. 

Thomas Jefferson University is committed to protecting the welfare of animals used in research and 
appreciates the guidance and assistance provi_ded b OLA W in this regard. Should you have any 
questions re_,garding_this reoort olease contact (b) (6) at 

~ )(6) 

Thank you for your time and consideration. 

S.in.cerel'il_ .~ ,--------. 
(b)(6) 

Theodore F. Taraschi, Ph.D. 
Senior Associate Provost for Research Conduct and Compliance 
Institutional Official 
Thomas Jefferson University 

HOME OF SIDNEY KIMMEL MEDICAL CO LLEGE 
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Morse, Brent (NIH/OD) [E] 

From: 
Sent: 

OLAW Division of Compliance Oversight (NIH/OD) 
Mond a , July 15, 2019 12:35 PM 

To: H6) OLAW Division of Compliance Oversight (NIH/OD) 
Cc: Theodore Taraschi; > (6) ------Subject: RE: [A3085-01] TJU Final Report - 190328 

Thank you for this final repor (b)(6) We will send an offic ial response soon . ----
Best regards, Brent Morse 

Brent C. Morse, DVM, DACLAM 
Director 
Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
National Inst itutes of Health 

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 informat ion that should not be distributed to unauthorized ind ividuals. If you have 
received th is message in error, please contact the sender. 

From: (b)(6) ------------------Sent: Monday, July 15, 2019 8:17 AM 

To: OLAW Division of Compliance Oversight (NIH/OD) <olawdco@od.nih.gov> ,,.-_~--__;;;---------------, Cc: Theodore Taraschi <Theodore .Taraschi@jefferson.edu>; (b) (6) --------------------Subject: [A3085-01) TJU Final Report - 190328 

Dear Dr. Morse and the Office of Laboratory Animal Welfare, 

On behalf of Dr. Theodore Taraschi, Institutional Official, I am writing to provide the final repo rt for an incident of 
noncompliance at Thomas Jefferson University. Please see attached. The preliminary report was one of three made on 
March 29, 2019. Please don't hesitate to contact us if you have any questions, concerns, or comme nt s. 

Jefferson 
Phll~det phla Untvc tslly • 
Thon1a1 Jt fltt! Oll Unlve<slly 

(b)(6) 

Report Compliance Concerns Anonym ously: 1 ·833 -0NE·CODE (663-2633) or Jefferson. MyCompfiancel/eport.com 

1 
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The information com,:uned 1n tlus tr::msrnission c:ontnins privileged ,md conitdcutial 111formatiun. lt is Intended only for the useoflhe persou n.\med 
;il.>ove. If you are oot 1.hc ime11cled reclpicm. yo11 arc hereby nottne<l t lrnt any review, cHssen1111aclon, cllst1ibution or duplicat ion of t11is commu 111calion 
is strictly pn,hibke<l. lf y<>u :irn not lhe Intended recipient, please contact u,e sender by reply cn11.1ll and dcstn>y ,111 co pie:; <)f the ong,nal nies:mge. 

CAUTION: Intended 1·cci1>ie11ts should NOT use email c:onl1m1nication for cmc1·gc111 or urgent hcalU1 c:~re m:mcr$. 

2 
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, 

Date: ¥ 
I 

M •• ' , °)4 _; -~ ... - : . ( -, 
Name of Person reportin : (b)(6) 

Telephone #: (b)(6) 

Fax#: 
Email: 

Name of Institution: 
Assurance number: 

Initial Report of Noncompliance 

By:~ 

Time: { 2.; 0r.:> 

Did incident involve PHS funded activity? t.JoJ -<,, ,,,..,,, ?'• ~ 
Funding component: ___ _ 
Was funding component contacted (if necessary): _ _ _ 

W11at happened ? 
--1) 2 ~ I CL .:hv ,,.µ.,J v ,:io...-:d ,; ,~ J, . 

./ 2.) s~ ,-..... ,µ;,v, l.rvA.,,, , 'l,.V ~ ~ /J. o c_..fo,lc - ..... :,,..>, 3 ..-t< -0,~\.,) ~j.! a.., .c~J) ... ·' £ { ,.,.,p.1 .l ~j 
✓ I .. / ~ a ~ ~ ~) B. t,.o,"-<'!lA,1 ....,...J ,<.~. ,c )) ...,,,...s;,'f t-Me.-~.,(, &>-'h c..~? "', .:,•1 ,, '\ , . .,,, ,. ,'- J ,-: 1,.0 ' ). L! C 

O 1
_,,, 

1 
• , _ ( 

Spec ies involved: ;v/1 c,e., ' 

Personnel involved: 
Dates and times: 
Animal deaths: 

Projected plan and sched ule for correction/prevention (if known): ___ _ ____ _ 

) /2e.J<.".:._, rt.,_[,-, r,,-, ,- ,,fi .,-_,.,,(' ,.,; / / ( 

,!_) 1- .,., .,o. ~ e, 1<.t_r;..,,,._..,:., .J..,(),.. c •-t:L~. ,;:.c,,4/ » (>:( ;, ~~ ... t,(,1'' r .... ": . } ✓v'L,,0.k~ ,1 ~ P)-: . . 
Proje cted subm1ss10n to OLA W of final report from Institutional Official : 

OFFICE USE ONLY 
Case# ---- -
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