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PUBLIC HEALTH SERVICE 
NATIONAL INSTITUTES OF HEALTH 

FOR us POSTAL SERVICE DELIVERY: 
Office of Laboratory Animal Welfare 
6700B Rockledge Drive, Suite 2500, MSC 6910 
Bethesda, Maryland 20892-6910 
Hww:.£.ui:: http://grants.nih.gov/grants/olaw /olaw.htm 

October 10, 2018 

Dr. Jane Schuh 
Vice President for Research and 
Creative Activity 

North Dakota State University 
173 5 NDSU Research Park Drive 
Fargo, ND 58105 

Dear Dr. Schuh, 

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

Bethesda, Maryland 20817 
�: (301) 496-7163 
�: (301) 402-7065 

Re: Animal Welfare Assurance 
#A3244-0l (OLA W Case L) 

The Office of Laboratory Animal Welfare (OLA W) acknowledges receipt of your letter dated August 18, 
2018, reporting noncompliance with the PHS Policy on Humane Care and Use of Laboratory Animals at 
North Dakota State University. According to the information provided, OLA W understands that on May 
19, 2018 a mouse was found dead in its box that did not contain a water bottle. Records indicated that the 
animals had been observed the previous afternoon and all boxes had a water bottle. An email was sent to 
all animal facility users reminding them they are not to interfere with animals outside of their own research 
projects and the group was also reminded to notify facility personnel if they observe any abnormalities 
within the facility. It is understood that this mouse was assigned to an activity supported with PHS funds. 

Based on the information provided, OLA W is satisfied that appropriate actions have been taken by North 
Dakota State University to provide corrective measures and prevent recurrence of this noncompliance. We 
appreciate your cooperation in this matter and find no cause for further action by this office. 

cc: IACUC Contact 

Sincerely, 

Brent C. Morse, DVM 
Director 
Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

..... ♦,ll',,a 

PUBLIC HEALTH SERVICE 
NATIONAL INSTITUTES OF HEALTH 

FOR US l'OSTAL SERVICE DELIVERY: 
Office of Laboratory Animal Welfare 
6700B Rockledge Drive, Suite 2500, MSC 6910 
Bethesda, Maryland 20892-69 l 0 
Home Page: http://grants.nih.gov/grants/olaw /olaw.htm 

October 10, 2018 

Michael A. Budkie, A.H.T. 
Executive Director 
SAEN 
1081-B St., Route 28 PMB 280 
Milford, Ohio 45150 

Re: North Dakota State University 

Dear Mr. Budkie, 

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

Bethesda, Maryland 20817 
�: (301) 496-7163 
�: (301) 402-7065 

The Office of Laboratory Animal Welfare (OLAW) has completed its investigation regarding the 
allegations by Stop Animal Exploitation Now! concerning North Dakota State University as contained in 
your August 5, 2018 document to our Office. Background information was reviewed and interviews 
conducted. OLAW has determined that one incident on May 19, 2018 involving one mouse, assigned to a 
PHS-funded activity, found dead in its cage without a water bottle met the criteria for reporting to our 
Office. OLA W agreed with the corrective and preventive actions implemented at the time of the 
occurrence. The institution now understands the requirement for the reporting of such incidents to OLA W. 
The investigation did not confirm that any additional allegations contained in your August 5, 2018 
document met the criteria for reporting to our Office. 
OLA W shares your concern for the welfare of laboratory animals. We find no cause for further action by 
this office at this time. 

Sincerely, 

Brent C. Morse, DVM 
Director 
Division of Compliance Oversight 
Office of Laboratory Animal Welfare 
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Morse, Brent (NIH/OD) [E] 

From: 

Sent: 

Michael Budkie <saen@saenonline.org> 
Sunday, August 05, 2018 3:33 PM 

To: 

Cc: 

Brown, Patricia [OLAW] (NIH/OD) [E]; Morse, Brent (NIH/OD) [E] 
collins@nih.gov 

Subject: Official Request for Investigation 

SA�N 
Stop Animal E.-xploitation NOW! 

Dr. Patricia A. Brown VMD, Director, 
Director, 
Office of Laboratory Animal Welfare (OLA W) 
National Institutes of Health 
Institutes of Health, 
RKL 1, Suite 360, MSC 7982 
Rockville Pike 
6705 Rockledge Drive 

Bethesda, Maryland 20892 
Bethesda, MD 20892-7982 
francis. collins@nih.gov 
Via Email: brownp@od.nih.gov 

Dr. Brent Morse, Director 
Division of Compliance Oversight. 
Office of Laboratory Animal Welfare 
RKLl BG RM 3615 
6705 Rockledge DR 
BETHESDA, MD 20817 
Via Email: brent.morse@nih.gov 

Dr. Collins, Dr. Brown, Dr. Morse, 

8/5/18 

Dr. Francis Collins, 

Office of the Director, 
National 

9000 

Via Email: 

I am writing to you today relevant to the North Dakota State University (NDSU). There are several 
issues which are relevant to the humane care and use of animals, relevant to PHS policy, reporting of non
compliances, etc. which must be addressed. 

As you know, PHS Policy, IV.F.3, requires that: 

"The IA CUC, through the Institutional Official, shall promptly provide OLA W with a full explanation of the 
circumstances and actions taken with respect to: 
a) any serious or continuing noncompliance with this Policy; 
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b) any serious deviation from the provisions of the Guide ffor the Care and Use of Laboratory Animals]; or 
c) any suspension of an activity by the IACUC." 

These reporting requirements are further elucidated in this text from the Office of Laboratory Animal Welfare 
website: 

Examples of reportable situations: 

• conditions that jeopardize the health or well-being of animals, including natural disasters, accidents, 
and mechanical failures, resulting in actual harm or death to animals; 

• conduct of animal-related activities without appropriate IA CUC review and approval; 
• failure to adhere to IA CUC-approved protocols; 

• implementation of any significant change to IA CUC-approved protocols without prior IA CUC 
approval as required by IV.B. 7.; 

• conduct of animal-related activities beyond the expiration date established by the IA CUC (note that a 
complete review under IV.C is required at least once every three years); 

• chronic failure to provide space for animals in accordance with recommendations of the Guide 
unless the IACUC has approved a protocol-specific deviation from the Guide based on written 
scientific justification; 

• participation in animal-related activities by individuals who have not been determined by the IACUC 
to be appropriately qualified and trained as required by IV.C.l.f; 

• failure to monitor animals post-procedurally as necessary to ensure well-being (e.g., during recovery 
from anesthesia or during recuperation from invasive or debilitating procedures); 

• failure to maintain appropriate animal-related records (e.g., identification, medical, husbandry); 

• failure to ensure death of animals after euthanasia procedures (e.g., failed euthanasia with CO2); 

• failure of animal care and use personnel to carry out veterinary orders (e.g., treatments); 

The OLA W website also provides guidance regarding the timeframe for reporting: 

Time Frame for Reporting 

Institutions should notify OLAW of matters falling under IV.F.3 promptly, i.e., without delay. Since IV.F.3 
requires a full explanation of circumstances and actions taken and the time required to fully investigate and 
devise corrective actions may be lengthy, OLA W recommends that an authorized institutional representative 
provide a preliminary report to OLA W as soon as possible and follow-up with a thorough report once action 
has been taken. Preliminary reports may be in the form of a fax, email, or phone call. Reports should be 
submitted as situations occur, and not collected and submitted in groups or with the annual report to OLA W. 

It is clear that the North Dakota State University, should potentially be reporting on a wide range of non
compliance issues because according to the NIH website, this facility has over $4 million in active NIH grants. 
This is particularly relevant to NDSU because over the 2017 - 2018 period the facility apparently received NIH 
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funding relevant to animal experiu1ents which reported compliance issues tu their own Institutional Animal 
Care and Use Committee. Therefore NDSU should definitely be reporting non-compliances to the NIH's Office 
of Laboratory Animal Welfare. 

As you may know, SAEN consistently files FOIA requests with OLA W to obtain ALL correspondence 
in which U.S. labs report failures to comply with PHS policy on animal care & use, the requirements for this 
reporting are listed above. SAEN has consistently been filing FOIA requests for documents relevant to NDSU 
since March of 2014. Therefore we should have a large file of non-compliance reports filed by NDSU with 
OLAW, however we have received a total of seven reports. Of these reports only three are relevant to incidents 
for 2017 or newer. Our FOIA requests to NIH/OLAW for which we have received documents cover a period 
up through 2/JLS/18. 

SAEN has filed a public records request with NDSU, and we have obtained multiple non-compliance 
reports. These reports include six wbic occuued during 2017, and three which occurred during 2018. While 
the 2018 reports occurred later than the period covered by our last FOIA request, it is clear that potentially all 
of the 2017 reports should have been covered. 

Of the 2017 Internal NDSU reports, three are relevant to a roject for which the Principal Investigator 
(PI) is Amanda Brooks, while at the same time, the NIH website shows funding for a PI at North Dakota State 
University with the name Amanda Brooks. The NIH website also shows funding for a PI at NDSU named 
Estelle Leclerc and this name also appears on the NDSU non-compliance reports which we have obtained. In 
several cases the reports themselves discuss NIH funding (i.e. for Pis atie Reindl and Jane Schuh). So it is 
fairly clear that at least some of the incidents listed in the NDSU non-compliance reports which we have 
obtained should have been (should be) reported to the OLAW office at NIH due to both the nature of the 
compliance issues ( deaths following convulsions, death following oral gavage, anesthetic deaths, death due to 
dehydration, death following surgery, etc.) and the potential connection to NIH funded projects. 

If we operate under the assumption that all, or at least the majority of these incidents, should have been 
reported to OLA W, and it appears that these reports were not made, there can only be two possibilities. Either 
the NIH has violated the requirements of Freedom oflnformation Act, or North Dakota State University has 
failed to make even a single report during that period relevant to the non-compliances listed in these reports. 
My experience with the National Institutes of Health's FOIA system has always been a positive one. The NIH 
FOIA staff is highly professional and extremely proficient at their work. Overall, my experience in working 
with them has been extremely positive, I have no complaints. 

If there had been only one incident of non-compliance, it might be possible to assume that it was simply 
overlooked. However, since NDSU has had enough non-compliances to result in mine internal non-compliance 
reports, the only conclusion that can be reached is that NDSU has engaged in a consistent and deliberate pattern 
of non-reporting. This is nothing short of an intentional cover-up by North Dakota State University. 

In light of the clear and irrefutable information which we have provided, I am hereby officially calling 
on your offices to initiate an investigation into the failure of the North Dakota State University, to report these 
incidents to the Office of Laboratory Animal Welfare. And, since it is clear that this institution has failed 
utterly to fulfill the responsibilities which are required to maintain an Animal Welfare Assurance, I hereby also 
call upon your offices to immediately terminate the Animal Welfare Assurance of North Dakota State 
University, thereby also terminating all NIH funding for animal based research projects at this institution. 

I have attached the relevant NDSU non-compliance reports from North Dakota State University, and I 
will look forward to the resolution of these matters by OLAW. 

I look forward to hearing from you in the near future about this matter. 

Sincerely, 

Michael A. 

Budkie, A.H.T., 
Executive 
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Director, SAEN 

Attachments: 9 Files containing internal North Dakota State University non-compliance reports 

1081-B State Route 28 #280 Milford, OH 45150 
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mmu1gerl and comxred: 

Proride. a description of the 
preventative acrio11s taken to 
ensul'e that this type of event 
or problem does not occur tn 
th jimir : 
Repon snbmitred �: 

interest oftlle ini e and we di$couti11ued the pr(lt'edure for the 
remamiug m.ice. We also took the two mice to the vet 
diagnostic lab as the deaths were s\lspiciou,;. 

We 1spe1 1cled. our bteecli11g protocol and will not res1une mif1l 
it can be detennined the cmLse ofdris ncl\·�r'>e e\"�nt. 

Dr. Amanda Brooks 
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Fronu 
TO: 
Sobj c t :  Adve•�e Ew,nf. Repr,., l 

D n tc: W,:dm::v./�•r., J,.11; 19, 20 1 7  � : 19 :-'11$ AM 

Date of Event/Problem: 
Prii, c/p(ll Im·estigator: 
D(:"portnw.nt: 
Proto.�ol Numbm· and Title: 

Dato Idewi(red: 
Species �,fAnimal 
Number of .A. 11imals illvolved: 
Location 
Fat(I/ 
Yes 
{[yes, lisf wrerinm ·ftm name 
mid date of consultation. 
ls this event rdawd 10 a 

7 1 1 2 1 7  
DL Amanda Broob 
Phanuace llt ic tll Science-, 
A 1 6022  � "Io,;e-,t1gation of the Role of Gut J\f a robtiot<1 in 
Weigh t Loss Foll owing GA ;;tl'ic By1)A S<, Smgery Using 8 
Humant.zi::cl 11,fon"><: r-.-fodd" 
J,c J .20 1 7  
:tvkn1 se 

Fatal� t 2 
\V<1s a ve terinarian comi1 1ted- l 5 

Dr. Neil Dyer 

Rc!i:1ted 
1�sea1Th P-�'v�r�o�c�o .... ? _____ ___ 
{(fimde.d, lfst tJw spm1sors of 
this projec-t: 
Provi e a  detailefl r, es . riptio11 
of the adverse evem or 
problem: 

Provide a description of how 
th is evenr or problem was 
mmwged and correcti?d: 

Provide a dc.scriptio11 of tire 
p1·ei•1.m ratfr.� actions tnken ro 
(msw·e tlmr rhis rype of evem 
en· pl 'obfem does 1101 occw· in 
rh e.fia11re: 

-fome lrnd been undergoing orn l giwnge proc edure. It li:t1'> 
received mlt i.uiotic <.,  1 1  time'> ,·ia oral gavagc before night of 
death. . !J,rnclnatc '>tm1cn . mjcctccl -rhe 
gavng-e n1 e wit 1 110 sH"uggle from the mow,e. Noticed the 
syringe wouldn"r eject the <, OhHion. She pulled the tub.:: ou! 11nd 
saw a piece of undi<,-.olved antibiotics stuck in tube , The 
motw.:: wa s then <,ct dmvn in ca ge to fix the probl em . A5 soon 
as the mouse \Yil <, put into the cage .  it <.h1rte(l con•,t1 l<.ing an cl 
seizing .. Afo:r about 3 0  <,econds of thi;;, the mouse fell on i ts  
,;,i<le :.md died , Th.: mou-,e -..vii � checked for any bre:'lthing or 
he:ui beating and there wa ,- nothing found , 
Rigl1 t af1 er thc. i.ncidcut occum:d - out.1c i::d me. Dr. 
Amaucla Brooks and explained the sll\1auon , I gtn-c her 
imtructiom to put mom'; i n  fri d�c- ,,.c, nc crop�y could be d one 
ancl ri ls-1..1 to e-ma i l  Dr . Neil Dyer , He imtnic ted her to bring 
moth¢ to diagnMtic hib 1he ll¢Xt tfay nnd he coinple !¢d the 
11.:.;ropsy. Dr. Dyer found nothing �ignificant iu 11ecrnp'>y to 
indic.1te it wn,; a handling or procedurnl i�,;uc.  
Ba sed on l itcra tnn: ri::porto; ri:: ccntly found liuking thi s '.pe,;:ics 
with seizure<,, we arc tl'ying a rnriety of modified enrichment,. 
to decrea<, e the .�t re s.-, of hondling .?ind procedure <, .  Spec ifically. 
\Ve h::ive added addi tion.1 1 bedding to rhe c 8ge rn provide more 
n.:�i iug ma 1eriill ,  We htwe � !so ,,dded irr:.1d ia1ed eu:riclurnmt , ,) 
the c�ics 6 mice that arc ncrvom bnt not actively on the 
l'Ccoloniz;1tion pn t1 of onr pl'Ot(\col . F i 1rnHy. we lrnve gotten 
-,ome long read, twee zer<, de'i-igned for mou�e lrnndling t �, 
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Repon St4bmirred by: 

focilirn 1e catching the micl! and decrease their sh-es.i, pcio1· to 
a1ty pJuoedm·c. 
Dr. Amamln Brooks 
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fron,; 
To: 
St1 bJ,:ct: 

CMS Notifj.;�t ion 

Ad,•er!>!: Ev,ent Report 
Date : Thw 1 ooav, Jtil)' 27, 20 17  9 : 3 0 :24 AM 

Date of Evt�m/Problern : 
Principal Jnvesrigmor: 
Depm ·rmmrt: 
Protocol Number mid Title"· 

Date Trle11 tifi,1d: 
Species of Animal 
Number of A ,i imals i11volved: 
Locati011 
Fatal 
Jes 
Jfyes_, list 1 ·ete1111m 'ian 1 1ame 
a11d da te ,f consrilta rron. 
ls this event related to o 
resanrch · rotocol? 
Jff,mfht, hst t r  sponsol 'S of 
J, fs ·o ·eel: 

Provide a <lerai!e.-t 

Provid,r a desc11ptio11 of lrow 

7/ 19 · 1 7  nucl 7 '2 4il 7 
Dr. Amnnda Brook'> 
Phn mr n ceut ica l  Scienc e;, 
AI 6022 - ' 'lnYc'>tigation of the Role of G11 t .Ivl icrob tiota in 
·we ight lms Following Ga stric Byp,w, Surgc1y Using n 
Humanized l\fou�e Model" 
7 / 1 9 1 1 7  n n d  7.'24/ l i  
C57, BL6 
' 

Snd ro H11 11 -
F atal- 1 2  
\Vt1-<s_a_ ve te1--i.11tu-i,m_ i::onmlteclfl 1 5  

Dr. Neil Dyer 

Relate d 

, nnfo rd 

n d  been undergoing ornl 
�H\\'(1-�<e proce<h1re . le  hnd re 'el\"e , n1ibiotic-<s 26 t ime� via ornl 
gava_ge before del,th, ----- gn1duMe � tuclent . 
2av�2c-cl the 11\0U<;C tl��w·�·ri,�istti\vith 110 i '>',lJC ', .  �B 5 - � . 
wa,; mo1\i1 red p o  t gava ge for 3 0  11 1 i 1mt-e<, and mou<;e w.1 � 
cle>ing wel l .  A.ft.er fi.ui�hing 1he re l ! the mi -:. 
completed a fecal collec tion on otlu::r mice that �tmd an 
hour. ·when fini'>hed with that she checked on the n,ic e that 
had been gnvaged be fore l eaving fo ci fay irnd 1'111 the mic e 
i nc luding P.13 5 w ere �till ,1 live ;,nd doing wdl. This was 
,1l'l'm11d 9:00 p1u 7, 1 S. Upou f1 n-ival to the facility 1J1t 7d 9 
nbout 6:3 0  am . - fo,md M.' 5  de nd in the cage . i\fouse 
wns immecliate�ht to O- la  for necJ\"1 ,  ' ·. Neil 
Dyer wa� contac ti:d .  i/.2 ,fl i inc ident wit! '11 3 - Moti'>c: t lld 
pr<:viou� recdv.:cl om gn rnge 49 time�  �ucce� stu y uriug 
�tmly . Ou 7 124 1 7  mouse wa s und ergoing fac ia l  blc-ecl ing. 
Col lection of blood \Vent �moothly and fl l'OlUJ d 20 0 ul o f  blood 
\Hl co llected . - re nime I mon .e b.-ii.:k to c nee 
trnd the mou"S-e �it wa sri l l  bre,1 thiug. - then 
g.aYc 200 ul normal saline sub cut;meou'>ly to [ 1 3 . 'w; 
m onse W,l ', returned to c age atfer c,al ine inj ected .  it started 
�eiz iug, convul'> ing then lnid on -,id-e but wn ':, '>I i i !  bre:t thing . 
1'.•fo1i1ent <.. :.1 fo:r it '>l � rted '>1:izing agaiu ,md tJm1 <,topped 
breathing .:tnd died. i\·fom-c was broug.ht to D-lab for uccrop,;y 
oad Dr. Neil Dver wn1, C (>macted. 
- cont.1c.tcd me . Dr. Anumda Brooks. ns �oon n,; 
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this event or problem was 
manag.e.d and cor·1-ecred: 

Provide a desc1iptio11 of the 
preventative actions tahm to 
ensure that this rype of evenr 
or problem dottS not occur in 
rhefumre: 

Report submtrred by: 

possible \\'ith both incidents, I gAv� h.er inm1.1ctio11s to brin� 
111.cmse to O.fob for necropsy and to contact Dt, Ndl Dyer 
about the events, Nc-c1·opsy was. completed ou both mice, 
Rc'>ul '> 'Showed !v[J.5 had injmy to the C'>ophngm. likely due to 
oral savage procwure. Ml3 uecl'Opsy showed a thymic 
hemol'l'lrnzc :ct<., n resnlt of rhe fo ial bleedinz. 
- i; aware of result,; of the nc rOJJ'>}' and is. taking 
nece<, ary precautions while pe1forming o,·A l zavnge 
procedure. She will be getti11i help from Dr. Neil Dyer and 
othel's 011 techniques thal allow l�s .struggle from the mou\e, 
Bleeding 011 this protocol hM been suspcended and 110 more, 
facial bleeds will b¢ pc1-fom1¢il. 
Dr. Amm1da B1"0ok!> 

10 

Obtained by Rise for Animals. Uploaded 07/04/2020



(b) (6)
from1 

TO: 

Sulljecl: 

CM.$ NotHlcalion 

Ad,•er�" E'l<!nt Report 

DIiie: Tii,ar �,t,y, N-;·a�nl�r 2, 2017 4:-li:Hi PM 

Date of Event/Problem: 
Pl 'indpal Investigator: 
Depanment: 
Protocol Number· arrd Title: 

Date Idemified: 
Species of Animal 
·11.rwnber of A11imals im>olved: 
Locatfrm 
Fatal 
No 
Jfyes, list vcrerinm·ian name 
and dare of cons11ltarion. 
Is this event related to a 
re ctn-ch rorocol? 

1 5-25 August 201 7 
Page Klug 
Bioloiicfll Sci ence;, 
Al 7032 Feeding Bdiavior ofRecl-\Vinged Blackbird"> on 
Smrl1owcr with Varying Levels of Repellent CoYcragc 
25  August 20 1 i 
Red-winged Blackbfrd 
1 1  
!ndi\'idual Feeding Cag�� 
Fntol- 1 2  
'\Va,;, a veterinarian comukecl- 1 6  
NA 

- - -

Po-.sibly Rdatecl 
lff11ndNI, list rhe sponso1·s of USDA-API-US-WS N\:\JRC 
Ji;$ >ro ·ect: � 

Pmvide a detailed description The normal expected mortal ity for captive rccl-,Yinged 
of the adve1·se event 01· blackbird'> w�15 30% over the course of the )t\tdy. We ouly hod 
problem: 1 8% mo11ality over<1ll. Over the conr<,e of two weeks we 

experlenced highet Il\{1rtality than u<.,ual. The unexpected 
fott1lit.ic,; occmn!d wh.ilc the bi.rd'> we.re in the individual 

Provide a de..sc1iption of how 
this event or problem was 
managed and corrected: 

Provide a descriph'on of the 
preventatfre actions taken to 
ens11rn that this type ofevenr 
or pro bf em does nor occw· in 
theft1r1we: 

Repon submiftNl by: 

fc.cdiug cages a;, dc,.cribed in the protocol. 
We con-ec1ed the probkm by adding additional perch spt1ce 
within the individual feeding cages and providing 30 gram,- of 
the maintenance diet ovcmight The maintenance diet was the 
.�amc a,; described in the protocoL 
For the seven 1·cmai11ing weeks of the studic!> 1.1sing the 
modified individual feeding cages and maintenance diet we 
only had one fatality. The pl'evc11t:1tive action of adding 
�ufficient perch space will em,me the problem does not occur 
in the future . The bird'> did not c<mo:,ume the nrnintenance diet 
1hm the .ldditional of the maintieuanc� (tiet did not hdp the 
problem. 
P�ge Klng 
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from: 

TO: 
Suujcct: 

CM.S Notific�n 

H�ydel\, JO�le 

AdYi:r�c E�nt Repo,t 

Ontc:: Mond�v. Mov 7, 201i 1 :09:26 PM 

Dme of Event/Problem: 
Principal lnl'cstigator: 
Department: 
Protocol Number ond Title: 
Date Identified: 
Specie.s o/Animal 
Numbel' of A,i imals involved: 
Location 
Tr-ertted Recovc1·ed 
Fatal 
Yes 
Ifyes, list veterinm'imi name 
and dme of co11.mltaticn. 
ls this event related to a 
research protocol? 
Iffimded, list the sponso1·s of 
this projecr: 
Provide a derailed description 
of the adverse event or 
problem: 

Pr·ovide a (i.t?scription of how 
this event 01· problem was 
managed and cotrected: 
Provide a descriptiou of the 
preventative aclions taken to 
ensure rhat this type of event 
or problem does not occw· in 
thefutuni: 
Repo11 submitted by: 

05/07/20 18 
Leclerc 
Pharmaceutical Sciences 
A1 8032 
05/07/20 18  
mice 
5 
SUDRO Animal Facility 
Ou.tcome-1 0  
fotal-1.2 
W a,; a veteritrnrian _ consulted� 1 :>  

Neil Dyer 5 ."07/20 18  

Related 

One mouse fro1n the group of mice (N"" 12) who had 
pancreatic sm·geiy on May 2, died on ! a.y 6. From the same 
grnnp of surge1y, two 1.uiCe, who appeared fine \lntil May 5, 
showed ,;ome signs of sickness (less mobile, fur more rough) 
on May 6. These two mice were treated with bupre11011Jhinc 
and hydrogd and look fine on 1'.fay 7. Two mice from the 
iroup of May 3rd surgery nppeined r,ick on May 7 .  These mice 
will be tl�ated today ·with bupreno11)hine and hydrog;d 
The sick mice received bupi-eno,phine, as well ns an hydrogel 
nutrient to enhAnce hydration , We phm on treating these mice 
with an a111ibiotic (Baytril) . 

"\Ve cummtly do not knot..- ho\v this event occurre . Dr. Dyer 
will perfonu au autop'>y on the cle11d mouse today. 

05/07/20 18 
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(b) (6)
From; 

to: 

subject: 

CM5 NolificatiO<\ 

t.dve1�"' Even� Repoot 

DIile: Tu<!!ld-!ly, M-by !l, 2016 1 :51 :09 1>.1-1 

Date of Event/Problem: 
Principal Jtn,estigaror: 
Deponment: 
Protocol Numbei· and Title: 
Date Identified: 
Species of Animal 
Number of Animnls involved: 
Location 
Fatal 
Yes 

If es, Its, veteitnnl'iar1 name 
nnd date of consultation. 
Is this m>ent related to a 
resenrnh prorocol? 
rJ'.(,,mled, list the sponsors of 
this p1·0Jecr: 
Provide a detaifod desc1iption 
of the adverse even r or 
problem: 

Provide a de.scnpr
i
on of how 

this event or problem was 
managed and con't!1cted: 
Pr,:wide a descr·iption of the 
p1·al'entative actions tt1ke11 to 
ensm·e that this ryp , of evm,t 
orproble.m doe.: 1uu occtw in 
the future; 
R port stibmitred �y: 

05/08/20 18 
Leclerc 
Phnrmacentical S,ience� 
#Al803:? 
05/0S/20 1S  
mouse 
one 
SUDRO Animal Facility 
F11ta1.12 
\:Va,; a veterinarian con<,nlted-1 5 

- - -

Neil Dyer 05/08/2018 

C-OBRE 

On 05/07/2018. we repo1ied that two mice, from May 3 
surgery. we1-e lookinat s ick. These mice wcTe teated with 
bup1'eno11,hi11e, hydro gel and, as recommended by Dr. Neil, 
with 8%:, Baytril in drinking water. Ooe of the-se two mice was 
fouud dead 011 05108 •'1 8 , The other mouse i� looking better. 
The mcm'>e who looked sick ou 0St07/20IS will be do�¢1y 
monitored and will continue to receive Baytrll . The: dead 
mouse will be necrnpsied by D1'. Neil Dyer 

Upon detenninMion of the came of death of these two 
animal�, we will be able to tnke action . No additional mon�e 
frbm the smge1·y groups was looking �ick today, 

Estelle E..ecl�rc 
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(b) (6)

(b) (4)

From : 

To, 

Ad,�r"9 Evan< Roporl 

Dale, F,id"y, June 9, 2017 1 1 19,01 PM 

Date of Event/Problem: 
Principal Investigaror: 
Department: 
Protocol N'umb(lr mid Title: 

Date Jd.mt[fiedi 
Species o,_(Animat 
NumbCI' of Anfm(lf,s invoh'e'fl .. · 
Location 
Fatal 
No 
If ves, bst 1'eterinarian name 
and date of consulrmion. 

06-06, 1 7  
Jane Schuh 
Microhiolog1cal Sciences 
A1 5049 2015 -201 3 Fungus-Induced Pulmoumy Re-.po11';;;': A 
Mnrine �fodel of Human Lung Dise-ase 
06-06- 1 7  
?v1U!i musculus, VAPC2 KO on C57BL/6 bntkground 
4 
Van Es Hall, -
Fatal- 12 
Was a veterinarian consulted-16 - - -

Refal d 
Is rids evenr 1 -elated to a 
r�e.auh pr toco/7 
If fimded lis-:-t-;,h-c-sp-o,-is-o-rs_o__,,.... ;;;- -
rhis pl'o ·ecr: 
Provide a detailed description 1 1  mice were anesthetized ,,,.ith a cock-tail of ketamine ( I 00 
of the adverse event or mg/kg) and xylazine (25 mo/'ko) intrnpel'itoneally for the 
problem: instillation of fungal conidia into their trncheas . This ,va-,: the 

Se<.'Ond lime that tbl;'';;;' particular aninrnls had receivE'<l this 
dose of ru1esthehc. This is the first experiment in which we 
have used VPAC2 KO mice for some time and the first time in 
which this strain har; undergone ketarni11e/x-ylazine anesthesia 
more than one time. \Ve have noted that C5 7BL"6 mice (the 
background '.tmin for the KO) take l onger to wake up after thi'> 
combinlltion than do BALB/c mice. Fonr of the mic,e, did not 
,vake up after ane.'>the5ia, ,vith one expiring before any 

Provide a description of how 
this event or problem was 
managed and r:offccted: 

procedure ·was done to it 
The ope.rntor contacted thi:> PI to report the deaths. 1l1e 
operator, tedmic1a11, and PI ,valked through the likely muses 
of the adverse event One of the mice expit.-ed before ru1ythmg 
w,t'> done to it. This, added to the fact that C57BL/6 mice, 
recovery fron1 aoe.,the�i.a more sknvly lh,'i1t other stntim,, 
strongly suggc>1,h to 115 that the ane$!hesia may be the culprit. 
We chN."l:ed the calculations on the cock1ail that \Vas used to 
ensure that the dosing was correct. It was. V/e then checked 
the recomme11dntions of se,vernl well�respected imtitutiom for 
ketanrine/xy1azi11e doing in mouse and fotuid the folfowing 
infonnntion: --KO mHmals may re<;:pond differently th,m WT 
mun1als. --Although our dose of ketanrineixylazine was 
reconuuended to ur; at the time of our fast protocol and has 
,;,vorked we 11 in many experiments over more than a dlc'cade, 
the typical range for ketumine/xyiazine doses is 1 00-200 
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Provide a description of the 
prevenwrive acrions u,ken to 
ensw·e that this rype of event 
or problem does not occur in 
the fitture: 
Repon s11bmi11ed �•: 

m r g k-elmnine and 5-16 m ·g x ,1a2ine, with the most 
conu11only rer>ot1t'd dose being 100/10 ft r kE>t:11nii1e/xybz'oe, 
respecti, ely (more xylazine can be added to the mi" if longer 
sedation 1s requlfed). We are considerably higher thru1 
recommended for xylnzille. 
We wiU change our protocol to refll'cf a 100 mg, 'g dose of 
ketamine. and a 16 mwlc xylazine dose that is recommended 
by the_ Cold Spring H.11-bor Protocols website 
(11ttp://c ·hpro!ocol'>.C ·hip.or._ 1content/2006!1/pdb.rec702 .full? 
text_on.1.y>=tme, acces.sed JtUk' 9, 2017). 

-
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.. Sanford Health-NDSU S��d Grant I Research and Creative � ,:,,tivity I NDSU Page 1 of 2 

NDSU 
NORTH DAKOTA 
STATE UNIVERSITY 

RESEARCH AN D C REATIVE ACTIV ITY 

Sanford Hea lth - NDSU Research Seed Grant 

In 20 14, Sanford Health and North Dakota State University (NDSU) partnered together to conduct collaborative research on 
human nutrition, weight management and other dietary-related areas as part of a seed-grant initiative developed between the two 
organizations. The research will address key objectives of the Profi le by Sanford® program. 

Profile is a weight-management program that uses customized meal plans, health coaches and real-time technology. It was 
developed by Sanford physicians and researchers. 

NDSU researchers will have opportunities to collaborate with investigators from Sanford Research on topics including 
metabolism, food choices and consumption, prenatal nutrition, genetics, development of sensors that monitor wellness factors 
and food manufacturing and nutritional interactions with the human microbiome. Research findings relevant to Profile will be 
considered as the program evolves and expands. 

Prog rammatic Themes 

NDSU faculty are invited to submit proposals that identify issues, advance scientific understanding and make progress toward 
solving critical problems in human nutrition and related problems. 

Priority activities include, but are not limited to, the following: 

• Human nutrition and metabolism (may include use of appropriate animal models) 
• Human behavior related to food choices and consumption 
• Study of the human microbiome (may include use of appropriate animal models) 
• Epigenetics, with specific interest in prenatal nutrition 
• Genetics, nutrigenomics, and metabolomics 
• Development of sensors that monitor wellness factors 
• Analytics of large and dynamic data sets resulting from wellness sensors 
• Processing and manufacturing improvements of the Profile protein supplement 

Connecting with Sanford Researchers 

To facilitate collaborations between NDSU and Sanford Health personnel, please provide a short document (no more than one ( 1 )  
page) that outlines a possible Sanford Health NDSU Collaborative project. These requests will be distributed to Sanford Health 
researchers or clinical personnel for review. The additional deadline is intended to facilitate further collaboration between 
Sanford Health and NDSU by providing: 

1 .  additional time early in the process to identify potential collaborators and 
2. a longer time for the development of a joint project. 

As always, collaboration with a Sanford Research investigator is encouraged, but not required. However, proposals including 
such collaborations will be considered favorably by reviewers of proposals. 

Collaboration Requests are to be submitted by 5 :00 pm on January 29, 201 8  to NDSlJ .BusinessDev@NDSU.edu. 

Prog ram Deta ils 

Further information about this program including eligibility, deadlines, and application requirements are available in the Sanford 
Health NDSU Collaborative Research Seed Grant Program Request for Appl ication. 

Sanford Health NDSU Collaborative Research Seed Grant Program should be submitted to NDSU Business Development using 
the Sanford Health NDSU Collaborative Research Seed Grant Program Cover Sheet. 
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RCA 
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