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An unannounced focused inspection was conducted on May 26, 27 and 31, 2022 and an inspection 
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An extensive review was conducted of facility records, to include daily activity logs, animal health 
records, and various other documentation. 
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AUTUMN UNCK June 6 2022 
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USDA - United States Department of Agriculture 

Animal and Plant Health Inspection Service 

RNANNEY 

2016090000794504 lnsp_ id 

BIOANAL YTICAL SYSTEMS INC 

10424 MIDDLE MT. VERNON RD 
MOUNT VERNON, IN 47620 

2.31(c)(3) 

Inspection Report 

Institutional Animal Care and Use Committee (IACUC). 

Customer ID: 784 

Certificate: 32-R-0020 

Site: 001 

BIOANAL YTICAL SYSTEMS, INC 

Type: FOCUSED INSPECTION 

Date: 26-MAY-2022 

During the IACUC semi-annual inspection conducted in Oct. 2021, there were deficiencies noted that were identified as 

being significant. The correction date of the significant finding was to be completed by the end of Nov. 2021 but was not 

confirmed as being corrected until Dec. 9, 2021. The facility did not report this lapse in correction until early Jan. 2022, 

which was more than 15 business days past the original correction date. 

If program or facility deficiencies are noted, the reports must contain a reasonable and specific plan and schedule with 

dates for correcting each deficiency. Any failure to adhere to the plan and schedule that results in a significant deficiency 

remaining uncorrected shall be reported in writing within 15 business days to APHIS and any Federal agency funding that 

activity. 

Corrective actions taken include highlighting any significant findings in a bold red font and adding a more thorough 

method to track progress of completion, such as calendar reminders. 

Correct by adhering to correction dates set for deficiencies noted during semi-annual inspections. 

Corrected actions in place prior to inspection date. 

Prepared By: REBECCA NANNEY 

Title: VETERINARY MEDICAL 
OFFICER 

Received by Title: Attending Veterinarian 
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USDA -
2.38(f)(1) 

Miscellaneous. 

Critical 

United States Department of Agriculture 

Animal and Plant Health Inspection Service 

Inspection Report 

RNANNEY 

2016090000794504 lnsp_ id 

*On Nov. 30, 2021, a male Cynomolgus macaque (~1.5-2 kg), a stock animal, was found dead in a slide style restraint 

chair while out for a routine cage change/sanitization. It was the second time these primates had been placed in restraint 

chairs. Also, during this restraint period, there was a female that had to be removed from the chair due to not acclimating 

well to the restraint and was placed into a slide and clip style chair with no further issues. Prior to this date, it was noted 

that a male had to be removed due to not acclimating well to the restraint and was placed Into a slide and clip style chair 

with no further issues. He was persistently trying to escape from the chair and appeared to be compromising his 

respirations in the attempt. There were two (2) technicians present during the routine cage change/sanitization, one 

primarily observing the primates in the chairs and the other cleaning/sanitizing the animal room. 

*On March 10, 2022, a male Cynomolgus macaque ( ~1 .5 kg), a stock animal, was found unresponsive in a restraint chair 

during an animal room sanitization. He was removed from the chair and the veterinary staff was immediately notified. 

Upon veterinary exam, no respiratory effort or pulse was noted, and he was pronounced dead. It was the second time he 

had been placed in a restraint chair which was equipped with a slide style top. Shortly after this incident on the same day, 

a second primate began to show signs of distress in a slide style restraint chair, and he was immediately removed from 

the chair and given oxygen before recovering. There were at least three (3) technicians in very close proximity. Mitigation 

efforts were planned to modify the chairs in this building to restrain the collar only but were delayed due to a shortage of 

hardware. Approximately 50% of the chairs had already been modified and the remaining were modified by the end of the 

day. 

The previous style of the primate restraint chairs (slide style), in combination with the primate collars and size of the 

Prepared By: REBECCA NANNEY 

Title: VETERINARY MEDICAL 
OFFICER 

Received by Title : Attending Veterinarian 
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USDA - United States Department of Agriculture 

Animal and Plant Health Inspection Service 

Inspection Report 

primates available, did not adequately protect the animals from injury during handling. 

RNANNEY 

2016090000794504 lnsp_ id 

*On Dec. 7, 2021 , a male pig (5M024, repeat dose toxicity study) was evaluated due to lameness that had persisted since 

Dec. 6, following a toxicokinetic blood collection, during which manual restraint was used. Upon palpation of the right 

distal hind limb, the Attending Veterinarian noted swelling and crepitus, as well as a likely fracture of the mid-tibia. Deep 

palpation, further diagnostics and treatment were not performed due to the scheduled necropsy of this animal on that day. 

Euthanasia and necropsy occurred after the examination (on Dec. 7). Necropsy revealed fractures in both the tibia and 

fibula. 

Handling of all animals shall be done as expeditiously and carefully as possible in a manner that does not cause trauma, 

overheating, excessive cooling, behavioral stress, physical harm, or unnecessary discomfort. 

Corrective actions already taken for the primates: the restraint chairs have been modified, additional monitoring has been 

instigated and there is a plan to review and implement an acclimation process. 

Correct by further evaluating handling techniques and devices, conduct appropriate training or re-training as needed, and 

evaluate methods of monitoring, to include the importance of proper care and monitoring of all animals. 

3.125(a) 

Facilities, general. 

A female pig (#3088782, 4F053) was witnessed on Aug 19, 2021, as being loose from her primary enclosure with a male 

pig (4M023). This was recorded as a potential mis-mating between the animals, as this facility does not breed animals. 

On Sept. 16, 2021 , the female was administered inhalation anesthesia by mask for Lutalyse injections to terminate any 

Prepared By: REBECCA NANNEY 

Title: VETERINARY MEDICAL 
OFFICER 

Received by Title : Attending Veterinarian 
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USDA -
potential pregnancy. 

United States Department of Agriculture 

Animal and Plant Health Inspection Service 

Inspection Report 

RNANNEY 

2016090000794504 lnsp_ id 

The facility must be constructed of such material and of such strength as appropriate for the animals involved. The indoor 

and outdoor housing facilities shall be structurally sound and shall be maintained in good repair to protect the animals 

from injury and to contain the animals. 

Correct by evaluating all enclosures (primary and secondary) and repairing as needed to protect and contain the animals. 

Correction date: June 17, 2022 

This inspection was conducted with Attending Veterinarian, Team Leader of Veterinary Care, IACUC chair and other 

facility representatives. 

This exit interview was conducted with Attending Veterinarian, Team Leader of Veterinary Care, IACUC chair, Chief 

Operations Officer and other facility representatives. 

Additional Inspectors: 

Michael Schnell, VETERINARY MEDICAL OFFICER 

Prepared By: REBECCA NANNEY 

Title: VETERINARY MEDICAL 
OFFICER 

Received by Title : Attending Veterinarian 
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USDA -
Cust No 

784 
Cert No 

32-R-0020 

United States Department of Agriculture 

Animal and Plant Health Inspection Service 

Species Inspected 

Site Site Name 
001 BIOANAL YTICAL SYSTEMS, INC 

Count Scientific Name 

000000 
000000 

22-041 55_000451 

NONE 
Total 

Page 1 of 1 

Customer: 784 

Inspection Date: 26-May-2022 

Inspection 
26-MAY-2022 

Common Name 

NONE 
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Photographer: Rebecca Nanney 

Date and Time: 5/31/2022 3:00 PM 

Inspection No: 2016090000794504 

CFR:3. l 25(a) 

Certificate: 32-R-0020 

Legal Name: BIOANAL YTICAL SYSTEMS INC 

Facility Name: BIOANAL YTICAL SYSTEMS, INC 

Description: 3.125(a): Copy of facility's treatment log for the Lutalyse injection on a female pig after the 
animal escaped her primary enclosure and was loose with a male pig . 

22-04155_000452 Obtained by Rise for Animals.
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I'.) 

lnotlv Cont rolled Form 
Document: FRM.OSA.001 
Effective: 01 August 2020 

Revision: 000 

Title: lnotiv Evansville Animal Evaluation and Treatment Sheet 

Study/Stock Animal #(s): 4 foS:3 
StudyNumbe~ 

Activity/Behavior: II\ .... r M ,.. , 

Respiration Rate (breaths/min): -

USDA#: '3oi ~1f 2.. 

Room#: A\31q 

Evaluation 

Temperature (•F): _ 
Pulse {beats/min): _ 

ln5tiv 
anatyza answer. adv3nce. 

Page 1 of 1 

Species: f,r«',,\1Yii' 

Date: Ha S e(>'2..\ 

Mucous Membranes: - Caoillary Refill Time (seconds): -

!Me ::b? po\::t..Y'-'.).C\.I MiSl"N"-"hY'j wi-h--u-secl O"" l C\ -'M':) 2. l ""'N."' f I!} "'-'~$ fQ '-\.~ 
o tA.i ~ V""\.-\.~ ""'i~ '\ -...,,..I.e.. fij (}fM0'2.3). two m,ro_v\A.l~t' f'r\ \ t.C.i-OV'\S (5"~, ectcl,) 
o..bVV\.-\- "-8 ~0"''5' .... e~r-t ~rt. °"'ciW'\/\t'hiS~rt.c:l ~cl~y +o :b;YMt~-k. ~"''{ po+<."'1,'b,.( 
Prte""-V\('::( •, ltd.09\Mct ,~~ 'i•/o we>,,$ o..fpl,~d ~t- eA,.c..l,... ;(\rec.h',"' (lo+ 20FPll./i) ) • e.-,r C./n Medication: 

h,jt.l-h~ 
Manufacturer: Expiration Date:{x.-t Zo"t...3 Lv. i-o-\'IS-<: 'Z.oc.'T\'.5 Lot #: '-\-7 ~o 3 ~ 

Amount of Medication: Frequency: Rqute of Administration: 
?""""\ -tvvi~ C,,-l? ht'S"• ,pa.rt I 11\-\-<CI\. v\A. I VQ. w' 

Enter Day# TxDay: I tx..Dav: TxDav: TxDay: TxDay: 
Enter Date / loS(f 2. 1 ~ 
Medication IM1~"3 TXl Tx2 ~ Tx1 Tx2 Tll3 Txl Tx2 M Tll1 Tltl l\c3 
Given: Initial 

~ \ 
r,, 

' "'--Enter Day# l'i(x Day: Tx Day: TxDay: ""-..._ TxDay: TxOay: 
Enter Date " " Medication Tlt1 ~ T"3 Tltl Tlt2 M M Tx2 T"3 I~ Tltl TJl3 Tx1 Tlll Til:3 
Given: Initial 

"' "' ' " Enter Day# TxDay: Tx ffil.v: Tx Day: Tx Day: i'..:r.xDay: 
Enter Date " ""' Medication Tlt1 Tlr2 T"3 Td Tlt2 ~ T•1 Tlt2 Tli3 'I'd Tx2 M Tl<l ~ ll<3 
Given: Initial 

" "" 
Addltlonal Comments: <D 6N:roo re: t0'.30 \Ip ?A:9l...\ Z-- i\le(A a,.. ' b~L I 

~(\5 

Study Dir ·ng Veterln 

22-
FRM.OSA.001, Revision 000. Printed on 12 Jul 2021 01:23:30 pm by~ . CONFIDENTIAL. 
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Photographer: Rebecca Nanney 

Date and Time: 5/31/2022 3:00 PM 

Inspection No: 2016090000794504 

CFR:2.38(f)( I l 

Certificate: 32-R-0020 

Legal Name: BIOANAL YTICAL SYSTEMS INC 

Facility Name: BIOANAL YTICAL SYSTEMS, INC 

Description: 2.38(f)(l): Copy of facility's electronic journal entry and necropsy report regarding the pig 
with a broken leg after handling for a blood collection. 

22-04155_000454 Obtained by Rise for Animals.
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Electronic journal (study related) 
Page 3 of 5 

S.aalon 5M024 was itvall.lated 11111 momlnil due to a lamenen th■l had pers!stea alnce yealerday 07- 14 14: 19 v .. - 01-
Comment lo8owino • Tl< col!Oc1ion Upon palpatlon of the right al1tal hlna limb, 1welllng and c:repltua wu Dec- D■c-2021 notad 11 ~• H • Wtaly lradute of Iha mid-tibia Since this pig wu schfduled for n«ropay 20~1 142159 100n •-eva1U11-. clffp palpallon, lltlher c,lagnoatoc:a, and lrHtm■nt were not performe(I 

CST 
Lesion Wil be ■lllmlned ■I necropsy 

I 
22-04155 000455 

file:///X:/ Asceo tos-l .3.4/spool/483878 _PRDT.html 
4/25/2022 
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Animal Sheet Report 

Test Item : - Sponsor 
Test System : Pig, REPEAT DOSE TOXICITY Created 

Page 
Study : 

ANIMAL NUMBER 5M024 SEX: Male 
Defined Sacri'ffce Group KO 
State at Necropsy Terminal sacrifice 
Date of Necropsy 07-Dec-2021 

2 / 3 
tlP 

DOSE GROUP: 5 

Days on Test : 274 (09-Mar-2021 - 07-Dec-2021) 
* MACROSCOPIC OBSERVATIONS .............. -............................. . ...... . 

BONE, TIBIA 
-01: Fracture, middle 

GALLBLADDER 
-01: Abnormal consistency, firm, Contents: dark material 

BONE, FIBULA 
-0 l : Fracture, middle 

NO OTHER MACROSCOPIC OBSERVATIONS NOTED 

CONFIDENTIAL 

22-04155_000456 
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Photographer: Rebecca Nanney 

Date and Time: 5/31/2022 3:00 PM 

Inspection No: 2016090000794504 

CFR:2.38(f)( I l 

Certificate: 32-R-0020 

Legal Name: BIOANAL YTICAL SYSTEMS INC 

Facility Name: BIOANAL YTICAL SYSTEMS, INC 

Description: 2.38(f)(l): Copy of letters from facility to AAALAC regarding the two primates that died 
during handling. 

22-04155_000457 Obtained by Rise for Animals.
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December 7, 2021 

AAAlAC International 
5205 Chairmans a #300 
Frederick, MO 21703 

RE: Unit Number 000877 

To whom it may concern: 

INOTIV- EVANSVILLE 

10424 MIDDLE MOUNT VERNON Ro. 
MT. VERNON, IN. 47620 

.. 
' .:. ' .. 

• • • • •• I, 

In accordance with AAALAC's FAQ, 1.2, an Incident of unexpected animal death Is reported. 

Incident: On 30 November 2021, I was made aware of a ma.le cynomolgus monkey (~1.5-2.0 kg) that was found 
dead In a restraint chair while out for a routine cage change/sanitization. This monkey was part of a shipment of 
34 animals that arrived In early Nov~mber 2021. I entered the holding area, confirmed death, and examined the 
monkey. He appeared to beJn.go'od body condition and well-hydrated but had some loose stool with a moderate 
amount of frank. bl!)e>d. · ijectai' swabs were collected for PCR. A postmortem examination was performed, and 
major organs were eollected In 10% NSF for microscopic evaluation by a veterinary pathologist. The pathology 
report Is pending, 

It Is Important to note that this was only the second time this room of monkeys had been placed In restraint chairs. 
I Interviewed two technicians that were present during the routine cage change. One technician was observing the 
monkeys in the chairs, and tl]e other technician was cleaning/sanitizing the animal room. The flr.st technician 
Interviewed was present and observed the first cage change for these monkeys and reported that one male 

monkey had to be removed from the chair because he was not a"llmatlng well. He was persistently trying to 
escape from the chair and appeared to be compromising his respirations in the attempt. He was placed In a slide 
and clip style chair with no further Incident. During the second cage change approximately 2 weeks later, a female 
was found In a similar situation and was removed and placed In a slide and clip style chair with no fl.lrther Incident. 
Not long after, a male was noted In a restraint chair with his mouth open and pale. Upon removal from the chair, 
the monkey was unresponsive, not breathing, and there was no pulse. I was notified and connrmed death when 1 
arrived. 

Corrective Action: Results of the Investigation revealed that no SOPs were violated, One technician was observing 
the animals wt,ile out in chairs which is evident through the recognition and mitigation of two similar situations 
with animals struggling with acclimation. The cause of death Is still pending the report from a staff veterinary 
pathologist. No Interventions will be taken at this time until a final pathology report is received and reviewed by 
pertinent staff. 

The results of the report can either be sent In a separate communication or shared with AAALAC representatives 
that will be on site In February 2022. Please let me know what you would prefer. If you have any further 
questions/concerns or need clariflcatlon, please contact me a 

22-04155_000458 
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Sincerely, 

cc 
,. -. 

•• ♦- · 
thhl1'••• 22-04155_000459 
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March 31, 2022 

AAAIAC International 

5205 Chairmans Ct #300 
Frederick, MD 21703 

RE: Uni t Number 000877 

To whom It may concern: 

() 

INOHV- fVANSVILLE 

10424 MIDDLE MOUNT VERNON RO. 

MT. VERNON, IN. 47620 

......... , 
t, ~._it,~, I ..... ,. ' . 

" ' 

In accordance with AAAIAC:s FAQ, 1.2, an Incident of unexpected animal death is reported. 

Incident: On 10 Mar 2022, I was made aware of a male cynomolgus monkey (-1.5 kg) that was found 

unresponsive In a restraint chair during an animal room sanitization. He was removed from the chair, and the 
veterinary staff was immediately notified. Upon veterinary exam, no respiratory effort or pulse was noted, and he 

was pronounced dead. He appeared to be in good body condition and well-hydrated otherwise. 

This monkey was part of a shipment of 82 animals that arrived in late February 2022. This was the second time he 
had been placed in a restraint chair which was equipped with a slide style top. In previous correspondences 

regarding similar issues with this style of chair, mitigation efforts were planned to modify the chairs In this building 
to restrain the collar only. These efforts were delayed several weeks due to a shortage of hardware, but 

modification efforts were currently underway when this Incident occurred as parts arrived in late February. 

Approximately 50% of the chairs had already been modified. It Is Important to note that shortly after this Incident 
and whlle at least 3 other technicians were In very close proximity, a second monkey began to show signs of 

distress In a slide style restraint chair. He was Immediately removed from the chair and offered flow by oxygen 
before recovering. 

Corrective Action: The following day emphasis was placed on modifying the remaining chairs. By the end of the 

day, all restraint chairs had been modified. We are hopeful that these mod'lflcatlons will prevent these 
occurrences In the future. 

If you have any further questions/concerns or need clarlflcatlon, please con tact me a 

Sincerely, 

Attending Veterinarian 

cc: 

22-04155_000460. ):, I " _,:u-• ,•, • ' , I ','•: J fr , .... ,,, 
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Photographer: Rebecca Nanney 

Date and Time: 5/31/2022 3:00 PM 

Inspection No: 2016090000794504 

CFR:2.3l(c)(3) 

Certificate: 32-R-0020 

Legal Name: BIOANAL YTICAL SYSTEMS INC 

Facility Name: BIOANAL YTICAL SYSTEMS, INC 

Description: 2.3l(c)(3): Copy ofletter from facility to APHIS to notify of the missed correction date from 
the semi-annual inspection and fai lure to notify APHIS within 15 business days. 

22-04155_000461 Obtained by Rise for Animals.
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January 06, 2022 

USDA APHIS Animal Care 

2150 Centre Ave. 

Building B, Mailstop 3W11 

Fort Colllns, CO 80526 

To whom It may concern: 

inotiv 

BAS1-EVANSVllli 

104 24 MIOOlE MOUNT VERNON RO. 
MT. VERNON, IN. 47620 

I am writing to Inform you of an issue that was not addressed or reported in a timely manner. In October of this year, significant 
findings were observed during a routine facility Inspection by our IACUC. MIid mold growth was noted around vents In six rooms, 
four of which were vacant of animals. The significant findings were to be resolved by the end of November 2021 but were not 
completed until December 8·9. We must assume the significant finding was not resolved by the deadllne as the two rooms that 
were occupied with animals were sanitized on November 23 and 24, but removal of mold growth was not documented until 
December 8·9. 

The IACUC failed to recognize the lapse In completion until early January 2022. After discussing the concern with Dr. Rebecca 
Nanney with USDA·APHIS, she recommended notifying you of the situation. 

If you have any questions or need clarification, you may call or email me directly. 

Sincerely, 

enior Vice President, Preclinical Services 
Bioanalytlcal Systems, Inc. 

--

-~22-04155 000462 (0) 27011(..,7,, A11onu<.> W,,s t Lnfayott;, IM •l790S IJSA --- ---- ------- --- . ----

Obtained by Rise for Animals.
Uploaded to Animal Research Laboratory Overview (ARLO) on 01/09/2023



Animal and Plant 
Health Inspection 
Service 

Animal Care 

Fort Collins Office 
2150 Centre Avenue 
Building B, 3W11 
Fort Collins, CO 80526 
Phone: 970-494-7478 

USDA --
May 27, 2022 

United States Department of Agriculture 

Dear Complainant, 

Thank you for your correspondence dated May 25, 2022. We arc reviewing your concerns and 
assigned tracking number AC22-729. Please allow us enough time (30 to 60 days) to thoroughly 
look into your concerns. You may submit a request to the Animal and Plant Health Inspection 
Service (APHIS) Freedom oflnformation Act (FOIA) office to obtain any publicly available 
information regarding our review. 

FOIA Requests can be submitted three ways: 

1. Web Request Fom1: hll:ps://cfoia-pal.usda.gov/App/Ilumc.aspx 
2. Fax: 301-734-5941 
3. US Mail: 

USDA- APHIS- FOIA 
4700 River Road, Unit 50 
Riverdale, MD 2073 7 

Should you have any questions regarding the APHJS FOJA process or need assistance using the 
Web Request Foru1 please contact the APHIS FOIA office at 301-851-4102. 

Animal Care is a program withi11 the lJ.S. Departme1Jt of Agriculture (USDA) that directs activities 
to ensure compliance with and enforcement of the A11imal Welfare Act and the Horse Protection 
Act. Anjmal Care estab)jshes standards of humane treatment for regulated animals and monitors 
and achieves compliance through iDspections, enforcement, education, and cooperative efforts u1Jder 
the Acts. 

Please be assured that we will look into your concern(s) and take appropriate action(s). 

Thank you for your interest into the humane treatment of these aoimals. 

Sincerely, 

Elizabeth Goldentyer, D.V.M. 
Deputy Administrator 
USDA, API-IIS, Animal Care 

An Equal Opportunity Provider and Employer 
22-04155_000463 Obtained by Rise for Animals.

Uploaded to Animal Research Laboratory Overview (ARLO) on 01/09/2023



From: 
To: 
Subject: 
Date: 
Attachments: 

Hi Andy, 

Unck, Autumn M • MRP·APHIS 
Bug. Andrew I · MRP·APHIS 
FW: [External Email]Inotiv Complaint for USDA APHTS Consideration 
Wednesday, May 25, 2022 12:59:33 PM 

image003.ioo 
image004.joo 
imageO0S.jpg 
imaqe006.png 
Inotiv- USDA Complaint Final.pelf 

Can you enter this in eFile so the inspectors can move forward with this compliant in the field? 

Thanks! 

BTW its to be assigned to Rebecca Nanney and the facility is Bioanalytical Systems Inc. 

CID#784 

Certificate-32-R-0020 

Respectfully, 

Autumn 

Autumn Unck, DVM 

Supervisory Animal Care Specialist (Detail) - Michigan and Indiana 

402-679-4283 

From: Gibbens, Robert · MRP-APHIS <robert.m.gibbens@usda.goV> 

Sent: Tuesday, April 19, 2022 5:09 PM 

To: Rhyner, Aaron A- MRP-APHIS <aaron.a. rhyner@usda.goV>; Unck, Autumn M - MRP-APHIS 

<autumn.m.unck@usda.gov> 

Subject: FW: [External Email]lnotiv Complaint for USDA APHIS Consideration 

From: 

Sent: Tuesday, April 19, 2022 4:05 PM 

To: Goldentyer, Betty J - MRP-APHIS <betty.j.goldentyer@usda.goV>; Gibbens, Robert - MRP-APHIS 

< · · - "'"e . ..,,c .,_,. m.i=u.,_,_lla"'n'""e~==-""-L· 

humanesociet .or ; humanesociet 

Subject: [External Email]lnotiv Complaint for USDA APHIS Consideration 

(Eicternal Email) 

If this message comes from an unexpected sender or references a vague/unexpected topic; 

Use caution before clicking links or opening attachments. 

Please send any concerns or suspicious messages to: Spam.Abuse@usda.gov 

Betty, Bob and Roxanne, 

Thank you again for meeting with us today to discuss the attached complaint . For reference, 

22-04155_000464 Obtained by Rise for Animals.
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I've also attached the discussed log notes. 

We will work on getting the video to the Riverdale office ASAP. 

Please let us know if you have any questions, we're happy to answer anything that comes 
up! 

Best, 

To support our work, please make a monthly donation or take action. 

22-04155_000465 Obtained by Rise for Animals.
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April 19, 2022 

1frt':,,ii .... J 

\:'..,_~L-r THE HUMANE SOCIETY 
'°' "" OF THE UNITE.D STATES 

Kevin Shea, Administrator 
USDA Animal and Plant Health Inspection Services 
1400 Independence Ave., SW 
Washington, DC 20250 

Dear Mr. Shea, 

j.. HUMANE SOCIETY 
• LEGISLATIVE FUND• 

We are writing to inform you of an investigation we have recently concluded at lnotiv (formerly Bioanalytical Systems), a 
USDA-registered research facil ity located in Mt. Vernon, IN. We would greatly appreciate the USDA investigating what we 
allege could be violations of the federal Animal Welfare Act and ta.king enforcement action as appropriate. The facility's 
USDA number is 32-R-0020. 

The alleged AWA violations we believe occurred during our 163-day investigation include: 

• Failure to provide appropriate and timely veterinary care - including euthanasia and including on weekends and holidays -
to sick, injured and moribund primates, pigs and dogs; 
• Failure to monitor animals in vulnerable circumstances; during the investigation at least two primates died by accidental 
hanging in their restraint chafrs; 
• Failure to minimize pain and distress in animals; 
• Failure to have a sufficient number of employees to ensure humane care of animals; 
• Failure to maintain the facility's structures to ensure proper function - including over-heated rooms where animals are 
held during summer months, mold growing in closets and light fixtures, collapsed ceilings, damaged/taped floors in hallways 
and sewage back-ups in animal labs; 
• Failure to educate staff, most of whom had no idea what test substances they were administering nor what the MSDS 
information was for those substances; 
• Failure to conduct simple animal husbandry tasks such as nail clipping. 

We discovered other issues having to do with the quality of animal care at lnotiv, including the lab's failure to provide 
humane endpoints in animal toxicology studies and possibly failing to provide instructions to personnel as to what 
constitutes a humane endpoint, affecting rodents, dogs, and primates in studies. During our investigator's months in the lab, 
they never heard the phrase "humane endpoint'' used but did see an AAALAC inspection report that identified the lack of 
humane endpoints as a concern for AAALAC. 

We have attached exhibits that recount what we know about certain toxicology studies at lnotiv and how we believe they 
may have violated the AWA and its implementing regulations. However, there are areas and materials at lnotiv's Mt. Vernon 
facility to which our investigator had no access. The USDA's November 16-19, 2021, Inspection Report of lnotiv's Envigo 
facility in Virginia and the appalling violations documented there, including cruelly killing conscious puppies with intracardiac 
Injections, cause us great concern about lnotiv's company policies and processes. Therefore, in addition to investigating the 
potential AWA violations detailed in the attached exhibits, we also request that the USDA carefully review the following at 
lnotiv: 

Eut hanasia - our investigator never had access to the necropsies or euthanasia of animals. We do not know if the killing 
methods used at lnotiv's Envigo facility are used at the Mt. Vernon, IN location. Near the conclusion of our investigation, six 
out of eight stock/practice dogs were "sacrificed for stock colony reduction." We would like to be assured that these dogs -
who could have been adopted out instead of killed -and all animals in lnotiv's laboratories are properly euthanized. 

IACUC - our investigator did not have access to IACUC meeting minutes but did know t he names of its members. Given the 
findings of AAALAC as to the absence of humane endpoints, we ask that APHIS thoroughly review IACUC proceedings, and 
protocol proposal and review processes, at lnotiv. It is our belief t hat there may have been times when voting members 
were not adequately informed about the nature of test articles or previous studies using those same substances. While the 
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