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ANIMAL WELFARE COMPLAINT

Complaint No. Date Entered: Processed By:

AC22-729 May 27, 2022 Andrew Butz

Referred To: Reply Due:

AUTUMN UNCK June 26, 2022
Facility or Person Complaint Filed Against

Name: Customer No.: License No.:

BIOANALYTICAL SYSTEMS INC 784

Address: Email Address:

10424 MIDDLE MT. VERNON ROAD

City: State: Phone No.:
MOUNT VERNON IN

Complainant Information
Address: Email Address:

|
City: State: Phone No.:

How was the Complaint received?
Email

Details of Complaint:

See Attached

Results:
An unannounced focused inspection was conducted on May 26, 27 and 31, 2022 and an inspection
report was completed.

An extensive review was conducted of facility records, to include daily activity logs, animal health
records, and various other documentation.

Application Kit Provided:

Yes: No:

Inspector: Date:
REBECCA NANNEY June 3, 2022
Reviewed By: Date:
AUTUMN UNCK June 6, 2022

22-04155_000446
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Inspection Report

BIOANALYTICAL SYSTEMS INC Customer ID: 784

10424 MIDDLE MT. VERNON RD Certificate: 32-R-0020
MOUNT VERNON, IN 47620 Site: 001

BIOANALYTICAL SYSTEMS, INC

Type: FOCUSED INSPECTION
Date: 26-MAY-2022

2.31(c)(3)
Institutional Animal Care and Use Committee (IACUC).
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 Date:
USDA, APHIS, Animal Care 02-JUN-2022
Title: VETERINARY MEDICAL
OFFICER
Received by Title: _Attending Veterinarian Date:

02-JUN-2022

Page 1 of 4
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Inspection Report

2.38(f)(1) Critical
Miscellaneous.
*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 Date:
USDA, APHIS, Animal Care 02-JUN-2022
Title: VETERINARY MEDICAL
OFFICER
Received by Title: _Attending Veterinarian Date:

02-JUN-2022

Page 2 of 4
22-04155_000448



Q/_§__[.)A United States Department of Agriculture RNANNEY
== Animal and Plant Health Inspection Service 2016090000794504 Insp_id

Inspection Report

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

*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 Date:
USDA, APHIS, Animal Care 02-JUN-2022
Title: VETERINARY MEDICAL
OFFICER
Received by Title: _Attending Veterinarian Date:

02-JUN-2022

Page 3 of 4
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Inspection Report

potential pregnancy.

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 Date:
USDA, APHIS, Animal Care 02-JUN-2022
Title: VETERINARY MEDICAL
OFFICER
Received by Title: _Attending Veterinarian Date:

02-JUN-2022

Page 4 of 4
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Q/__§__[_)A United States Department of Agriculture Customer: 784
_ Animal and Plant Health Inspection Service Inspection Date: 26-May-2022

Species Inspected

Cust No Cert No Site  Site Name Inspection
784 32-R-0020 001 BIOANALYTICAL SYSTEMS, INC 26-MAY-2022
Count Scientific Name Common Name
000000 NONE NONE
000000 Total
Page 1 of 1

22-04155_000451



Photographer: Rebecca Nanney Certificate: 32-R-0020
Date and Time: 5/31/2022 3:00 PM Legal Name: BIOANALYTICAL SYSTEMS INC
Inspection No: 2016090000794504 Facility Name: BIOANALYTICAL 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
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Inotiv Controlled Form » [n { tlv

Document: FRM.DSA.001 Revision: 000
Effective: 01 August 2020 Analyze. rewes: advance,
Title: Inotiv Evansville Animal Evaluation and Treatment Sheet Page 1 of 1

Study/Stock Animal #(s);_4F0S 3 uspa #: 2085 172 Species: Cude
Study Numbe‘ Room #:__A{ 3o Date:_L{g_S_gp_Z\_

Evaluation
Activity/Behavior: e a | Temperature (°F); ___
Respiration Rate (breaths/min): — Pulse (beats/min): .
Mucous Membranes: — Capillary Refill Time (seconds): —

Due 4o potrevchal mMiSmeting wiinessed o 19Aug 21 Wit pio_was fourol
BUY OF v with o wrale pia (4#mo23), two Miawulvar wjedng (§ms each)
abot (-8 howrs apart wert adwminisitred today do termirecie any poktnia(

prégnancy - lidocanme cream Y% was applied at each jnjecten (ot 20FPIHES
T d e,pb/az)

Medication: Manufacturer: Expiration Date: Qct 2023
Lutalyse [njtthen ZoennsS Lot#: 41033
Amount of Medication: Frequency: Raute of Administration:
) +wite (-8 hrs. apavy nTravwlvay
Enter Day # TxDay: | TxDay: Tx Day: Tx Day: Tx Day:
Enter Date 1St gzl \
Medication ™ | k2 \T3 Tl | T2 ) ™ [Tz | 1a ™ [ ™2 | na ™ | ™2 [ T3
Given: Initial T Z
N
Enter Day # x Day: Tx Day: TxDay: \_ [TxDay: Tx Day:
Enter Date N
Medication ™ [Nz [ ™ | ™2 | na ™ [ ™2 | T3 \k‘k ™ | ™3 ™| ™2 |3
Given: Initial
k ~N
N N
Enter Day # Tx Day; Tx Day: Tx Day: Tx Day: N Day:
Enter Date N\ N\,
Medication ™1 | ™2 | ™3 ™ | ™2 ’r:.{‘ ™ [ ™2 [ na Tl [ T2 [ T3 1 h{\m
Given: Initial \\

Additional Comments: (™ G b (o 30 am. BB 0 S202)\ (_)E:;\}pm - (2»30?“‘!_“3{‘92“

Got GTSBA =
Study Director g

* FRM.DSA.001, Revision 000. Printed on 12 Jul 2021 01:23:30 pm by P CONFIDENTIAL.




PDF
CFR:2.38(f)(1)
Photographer: Rebecca Nanney Certificate: 32-R-0020
Date and Time: 5/31/2022 3:00 PM Legal Name: BIOANALYTICAL SYSTEMS INC
Inspection No: 2016090000794504 Facility Name: BIOANALYTICAL SYSTEMS, INC

Description: 2.38(f)(1): 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



Electronic journal (study related)

Page 3 of 5

Session  |5M024 was evaluated this moming due to a lameness thal had p d since yeslerday 07- J14:14:18]Yes 07-
Comment |following a TK collection Upen palpation of the right distal hind limb, swelling and crepilus was |Dec- Dec-2021

noled as well as a likely fracture of the mid-tibia. Since this pig was scheduled for necropsy 2021 14:21:59

soon after evaluation, deep palpation, further diagnostics. and treatment were not performed CST

Lesion will be examined at necropsy

22-04155 000455
file:///X:/Ascentos-1.3.4/spool/483878_PRDT.html 4/25/2022




Animal Sheet Report

nds,n"‘:;“’;ﬂ;:; P ' 2/ 3
- Sudy s

Test Item “’ Sponsor : ey,
Test System REPEAT DOSE TOXICITY Crcatcd ; 26-May-2022 14:14:30 CDT

ANIMAL NUMBER : 5M024 SEX: Male DOSE GROUP: 5
Defined Sacrifice Group : KO
State at Nectopsy : Terminal sacrifice
Date of Necropsy : 07-Dec-2021
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

-01: Fracture, middle
NO OTHER MACROSCOPIC OBSERVATIONS NOTED

CONFIDENTIAL

22-04155_000456




PDF
CFR:2.38(f)(1)
Photographer: Rebecca Nanney Certificate: 32-R-0020
Date and Time: 5/31/2022 3:00 PM Legal Name: BIOANALYTICAL SYSTEMS INC
Inspection No: 2016090000794504 Facility Name: BIOANALYTICAL SYSTEMS, INC

Description: 2.38(f)(1): Copy of letters from facility to AAALAC regarding the two primates that died
during handling.

22-04155_000457
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December 7, 2021
INOTIV ~ EVANSVILLE
10424 MipoLeE MOUNT VERNON Rp.
MT. VERNON, IN. 47620
AAALAC International
5205 Chairmans Ct #300
Frederick, MD 21703

RE: Unit Number 000877
To whom it may concern:
In accordance with AAALAC's FAQ, 1.2, an incident of unexpected animal death is reported.

Incident: On 30 November 2021, | was made aware of a male cynomolgus monkey (~1.5-2.0 kg) that was found
dead in a restraint chair while out for a routine cage change/sanitization. This mankey was part of a shipment of
34 animals that arrived in early November 2021. | entered the holding area, confirmed death, and examined the
monkey. He appeared to be In-good body condition and well-hydrated but had some loose stool with a moderate
amount of frank blood.: Rectal swabs were collected for PCR. A postmortem examination was performed, and
major organs were eollected in 10% NBF far microscoplic 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 the other technician was cleaning/sanitizing the animal room. The first 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 acclimating 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. Durlng 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 further incident.
Not long after, a male was noted In a restraint chair with his mouth open and pale. Upon remaval from the chair,
the monkey was unresponsive, not breathing, and there was no pulse. | was notified and confirmed death when |

arrived.

Corrective Actlon: Results of the investigation revealed that no SOPs were violated. One technician was observing
the animals while out in chairs which is evident through the recognition and mitigation of two similar situations
with animals struggling with acclimation. The cause of death s 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 clarification, please contact me a

R PRI

22-04155_000458




Sincerely,

22-04155_000459
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March 31, 2022
INOTIV — EVANSVILLE

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

AAALAC international
5205 Chairmans Ct #300
Frederick, MD 21703

RE: Unit Number 000877
To whom it may concern:
In accordance with AAALAC's FAQ, 1.2, an Incident of unexpected animal death is reported.

Incident: On 10 Mar 2022, | 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. [tis important to note that shortly after this incident
and while at |east 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 modifications will prevent these
occurrences in the future,

If you have any further questions/concerns or need clarification, please contact me a (RIS

Sincerely,

Attending Veterinarian

22-04155_000460. vi 1o v POTERP RIS TCE S
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CFR:2.31(c)(3)

Photographer: Rebecca Nanney Certificate: 32-R-0020
Date and Time: 5/31/2022 3:00 PM Legal Name: BIOANALYTICAL SYSTEMS INC
Inspection No: 2016090000794504 Facility Name: BIOANALYTICAL SYSTEMS, INC

Description: 2.31(c)(3): Copy of letter from facility to APHIS to notify of the missed correction date from
the semi-annual inspection and failure to notify APHIS within 15 business days.

22-04155_000461
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lanuary 06, 2022
BASI—EVANSVILLE

10424 MioDLE MOUNT VERNON RD.
' . MT. VERNON, IN. 47620

USDA APHIS Animal Care
2150 Centre Ave.

Building B, Mailstop 3wW11
Fort Collins, CO 80526

To whom it may concern:

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, Mild 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 deadline as the two rooms that
were occupled 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,

W. ar : e
enior Vice President, Preclinical Services |

Bioanalytical Systems, Inc.

,-22-04155_000462 (53
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USDA

S|
United States Department of Agriculture

May 27, 2022
Animal and Plant

Health Inspection
Service

Animal Care

Dear Complainant,
Fort Collins Office

2150 Centre Avenue A

Building B, 3W11 Thank you for your correspondence dated May 25, 2022. We are reviewing your concerns and
Fort Collins, CO 80526 assigned tracking number AC22-729. Please allow us enough time (30 to 60 days) to thoroughly
Phone: 970-494-7478 look into your concerns. You may submit a request to the Animal and Plant Health Inspection

Service (APHIS) Freedom of Information Act (FOIA) office to obtain any publicly available
information regarding our review.

FOIA Requests can be submitted three ways:

1. Web Request Form: htips://efoia-pal.usda.gov/App/Home.aspx
. Fax: 301-734-5941
3. US Mail:
USDA- APHIS- FOIA
4700 River Road, Unit 50
Riverdale, MD 20737

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

Animal Care is a program within the U.S. Department of Agriculture (USDA) that directs activities
to ensure compliance with and enforcement of the Animal Welfare Act and the Horse Protection
Act. Animal Care establishes standards of humane treatment for regulated animals and monitors
and achieves compliance through inspections, enforcement, education, and cooperative efforts under
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 animals.

Sincerely,

thetal G4

Elizabeth Goldentyer, D.V.M.
Deputy Administrator
USDA, APHIS, Animal Care

An Equal Opportunity Provider and Employer
22-04155_000463



From: Unck, Autumn M - MRP-APHIS
To: Butz, Andrew L - MRP-APHIS
Subject: FW: [External Email]Inotiv Complaint for USDA APHIS Consideration
Date: Wednesday, May 25, 2022 12:59:33 PM
Attachments: imagel03.jpg
image004.jpg

image005.ipg
imagelU6.png

Inotiv- USDA Complant Final.pdf

Hi Andy,

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

Zg(P) 6). (o) (7)(C). (B) (7)D)

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

To: Goldentyer, Betty | - MRP-APHIS <betty.j.goldentyer@usda.gov>; Gibbens, Robert - MRP-APHIS
<robert.m gibbens@usda gov>; Mullaney, Roxanne C - APHIS <roxanne.c.mullaney@usda.gov>

Cc

hs!f.org>:
@humanesociety.org>; @humanesociety.org>
Subject: [External Email]lnotiv Complaint for USDA APHIS Consideration

[External 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



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.

H & =

22-04155_000465
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April 19, 2022

Kevin Shea, Administrator

USDA Animal and Plant Health Inspection Services
1400 Independence Ave., SW

Washington, DC 20250

Dear Mr. Shea,

We are writing to inform you of an investigation we have recently concluded at Inotiv (formerly Bioanalytical Systems), a
USDA-registered research facility 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 taking 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:

e 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;

e Failure to monitor animals in vulnerable circumstances; during the investigation at least two primates died by accidental
hanging in their restraint chairs;

e Failure to minimize pain and distress in animals;

« Failure to have a sufficient number of employees to ensure humane care of animals;

o 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, damagedj/taped floors in hallways
and sewage back-ups in animal labs;

e 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;

e 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 Inotiv, 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 Inotiv and how we believe they
may have violated the AWA and its implementing regulations. However, there are areas and materials at Inotiv’s Mt. Vernon
facility to which our investigator had no access. The USDA’s November 16-19, 2021, Inspection Report of Inotiv’s Envigo
facility in Virginia and the appalling violations documented there, including cruelly killing conscious puppies with intracardiac
injections, cause us great concern about Inotiv’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
Inotiv:

Euthanasia - our investigator never had access to the necropsies or euthanasia of animals. We do not know if the killing
methods used at Inotiv’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 Inotiv’s laboratories are properly euthanized.

IACUC - our investigator did not have access to IACUC meeting minutes but did know the 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 Inotiv. It is our belief that 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

1255 23" S1. NW, Suite 450, Washington, DC 20037 1255 23rd St. NW, Suite 455, Washington, DC 20037
2204155 0004s#2-1100  humanesociety.org 202-676-2314 hslforgobtained by Rise for Animals.
= Uploaded to Animal Research Laboratory Overview (ARLO) on 01/09/2023



.- h g
‘#“E;&’THE HUMANE SOCIETY HUMANE SOCIETY
“S¥N\. ' OF THE UNITED STATES

LEGISLATIVE FUND

e unloaded at Inotiv’s
t. e cannot tell from
es or less for more than 45
out 34 degree.ﬂo not know how
s particular trailer and determine

working at Inotiv, a sponsor that had two xicolo,

there - one using
a press release stating that it was aband

ubstance (ALG020572)
erious adverse effects to the poin
i 72-21807) and primates (1772-21189) were

that both studies
to be dosed and

cq) be drawn until a written
stigm action could take weeks. Wejlllld greatly
this matter to ensure th a nt has b
toxicity stucli

n. We will also provide our
interview if you believe it is

while, we are grateful _ this matter.

ruly yours,

dministrator, Anim

= nimal Welfare Operations

22-04155_000467



N
Y= N{XY THE HUMANE SOCIETY HUMANE SOCIETY
‘t ~ OF THE UNITED STATES

LEGISLATIVE FUND

_ violations of 9 C.F.R. (d), 2.33

imal technician on a toxicology study for
njunctiva redness,

. Dog 4M008 was unsteady while walking and his
6, dog 4M008 was walk yet he was dosed again.

ations made 30-60 minutes post-seconddosi_aled that adverse eff were increasing in all of the Group 4
livation, de| njunctiva red nes (gums), -emors,
stigator and the coworker found dog 4‘#&@, unable to rise.

s the dog was making disturbing s
t make it into theWmng because his wife was out of town, and
ised the tech to | s [ o!'oing morning to see if they

eterinary cardthe second dosi
ive saliva, fjJming from mouth and v , 4F015 - pacing, foaming from

ing from mouth, 4M0

von‘“

On Sunday, November 7, 2021, the dogs were dose
ema of the ears, bilate*lateral conjunctiva redness, JJinu

adiiRocy tremo D ility to stand on their own. Dog 4M008
ker/tech again called the veterinarian. -

s on the group 4 dogs were i}/

cous membrane, in¢ i
hich point the

and 4F016 to necr

n present until
were expected with the
ember 5,2027 R unavailable to
he nature of the substance they were

ted on Fri
staff was nev

are
because “they’re

11.05.2021_| : ing about dog study 3036-211013 Morphic MR-14113 oral gavage 2x daily range-finding

o obs...The dogs i B | did it this morning they do
hea. And | did call some trembling | red mucus

i ister adequate vet-are-g this st-r-e AWA implementing
ions governing resear ies, which require advance veterinary consultation, the capacity to provide adequate

nary care weekends), and the actual provision of adequate veteri e.S .F.R. 85 2.31(d)(1)(iv)
edures that ore th ht] will...involve, in t nning,
< B v<terinarian designee™), 2.31(d)( (“Medical care for animals will be

ble and provided as necessa- qualified vete [, 2.33(2) (“Each research facility shall have an attending

22-04155_000468
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R - o , 2.33(b) (“Each research facility shall establish and
veterinary care that include...(1)The availability of appropriate...personnel...to comply with
methods to prevent, control, diagnose, and treat diseases and

er concern to
above-referenced stu

that caused so much suffering in the
tions of these studies,

estigation was unde

man| R | is surcly the case with

he lab pointed out that Inotiv
ogs In the Morp-icology study.
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ding study using an unknown substance.
or the males and March 4 for the females.

ject’s start, the study

live or die.”

y, March 4, 202 2R < f-om the prior day’s d
breathing, extremely rapid heart rate and a t| ture of 105. He was

The facility [ RN - ihe study
ch 4 despite these obse| 5.

-e l stud ding toxicity study was started just one ‘J}(S(males) prior to

iii iiikend.
h 4, 2022, conversatio is study, betweer-an-stigator, indicate the possible
anscm;xped conversations are provilJile!ow. From

. He experiencet-eased activity,
noticeably unsteady while sitting in his
the dog wout-ased again

abse
. :
.
_INO_CO006: Study 17 ‘
mzl‘ already have symptoms.”
n dw after the first fucking dose.
Me: “Yea so shouldn’t you have a plan?”

“That’s what I'm sayin_e finding study you, the stullillirector, the study man t
ndii it we see t - pian of action.”

hen discusses how she was going to take a tem a-en dose each d
ratures firsti he vet and i

(o)

eekend, but now will take all
iple dogs will have high

ou know he’s at a level wher.an have
1'd Pm sorry, butjj v what, get an

or 4M007 was 105.7 pet

mi

esearches

, 50 I'd say he got it.”
infection?”

ajJllllina. And they handled a
her 3 conscjys on 7 dogs or

said to watch for?”

was, they ran it fo

read the protocol. It w
trust that.”

re

O...
m really scared l’m‘ome into a dead c-l’d -le beat -’- gonna be pissed.”

2022_IN : dministers test article to group 4 female dogs in study
havin sh#

-878-5tates that she is also
I c- o\ this is h

“That’s my thing. Even if youlJf oh we dor’t e a plan just in case.”

22-04155_000470
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-21878. She saisl “P’'m so sorry” to the dog.
is one lor 4M007.-sks if they will

22_INO_CO0015:
him today (referencing euthanasia), Dog stud

J know with (N, - it run its
e’ll probably have to in a moribund condition first.”

en”s tem again, and it is 105.4. -J

iliiﬁi"natew, our investigator was not sche was told when they returned to w
hat dog 4M007 ha 4MO008 had been euthanized on Sunday,
6. The investigator was
HTiC

ve-kend because the lab had a
reaching the -

on Saturday, Marc
hat euthanasia

eak-and | then went to Building

the remaining 14 dogs in this study (2 group 4 mal
appeared to be in goo

Iso able to discover that the previous studi for d=di 1767-2187
group 4 males are gone in st 67-218
o better now. | ask even know

o and spon iscolored. Andllhing lesions on
olf ball size is heart...It’s messing with the Thymus

dministered test article to
nized), while | restrained. All {Jjjing

d in China. The study was 3 male dogs

edrugis for?”

put this study and its

n the dogs t
’s log/video notes:

nd the

|
rk on doJ I 767-21878 [IFM 14-day range-fil il < did the I ooc

tells me the 2 group 4 females were euthanized the week before, because of showing
03.16.2022_INO_ rew blood from the 6 male

o be in good condition. did tell me [ up 3 male lost
rting to exhibit _Dms because of test article (see

he studi now has 12 dogs, 6 males and 6

referring to the 2 group 4 females). They
losing weight (referring to the group 4 male dogs)?

draw for the

ogs

| 8 males and 8 females; t
2022_IN ; nd | talking about dog study 1767-21878.
hose two

R - females thi last week, later last
like crashing. So do you rejjjjJ}

s. The males go to MOrrow.
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»”

dy because...”
me levels as group 3, and I'm like

verning r

esearch facilities, which require a i i uate guidance to personnel
g euthanasia de mals experiencing sever i

rovide adequate
ary care (including on weekends), and the act ision of adequate v
dures that IR ' 5|icht pain

planning,
ation with the attendin narian or his or her designee™), 2.31(d)(1)(v) (“Animals that would otherwise
n re or ch in or distress that cannot be relieved will be pain anized.. priate, during the
re (D | care for animals will be available and p

y a qualified
n who shall provide adequate vete
programs of adequate veterinary care that

|51* subchapter; (2) The use of
juries, and the availability of {Jillkency,

rian”), 2.33(a) (“Each research facili
imals™), 2.33(b) (“
(‘I)The availability of

lity shall establish in

-hases_

k tha
ate g and whether the IACUC w
example of when the IACUC should have been mad
creased remarkably f

e oo vp 4 dogs.

certing.

uthanasia was promptly used
in China. This may be an

Samantha claimed, the dose [JJnt
he Chinese study, there sh.lave been justification ng

claim that the attending veterinarian di the drug is also

22-04155_000472
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study using the same

s and that a previous three-month dog
IR . . <(roph, and
e leve|s were of- don’t know the

o do not have the i.d. number for the
duplicate thil - one.

t investi rked on study 3064-21636 for Crinetics was Nov , 2021. e USDA to review
-rd dog determine if dogs suffered extreme w

erse effects past a
ble point before being euthanized. F
ut she was not eutW

member claim_is died because “the co

ly of this claim and do not have a recording of ployee saying this.
Is study but study 3064-21

with significant weight loss as ear
5,2021, perhaps

il October 6, 2021.
‘n- 2021, the investigator was t

21636 due to his condition the day prior. The dog r

e!u|e t!at called for dos|iille dogs in this

it dog 4M013 in study 3064-

s very lethargic after dosing ofjJj. He
While working in the study [ll.22, the investigator an

Iso emaciated in the i
rvilllicog 4M013 able cough and called the veterinarian
ne the dog. We do not know the outcome of that am. The investj

was notifi

3}

down to
o observed a dog who did not consume
ator and their coworke

0 ated. |
-1.5 body condition.

bones protruding, an n ribs and hip [ ! can touch
to thuig acircle around his stomach. Hjllcears to EEGEGB-.

loss of energy, yet.”

ctober 1, 2021. From t-vestigator’s_s:
.
od ights on the female dogs for study ending in 3046-21636
e dogs lost weighwer-CQrtiso ehed, to groups 4 &5.

body condition (1-2 body scale).

[ “icle to ag d how skinny thijl§ were,
. I ving them C sically they’re dying.”
|

ondition/scoring, and in m

However, he

22-04155_000473
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were underweight, and many of the dogs in
n system) as loss of weight/skinny.

I i Guilding H with

hat the dog 2F026 had not eaten her food. | told

ot eat the food from the day before. old us that no one e-his study to last the entire time
there are aireac S [ ]

ober 6, 202 I os taken to éigator’s octollllll2021,

0 notes:

h udy ending in 3064-21636 [Crinetics CMWE gave

Msne to groups 4 & 5. We then do nistering oral gavage and me restr-

the two vet techs came to the study, ted 3F030. The dog was energetic but did not
ight and was emaciate dog into a vehicl aid they may take another

o we have to get abo
21-003: 3F030 for body weight.

og for this stud
eating. The dog weighed 5.4 kg [11.9 LBS]. The vet,
e a little, but not a lot. ’s going to look at female 2dill}au
o A draw fo y ending in 21636)

.20271_INO_CO

Cortisone.

ing, and | say she’s just not
the dog has eaten anything. [JjilFays

se she isn’t eating ei in

, “You’re not supposed

a blood draw#dini in2163

—
s about possi ng to take this dog (to necropsy) as

o M-
offers 3F030 soft food

eat it, don’t lefiiat it (because
JEIE: then says don’t document that [ red food.

Il investigate further) is not eating as well. (study ending in 21636)

room with 30.

said she had

) are on soft food for r-ating,rpoor b tion. (study

og air carrier to b-art-ecropsy-o-arrier. with dog, into

(study ending in 21636)

2021,_1NO“0|ng o is companyftest B Goudy
E

20271_INO_C0014: 3
icle to transport ton

22-04155_000474
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qys, “I was really hoping they would've taken all these
about the study. (study ending in 21636)

dy has the lethal effects like it did in the
ips). | say that it seems to be only groups 2 &
ave trouble.

0 in study endini in 21636.
Really pale for oqwere extremely pale, ituitary looked |[Jffas about to
e

.
udy is this? (a man fro known dept)

elw th hyroid. All (unintelligible) really pale, aMe didn’t call
r anything, but they just said pretty erything. So | think they’re gonna g- ty
ology). Kinda wha out when you tak n early. Hoping that you can explain what
ed, especially with the . So they’re supm !‘nade in the pituitary, so the
inki ing, making it. It gets it all jac/jllilp and ramped
i was like

up like it was

Doy any idea how those bloods came back from
Mo tty decent, but we didn’t ge
surprisingly. | got a meeting a few minutes.

et Qg hem to kill [ ¢ study endini in 21636)
ask if they take le tomorro_er ’ ‘

, the goals. | mean, they’re, 1 t e’re rea ideri
but | don’t know. robably it’ll b ike a normal
isgne gr be kindi of that group if they didn’t

supposed ogs that are gejIl < doing just
a neat. Ever akes sense. Just makes you wonder

would be great for people with Cushings, how do you ever

explode.

re’s all tHEN ~dary effects of cortisol. Tryingjll-ound th R ~ow

rect toxicity. It’s hard to hash that out whenever it’s what they’re trying to do with the

ting about 21636) ]
(I

orker that ano-g (3M009) from 21636 was sent to necropsy.

tober 15, 2021 our i r observed that “r-looups 2 a-' -pear emaciated and
as ave their weight loss/emaciation documented in Ascentos

eing fed soft food,

ud conti“) 2021 , #nch point all werjlll o
[ .

that’s there. §
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’s failure to plan f-ini--eterina ng this study appears to violate AWA implementing

acilities, which require advance veterinary consultation, adequate guidance to personnel
experiencing severe suffering, and the provision of adequate
re than momentary or slight pain or distress
terinarian or his or her designee”),

or distress that cannot be relieved will be

(vii) (¢ Is will be available and
ch facility shall have an attending veterinarian who

adequate veterinary care of its animals™), 2. Each research facilit_stablish and maintain programs
ate veterinary ¢ ility of appropriate...per el...to comply wit-provisfms of
chapter; (2) The use of appropriate methodsient, control, diagno

d treat diseases and injuries, and the
jlity of emerjj . (4) Guidanc the care an f animals
ng...euthanasia”).

-J!d‘;reci g its assessment of whether this study \‘ ﬁudy to which
iiii iiierred during this study. -
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P oral gavage exploratory r-.|

dogs who were dosed twice daily at eight-

rapeutics.
er 14,2021, when the investigator restrained the
aws and dosing. On this day, the inv r and their coworke ere required to watch an
minar about hodrs while working on th y. This kind of d on during an
tudy seems inadvisable but it was required dL-ativ’s Envigo breedin ility in Virginia being exposed -
tly the res NG | < ployees ing they had ed the

day the
.-

-

-err‘ 2021 stigator worked on this study again, reMon this
i igator began to see problems with exc ays, the investigator was told that
&6 dogs in this stud

owths in their thre_
ember 17 2_

udy 2815-21894. | restrai

ro
.
N : fo

oved to ensure she r

uth. Thie dog has a different gavage tube, smaller in dia inserting gavage tube, she can
sp growth in the throat area, ibi also told me one group 4
male (4M007) had been euthanized and sent to nec

will investigate furth

Group 1

g difficulty inserting
(—
| — T
avage toxicity study_ Clotherwise - if she had a
was to be exiected, it d to under I the study

cember 18, 2021, S‘ed test article and-me- after gz_ tH investigator was told

other dog — 4F015 - al s to have a blockage. A significant conversation takes place dog 4M007 who died
euthaniz . During the conversation, the investigator’s coworkerirev t the study director

t know w“cts mi hi apparently told hat this
Iy S - that there rt of “contamination ing the first study.
|

big deal. It’s to be exp

22-04155_000477
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the December 18-/vid-- -

udy 2 . i i dministered test article via oral gavage. The 2nd group 3

3F014, vomited
to havea “

then restrained whil

21_Ino_coo3: NG 00 in study 2815-21894

a, | heard one of your group 4 males went d ty quickly.”

e, the other group 4 male, was fairly similar in the beginning, but he ended up popping

ea, it was WEll‘d The

—

: “That’s good.”

t | bet that study director

-rvatio that first dai-a-"

‘Thaﬂl told him. It’s so weird, the complete oppo
ile

Yea, yea we were herc] IR 2!, the last dose was like atlillor 4.

he first day, and | just didn’t notice it
, very minor...I think | ca

ause you know we were here

“The females the following day, they did have a Iir-t. The males m

pably would have n

ou to look for it3

Bt do. So, thi .there was a R this drug one
e kind of co ion, or something. So, pretty much a

don’t recognize it.

the, UNINTELLIGIBLH

;1 don’t know if [ e ores

st didn’t have the means of doing this study.”

na throw it up bu-

s head up for just a second.

- Ao soup 4 fe
A

22-04155_000478
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formed wrong.”

| restrain. Group 3 female vomits test article

out this study, Inotiv vi
ing research facilities, which require advance ry consultation, the

ing appropr NN . ics), proper
ce of unnecessary dup of previous experiments. See 9 C.F.R. §5§ 2.31 iif) (approval requires “assurance
ea s do no ssarily duplicate previous experiments™), 2.31(d Peray cause more
- ‘)r sli ess to the animals will...involve, in their _ with the attendin
inarian or his or her designee™), 2.31(d) cedures...will be appropriately quaﬁ
min those procedurg “Medical care for gui ill be available and provided as necessary by a
ili Mve who shall provide adequate

veterinarian™), 2.33
vete re of its anim h and maintain programs of Jjiiite
_a The use of appropria to t, contro

post-procedl-e in accordance
g procedures.”)

Id .ate APHIS making a determi amined the dogs or had run
ropriate diagnostic tests to determine the reas tions [[llis “aortic arch” theory was jufjjijess

what was wrong with = [ ]

working on th

AWA |mp|emelgulations
ision of adequate veterinary care

nducting pro‘s, and

hould have imparted this information to

f whether this studi was dup.e of the

22-04155_000479
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ored by Macrogenics and wq‘x
started or if it
vestigate the deaths of primates in this study as

umstances surrounding primate 3F008 (se ) to see if she was t%propriatel with vet care or
sia. In addition, t a primate with a broke would be used iﬁ(icoiogy study

uires restraint, we ask that you investigate tier to ensure that th ak — if it existed - was iroierly healed

the primateji G

al cerned o primates who died during the study (See Dec iption o atement below)
-ho dly ing and the other who was reportedly fi y after being dosed.

ﬁiii iioier observations being conducted ies performed to determine cause

- '
N che R this is an accl B presentation of
but it is disconcerting hat the lab -t trust its clients to full

The HSUS investigator first mentioned the study o e of the primates on study - -
ot eaten biscuits or h—“mu!tiple days.” The investiililbr was told by coworke
te Y drated. A SN bow! of Gatorade had been put in her

21, log/video notes:
_n ot eathr bal

lls me to feed her and that

5.

or monkey study 1718 strained while i rew blood. |

tudy en“546. | was told the study starteciilllonkeys. 4G < 4
group 2 male and 1 group 3 female. Today, one group 3 female, 3F008, was very
ing. 1718-21546 h dIl-ticles, one is administered
administered immedia fter the firsjjlic'e, for an hour,
ow the two tes es interact with each other.

2021_INO_CO06: Re B die N o Ml =nd then | came in the

tudy 1718-21546, [ s <
y with one in full riic ..Yes so we had a group 2 male and a group 3 female (he is Wabout monkeys that

females. 2 m(

Hied), but oup 3 female is still alive (referring to 3F008), doesn’t m fuc nse to me.

letely healt le just ponsor of one ofjifonkey
R - - shady, and a those people suck.

raws blood, while | restrain. Monkey in
ending in 21103, with exces |al bruising.

22-04155_000480
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, 3F008, from study endin

in 21546. Her eyes kept rolling back, and she acted very

bserve monkey 3F008 from study ending in

infusion. Monkeis in chairs for IV infusion for

0271_INO_C0015: Monkey from study ending -S with a broken arm. 1 it happened before she came
ab. I say, “Wi N, o> 3 femal ods yes.

.20 _C0017 sks If monkey 3F008 ate over the weekend, m(::rms he monkey was
-Jse hew nother monkey), insinuating no way to gives the monke
iiiiiiie via syringe. h
021_INO_C0022: Conv reference to mo- 71-|e references female monkey

arted in this crazy F
surprised we ve her, And | att

as not looking good That’s the f e | had seen her but she
ot down here this afternoon she was huncl
ead monkey...so be it.”

“We

sign. But she seems okay. We'll

st date on which our =Ived in this study was Decerlf 27, 2021, when they a d

1EI

his or her e”), 2.31(d)(1)(v) (“Animals
 that cann ieved will be p I Uthanized...if
bre for anima e available and provided as necessary
| have an attending veterinarian who shall provide adeguate

pppropriate methods
v, weekend, and holiday caf

primate study, but the number of deaths seems high considering only eight

ooked at primate Sl cember 13, 2021, it is
and inappetence. Furt that prima{illllll she have

eel bowl? It ma-)it amorphous a request on our part, but, could
pos

he sponsor, is shorthand for something more serious that has
oanina vl  HRRS B .

As mentione(

ingtot

22-04155_000481
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age toxicity and toxicokinetic study with a
in mid-March, 2022.

- violations of 9 C.F. 31(d), 2.33

Nurix and used 52 primate!
began in mid-November, 2027 and just ¢
swelling. Clinical observations throughout the

ce and legs and scat-es.

uising on faces and appendages, petech

ember 23, 2021, the investigator’s coworker, hevea!ed that a Grou emale in the study had died “a couple
s ago” fro d ulcers in he stigator aske- the test
as for the Nurix study,

ly was spon
ek recovery pe

id not know.

eaning the study room, the investigato‘*th.% ml of Baytril
ﬁéﬂ

may have been intended for prima
issue was necrotic.

2021 004: 1 discuss a monkey receiving baytril wit
he ere all swollen up yesterday ey said, um

literally has a necrotic spot on her leg.”
Oh she'’s the one with *
hat’s been for weeks though. Why is this still goi d
ke’ her. Po

“| don’t know,

o calle
bruising and her

[ be dosed - that she was not
brimate tw ne of which Wil norphine. The
b investigator m the requested information and the

ate saying, ”I’'m so sorry lady, maybe this will be your last

ked at 5F048 but we don’t that between the
H the time when she w lethargic befoliing, she could

down t{ e primate again before giving (s that s be

L
s a humane endioint id-ied for this {2y be that she

er primate in this st appeared to have- nq accord- il or, the veterinarian was
ified. The cause of th as unknown.

ate w t mplementing rediilhs

I > ich reMary consultation, a ate guidance to personnel regarding

nasia decisions, timely euthJJjjbf animals exp S, severe suffering, and the provision of adequate veterinary

22-04155_000482
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‘ mm. 8§ 2.31(d)(1)(iv) (“Procedures that may cause

pain or distress to the animals will...involve, in their planning, consultation with the

) (“Animals that would otherwise experience severe or chronic
i riate, during the procedure”), 2.31(d)(1)(vii)

ified veterinarian™), 2.33(a) (“Each research

, 2.33(b) (“Each

he use of appropriate
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it VI

toxicity test on 32 primate-

very sponsored by Rezolute. The study was
ator left the lab.

re on the part of either a sponsor or the
isclose possible lethal side effects o t article or a combir sedative and test article. We

Y
stion whether m er were used to try to e three (or mo mates who died
ypothermia during the study and we would lik essment of whethe ate 4M015 would have had improved
s of survival [, < diately to

f going to fun [l mate
was euthanized on Dec 22 because they could not increase his body temperature. On December 22, a

vestigator that two more primates had died tld 178 We do not know
bers were 4F031 and 4F032.

B o clevant o December 21, 22 W

. 81-21506 [Rezolute 44 N#
B ticle osed), then raw. | worked wi

draw time points are e, 15 minl-mur 2 hour, 4 hour, 8 h
iatel the 2 hour blood draw (approximately 8:30),
ta

ore to sedate them. One m seemed to hav
fully recovered by the 4 hr blood draw.
4 hour blood draw al be in okay/normal conditiollll

mately 12: as assigned to clean the monkeys in Bui
5 in study 21506 [Rezolute] in distress. The monk Id not keep hi

1:
[

hour, and 24 hour.
id ECG’s on the monkeys, giving
he sedative but seemed to be

discovered
en, he could not focus his eyes. He was
d to have tremors. | as

egister on a thijillter)-

he monkey when | had to leave.
o and rolling, unstable, falling backward) from study ending

E in 21506. The

“Hey this is y{illllvorite person.”
onfirms approximately 8:30 amh{hen teilsiil I

he’s still coming out of it. Like he can’t keep his eyes open, and he keeps climbing up

just seems real fu IR cveryone else is fine.
now. It’s group 4, num . Yep bye".hhen tells me to
ut will come aftﬂ

ike he’s laborinIg breathing now, and he sars, “he looks like he’s high on

021_INO_C0017: | ask how the distressed monkey from study ending in 21506 was doing. She said she wants
a temper e he feels cold. | tell her that this is not the monkey we nce bout earlier, and this

seeme“er th w 10:30-11:00. | wjjilif food
ti [ ot y sall noteb me don’t write anyt own, because if QA sees it they will

me attach it to the “book” ([ study). —

have a male d
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2021 !NO COOlS_:aII_- lls him, wanted to let you know the monkey’s temperature

nside the Bair hugger and she wants to know if we want to try out an IV. He looks real bad.

ir Hugger. The Bair Hugger is for

all to do eye exams for rats in that study. | asked

3 i 1 own and told me t_o euthanize the monkey
they could not i*

nch | retur i
s in study 21506. She i

- < (o the next I talked with -30ut the
me 2 females died today, refer to video 12.22.2021_INO_C009.

we got up from break,

-32‘009 ing up properly, and just freezing cold.
o to start getting monkeys out, and s

|i ﬁi ilﬁn t get up from our first break...and
doesn’t look good atched it up and ragd her. And so it was cold, and so they put it in
i it’ ropping, and dr ro-

mp, last [ ]
e | caught that no king abo
can dothe E a different day?

ECG’s are done...Unti f the stud

ell | Wow we’ll really know what it is.”

12.23.2021

n the day working e (1) (8), (b) (7)(C) [ Building G, doing a cage {lllee and sanitize room fo
\d Jc ' that y<l B ale monkeys from study 1781-21506 [

], died. He said one monkey had a low body tem
ontinued to d nimal care,

Z402 12-wk oral
the Bair Hugger, her body temperature
ng, two monkeys slated

ive was ketamine (he/they

sor did not te!| i

INO_C003).

Monkey had

.
, like when thei"re seda-lt wasn’t ou ([’

at ”

all...It wasn’t them (referring to sponsor) that brought it to tention, it was
e ‘hey we see you've lost other high dose animals, and t de ing on days they were

“he was on that conf

T 05 raws blood restrains. Blood dra onkeys female monkeys in study 1781-
. The monkeys’ legs are extrjjj bruised from Il blood draws the previous day.

22-04155_000485
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su-.'l 506, wi?egs from multiple blood draws the previous day.
S 2 »
that happened?”
s ketamine, but could have been a differe
on, adequate guidance to personnel regarding
1sions, avoidance of unnecessary duplicati evious experiments, huthanaaia of animals
cing severe suffi uate veterinary care (in i
(1)(iii) (approval requires “assurance that th ies do not unnecess licate previous experiments”);
o the animal nvolve, in
n who shall provide adequate vete
lity shall establish intain programs of adequate veterinary care that
event, control, d t es and injuries, and the

..they’re high dosed everyday,...sedated.”
N ; r<gulations
g emergency ca e9C.F.R.§8
ttending veterinarian or his or her designee™), 2.31 T)(v) (“Animals that would
nlessly e ...if appropriate,
ecessary by a qualified
e.. (4 onnel involved in the care an{iilfof animals

e of these conversatio
ad h
y h previously conducted with
the veterinarian and study director.

22-04155_000486
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it VIII

ini-pig N < r:y have been
5M024 whose Iei may have been injured when a

ember 8, 2021, the HSUS investigator was pa-e blood draws on th als used in this study. Two injured
re mention N, <t igator an h

tion abo uncertain i.d. number but we believe it is SMmd abov leg had been
- th igato ultiple techs” that a supervisor named n the pig to restrain the
i nd had injured the pig’s hind leg. If t ent was addressed in a December 1,

vet who wrote: “5 ess that had persisted since yesterday.
ng a TK collection, upo

€ animal trying to restrain him.

d this morning du
ht distal hind lim

c!was noted as well as a likely
nr evaluation, deep palpation, e
mi

ecrops

re not performed. Patien

igator was also told b that mini- p-7 was injured on Decem
I nimal aggressively whlle getting the pig out
e cage and that her leg had
rwdlographed because she was scheduled to be eut
nimal: “5F057 hind le stuck in the grating of the njililiboli

m e urine cl D 3, 2021.”

cember 8, 20

2021, when another worker,
laimed that 5F057’s foot had
et cage. The pig was not

.3.2021 records show an entr

sm, Upon removin

ted by the attending vet

vet wrote

ed on an anti-i

he is toe touching today and some :
uled for necropsy t a nostics a tment were not

not seen by rinarian until December 8, one day
d decision on whether this animal was provided with

r 6, and assessed by the v ded no further

nimal’s upcoming eut iate APHIS djjillning if it is
e SMOZiheduled for necropsy soon afte|jn.” The i

nimal most likely had a fracture of the mid-tibia which would be a painful condition that

euthanasia date fHﬂ-

boratory is goil-mtinue using pigs in studies. The blood draws
or minutes to hit 'Iuiular veins without success while multiple people

I tiv appears to have violated AWA implementing regulat-/ern-search facilities, which
ultati & and immobilizatjjiffanimals,
S 2 Sk <riencing s g, proper training fo loyees conducting procedures, the

ion of adequate veterinary {cluding approjillagnosis and treatment of injuries). See 9 C.F.R. §§

22-04155_000487
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ill be appropriately qualified and trained in
and provided as necessary by a qualified
Proper handling and care for the various
arian who shall

h facility shall establish and maintain programs of

e methods to preveHol, diagnosei and treat diseases

Y
care and use of animals rding handling [:
= i

1)(vii) (“Medical care for a
raining and instruction of

22-04155_000488
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n the Clean Hall area of the lab when a coworker,
n responsible for a ”n quarantine who had choked
i

) ' |
inarestraint c a seemingly diligent an ng individual, an as upset by the
’s death which he attributed to his having to ween studies due to k of staff.
e —|
s of November 30, 2021:

alking about a monkey in quarantine th-#resﬂaint chair.

e investigator’s log/vid

!t was still in the qua
h, thﬂvt You said that.”

ly

On March 11, 2022, another primate was hung in a etails because the investigat JJjjjjj-d
om someone rather t#eing told about it directly bl people involved. The

dU ace change and the two individuals involved were

wn). The investigator was told the primate who w-ni, was locate

(last name

“stock” room.

dsow
ich ho

raint chairs i allway during

stitute violati WA regulations governing research
es, which require adequate staffing to comply with the

r employees conducti ee 9 C.F.R.
handling an

ility of appropriate
apter...[and]'{lknce to principal
use of animals regarding hand!ijji»mobiliz 3.85
Welfare regulations...maintaining nonhuman primates must have enough employees to

is subpart”) (em;ﬁs-).
—

uary 9, 2022, the H igator and a cowo-ed 'ere ap-b_ a worker in animal

ho said he had found ponsive primate in the “stock” room. The animal’s USDA n was 202780. The

he primate who was limp and cold and had many scabs ody this was a Sunday, a

aid he would drijjjiiut
o (IR the primate

he could get there. ur investigator asked after the location
Bair Hugger so they could JJJfj~ the primate,

“Every pers

technician,

emarked that it was in the enrichment room but that there

22-04155_000489
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no bags for it smc—l be- primatqdied from hypothermia in study 21506. The
ucted by Andrew to put the primate back in the cage so they could get on to their next

fter putting him back in his cage. They were told over lunch that
i ionificance to explain the animal’s death.

tion number,

that APHIS dete
ees. See 9 C.F.R.§5 2. 33(b)(‘|) 3.85,

rolapses in anates
- ‘ng t , the HSUS investigator reported prima

|iiiii|iator reports that these two prolapse

ro [ [ ]
T
- ber

ber of

Mpses. The

pologize for the absence of animal

ctum
toi

t this happens often becaus| monkeys bec

it himself and reabsorb the prolapse.
2021 JNO C0010: ld*h a prolapsed rectum. | get -ro

2021 1NO _C0011: continuation of previous vrdeo- uts prolapse
2021_INO_CO e out a amﬂus

r monkey-690-22023. One male

um, | alert vho said she Wil or call vet
n hour later, a vet tech, came to the room and
cage, and through the cage used her fingers to reinsert the

olapse (in quarantine roo taff will come.
repair the prolapse. | one and note Jllbeen 50

me she Il the prolapse. |

rimates should al bl corded in observations , 2)

n. The FDA vet also sai t the under |l of a prolapse
that neither pr-was cleaned prior to reinsertion.

courage APHIS to in hether these inci-nst-iolation-re-s governing research

s, which require ir(‘dequate veterinary care, including appropriate treatment oi '|i'|irie5 and timely

ing of ani ues. See 9 C.F.R. § 2.33(b)(2)-(3).
L

HR - - Repcm&re Issues
— —
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cember 14,2021 -ne:-‘-y 2815- otiv staff at the Mt. Vernon facility were required to

entation about how to identify animal rights activist infiltrators. The webinar was presented
sburg, PA. (www.ina-inc.com)

which is of particular concern due to the

s. The bullet points on ho

eir job duties

hed employees to hear that they will be -#trator if they set up

ntation could frighten new peopl h
ith anyone lest thW an “infiltrator.”
n a ut infiltr tin employees never asking tijiillsuch as

r angerous compound. It on ployees
[ SGONt | igator could fSMSDS documen

eres it spent on this “training,” Inotiv could have
g oﬁ in Virginia.

elieve this webinar tra contradicts parts of the A\JJ regulations on person
rai {nethods to iencies in animal care and treatment an

eport such deficiencies. 9 C.F.R. § 2.32 (“It shall b.‘es onsibility
' cne i S
Y

nimal care and treatment re by any
or be subject to a ng violations

APHIS will investigate
ing and facilitj i

ments to its Envigo dog

h
st personnel

facilit
regulation or

to these failures in

Hall Buildling (I
| — I

772-21297 [Aligos Therapeutics]. | restrained while she did sub-q dosing. All of the
ormalities. | then sgoitiz{Jln Hall as part of the bi-
storage closet in Clea that had willlhg. and inside
old. She called ind he told me to clean the closet with bleach. |

n ve the Iiihtini fixture to clean inside it.
ober 28, 2021, the inv‘m filmed sewage filling a drain trough in Building B in the ba

uilding, bu S ou thoroughly inspect all areas of every building for c<jjjjjji§!ap
se of the co tween s

t. This is the Clean
old and water ingress

L
.2021_INO_CO005: | talk with 'bout sewage [P in the new rat study room.
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e racility floods. This place can’t handle

onder if that’s wi || R in¢ to Clean Hall roo

1 know.”
hen descri
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