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Oihice of Taboratory Animal Welfare
Rockledge One, Suite 360

6705 Rockledpe Dinive

Bethesda, Maryland 20817
Telephone: {3017 496-T163

Facsimile: {301} 402-T065
Re: Animal Welfare Assurance
A4729-01 [OLAW Case A]

March 29, 2017

Dr. Kevin Archer

Dean of Graduate Studies and Research
Central Washington University

400 East University Way

Ellensburg, WA 98926

Dear Dr. Archer

The Office of Laboratory Animal Welfare (OLAW) acknowledges receipt of a copy of your March 13, 2017
letter to Ms. Carow reporting an instance of noncompliance with the PHS Policy on Humane Care and Use
of Laboratory Animals at Central Washington University. Your letter supplements the information contained
in the initial prompt report letter dated October 24, 2016 from Dr. Irwin received by fax on October 25"
According to the information provided, OLAW understands that the PI of protocol no. A081401 had
exceeded the number of hamsters approved on his protocol, He was approved to use up to 365 hamsters and
as of 10/21/2016 he had used 661. It was stated that the protocol to which the hamsters were assigned
received PHS funding via NIH grant IR15AT008546-01.

Corrective and preventive actions included the IACUC interviewing the P1. The IACUC also terminated the
PP’s hamster protocol effective 10/27/2016. Care for any remaining animals was taken over by department
staff. The PI has submitted subsequent protocols which have either been approved by the IACUC or are still
under review. In addition, the Pl has changed how animals are accounted for in his laboratory as directed by
the IACUC. The PI has also undergone additional training. The IACUC and researchers have developed a
standard form to document/track animals moving through the animal care and use program. The new on-line
protocol application system will allow anyone listed as a participant on a protocol the ability to view the
protocol,

The consideration of this matter by Central Washington University was consistent with the philosophy of
institutional self-identification and self-regulation. Similarly, the actions taken to resolve the issue were
appropriate and would be expected to correct the noncompliance and prevent a recurrence. We appreciate
being informed of this matter and find no cause for further action by this office at this time.

Sincerely,

W—

Brent C. Morse, DVM

Animal Welfare Program Specialist
Division of Compliance Oversight
Office of Laboratory Animal Welfare

cc: TACUC Contact
Dr. Robert M. Gibbens, Director Western Sector, USDA, APHIS, AC
Shelly Carow, Chief Grants Manager, NCCIH
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Morse, Brent (NIH/CD) [E]

From: Morse, Brent {(NIH/0OD) [E]

Sent: Tuesday, March 28, 2017 8:59 AM

To: 'Jason Irwin'

Subject: RE: Question about allowable costs with non-compliance

Hello Dr. Irwin,

To determine which expenditures are allowable, | suggest you contact Joel Snyderman at
snydermanj@od.nih.gov . He is very knowledgeable about these issues and can best direct your grants office,

Regards, Brent Morse
Brent C. Morse, DVM, DACLAM
Animal Welfare Program Specialist
Division of Compliance Oversight
Office of Laboratory Animal Welfare
National Institutes of Health

Please note that this message and any of its attachments are intended for the named recipient(s) only and may contain
confidential, protected ar privileged information that should not be distributed to unauthorized individuals. If you have
received this message in error, please contact the sender.

From: lason Irwin [maiito:Irwinl@cwu.edu]

Sent: Manday, March 27, 2017 7:09 PM

To: Marse, Brent (NIH/OD) [E] «<morseb@mail.nih.gov>
Subject: Question about allowable costs with non-compliance

Hi Brent,

You recently received a final report from Central Washington University regarding a non-compliance event. Our grants
office is working through expenditures (incurred before the research was stopped) and wonder what costs are allowable
{NIH grant). Is this something you can help us with? Or are there others in your division that can help us with these
issues?

If you’d like to discuss this over the phone, please suggest a time to call. | will be in my office on Tuesday morning.

Many Thanks,
- Jason

Jason Irwin, PhD

IACUC Chair

Professor, Biological Sciences
MS-7537, 400 E. University Way
Central Washington University
Ellenshure. WA 98926

Ph >hone Numbel
irwin)@cwu.eau
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March 13, 2017

Calivt Ui avaue agement Officer

Office of Grants Management

National Center for Complementary and Integrative Health
6707 Democracy Boulevard, Suite 401

Bethesda, MD 20892-5475

Dear Dr. Carow,

This letter is to serve as the final report of a non-compliance event at Central Washington University
(Assurance no. A4729-01),

On October 5, 2016, graduate studen Secondary Individua net with Dr Taenn Trwin TACUC Chair, at her
request, to discuss animal use in the laboratory of 1 Hiaisa Dandj scondary Individ vas a research assistant
funded by NIH grant IR15AT008546-01 (heldb:  Room#  in¢:condary Individ. 1er concern was the
large number of animals being used and whether the number ot animals approvea by the IACUC (CWU
protocol no. A081401) had been exceeded. Upon request, she provided Dr. Irwin with written documentation
on the number of animals that had been used for the project to date (“Hamster Inventory”). Careful review of
the document indicated that 661 hamsters had been euthanized to as of 10/21/2016 while the approved
protocol stated that 365 would be used. A revision to the protocol, which had not yet been approved,
increased the request to 500 animals.

The IACUC met at 3:30pm on Oct. 21% and voted to temporarily suspend Dr. Dondji’s protocol associated
with the NIH project. The IACUC met with Dr. Dondji on 10/25/16 to gather more information. At that
meeting, Dr. Dondji took responsibility for the overage. The IACUC was satisfied that the overage was
based on negligence/lack of oversight, not a deliberate action to exceed the number of approved animals. The
preliminary report was submitted to OLAW (Dr. Brent Morse, Compliance Oversight) on 10/28/2017 and to
the USDA (Dr. Robert Gibbens) on 11/1/2016.

In response to the non-compliance exhibited by Dr. Blaise Dondji with regards to animal use, the IACUC
took the following actions:

1. Protocol A081401 was terminated by the IACUC on 10/27/2016. No further work was performed
under this protocol.

2. Dr. Dondji submitted new protocols to (1) develop a breeding colony of hamsters to support future
research (approved by the IACUC Jan. 27, 2017) and (2) allow maintenance of hookworms using
infected hamsters (approved by the IACUC Jan. 31, 2017). Another protocol, specifically to support
any further research related to NIH grant 1R15AT008546-01, has been reviewed by the IACUC and
is currently being updated/edited by the Dr. Dondji.

3. In accordance with IACUC instructions, Dr. Dondji has changed the method by which he records the
number of animals being used in his laboratory, including a list of the protocol number associated

Institutional Animal Care and Use Committee
400 East University Way - Ellensburg, WA 98926-7510
E-mail: iacucewu.edu - Web: www.cwu.eduffacuc
EEO/AAMITLE IX INSTITUTION
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with each animal, maintenance of a running total of animals used for each protocol, and information
on how the animals were used and their final disposition.

4, As requested by the IACUC, Dr. Dondji completed the “Mentoring” portion of the Responsible
Conduct of Research training offered through the Office of Research Integrity, U.S. Department of
Health and Human Services.

Changes to the Animal Care and Use Program:

5. CWU’s new on-line protocol application system is in the final stages of development. This system
will allow anyone (faculty, staff, or CWU student) the ability to view any protocol in which they are
named as a participant. (The current system allows this only for the originator of a protocol and the
faculty mentors of students that have submitted protocols.)

6. The IACUC has developed, with the input from researchers, a standard form to document/track
animals moving through the animal care and use program. This record is being kept in a known
location within the secure facilities where animals are housed. This will allow easier and more
frequent checks of the number of animals being used and comparison of this value to the number
approved (which is already posted in animal care areas).

Questions regarding the details of the history of thie avent ar the corrective actions taken may be directed to
Dr. Jason Irwin, JACUC Chair (irwinj@cwu.edu, Phone Number

Kevin Areher
Institutional Official and Dean,
Graduate Studies and Research

Institutional Animal Care and Use Commiittee
400 East University Way - Ellensburg, WA 98926-7510
E-mail: jacuc@cwu.edu - Web: www.cwu.edu/iacuc
EEQ/AATITLE IX INSTITUTION
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Morse, Brent (NIH/OD) [E]

From: Morse, Brent (NIH/OD) [E]

Sent: Wednesday, March 15, 2017 10:13 AM

To: 'Kavin Archar': Carow. Shallev (NIH/NCCIH) [E]

Cc: condary Individ:condary Individt

Subject: MC. FHII WLAYY MEPUIL LBl dI \Nashington UniVEFSity

Thank you Dr. Archer. OLAW will send you a response to your report socon.

Regards, Brent Morse
Brent C. Morse, DVM, DACLAM
Animal Welfare Program Specialist
Division of Compliance Oversight
Office of Laboratory Animal Welfare
National Institutes of Health

Please note that this message and any of its attachments are intended for the named recipient(s) only and may contain
confidential, protected or privileged information that should not be distributed to unauthorized individuals. If you have
received this message in error, please contact the sender.

From:; Kevin Archer [mailto:Kevin.Archer@cwu.edu)

Sent: Tuesday, March 14, 2017 5:52 PM

To: Carow, Shelley (NIH/NCCIH) [E] <carows@mail.nih.gov>

Cc: Morse, Brent (NIH/OD) [E] <morseb@mail.nih.gov> Secondary Individual dcwu.edu> scondary Individu

ondary Indivii ’cwu.edu>
supject: Final OLAW Report Central Washington University

Dear Shelly Carow:
Please find attached the final report of a non-compliance event at Central Washington University
(Assurance no. A 4729-01).

Sincerely,
Kevin Archer
[nstitutional Official

Kavin Archer, PhD

Maan Crhnnl af Sragyate Studies and Research
Room #

hone Numbe

e ey --— Ellersburg VYA, 9¥926-7510

WW, WY, S master s bout-os
WA O, edidgeographyikevin-archty

cwu.edu
CENTRAL WASHINGTON UNIVERSITY

http://www.cwu.edu/masters/

LEARN, DO, LIVE.
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October 24, 2016

Brent Morse, DVM

Division of Compliance Oversight
Office of Laboratory Animal Welfare
National Institutes of I{ealth

RKL 1, Suite 360, MSC 7982

6705 Rockledge Drive

Bethesda, MD 20892

Dear Dr. Morse,

This letter is t~ ~~== ~~ k= initial report of a non-compliance event at Central Washington University
(Assurance n¢

On October 3, 2016, gradua econdary Individu. net with me, at her request, to discuss animal use in
the laboratory of Dr, Blaise condary Individ :search assistant funded by NIH grant
lRl 5AT008546'01 (hdld bj ;Ondary |nd|v|c ]]dji) a.ﬂd Works Solely on this projmt. HCI‘ concern

was the large number of animas peng ussu ane wucwer the number of animals approved by the [ACUC had
been exceeded. Upon request, she provided me with written documentation on the number of animals that
had bcen used for the project to date (“Hamster Inventory™). Careful review of the document indicates that
661 hamsters have been euthanized to date (10/21/2016) while the approved protocol stated that 365 would
be used. A revision to the protocol, which had not yct been approved, increased the request to 500 animals.

After meeting witt condary Individi [ investigated the situation further, largetv tn seek an alternative source of
information regarding the number of animals used. My intcnt was to protec >condary Individu inonymity as
the reporter of this information. I took this action knowing that no additional arumais were 1o be infected
until 10/21/16, so the number of animals used would not increase until that date. (Note that 25 animals were
euthanized on 10/18/16, but these were animals that had been infected on 9/24/16. Therefore, they had
reached the experitnental endpoint so needed to be euthanized before adverse symptoms developed.) I was
unsuccessful in finding an alternate source for the information on animal use. On the moming of Oct, 21%, |
sent an email and text messages to Dr. Dondji requesting that no additional animals be infected, At that
point ondary Individ €veated to Dr. Dondji that she had provided evidence to me regarding the nrmher of
animas usea py tne iaboratory. At 10:00am on Oct. 21st, I met with Dr. Dondji in the presence of dary Ind
\dary Indi Pepariment Chair, to discuss the number ol animals used. Immediately after that meeting, 1
intormeda the IO, Dr. Kevin Archer, of the situation by telephone. The IACUC met at 3:30pm on Oct. 21%
and voted to temporarily suspend Dr, Dondji’s protocol associated with the NIH project. Dr. Dondji’s keys to
the animal facility (where his research animals are housed) were collected at 5:00pm the same day. Animal
care was taken over by department staff as there were no infected animals at that time.

Institutional Animal Care and Use Commities
400 East University Way - Ellensburg, WA 58528-7510
E-mail: iacuc@ewu.edu - Web: www.cwu.edufacuc

EEQ/AATITLE IX INSTITUTION
1072572016 3:39PM (GMT-04:00)
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The IACUC is meeting with Dr. Dondji early this week (10/25/16) before taking further action.

Sincerely,
g N

Dr. Jason Irwin

[ACUC Chair

Professor, Biological Sciences
Central Washington University
MS-7537, 400 E. University Way
Ellanchnire WA QRO24

Ph Phone Number
irwinj@cwu.edu

Institutional Animal Care and Use Committee
400 East University Way - Eifensburg, WA 9€926-7510
E-mail: iscuc@owu.edu - Web: www.cwu edufacuc

EED/AATITLE 1X INSTITUTION

10/2572016

3:39PM (GMT-04:00)
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Department of Biological Sciences CENTRAL WASHINGTON UNIVERSITY

Fax Cover Form Department of Biclogical Sciences

400 E. University Way
Ellensburg, WA 98926-7537
Phone: 509-963-2731
Fax: 509-963-2730

Too  _ e Brent  HMorse . OL AW
ron __Josoe T [ACUC Chaw  oun (o/2i/l

RE: { EaaN 5661 Ag @
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Please Number of pages to follow:

Comments:

10/25/2016 3:39PM {(GMT-04:00)
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o LAw Division of Compliance Oversight

Record of Call for Case# A4724 - A
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