NIAID ANIMAL CARE AND USE COMMITTEE

Redacted by agreement

Tuesday, February 18%, 2020

1:00 p.m.
Members Present:
Dr. Kirk Cunningham CMB:; ACUC Chairman
Dr. Daniel Paré OSD; Attending Veterinarian
Redacted by agreement LID
CMB
CMB
DOHS
LMM
LIR
LCIM
LPD
LISB
Non-Affiliated, Non-Scientific Member
OSD
LMVR
LMI
Members not present:
Redacted by agreement Non-Affiliated, Non-Scientific Member
LMIV
LIG
Guests:
Redacted by agreement CMB

1.  Dr. Cunningham called the meeting to order at 1:00 PM.

2.  The ACUC reviewed the minutes from the January 21, 2019, meeting. The minutes were
approved with edits by a vote of 15 to zero.

2. The ACUC acknowledged the ACUC-Delegated, Administrative Changes to Animal Study
Proposals (i.e., Personnel and IEATC changes) that were approved by the ACUC designee,
[Redactedby agieementla the ACUC-Delegated Annual Reviews of Animal Study Proposals that were
approved by the ACUC designee, Dr. Kirk Cunningham, during the period of January 8%, 2019,
through February 6™, 2020, by a vote of 15 to zero.

3. The ACUC acknowledged with corrections the Non-FCR/non-DMR-Reviewed Significant Change
Proposals to ASPs that were approved in accord with ACUC Policy #3 by the Veterinarian
Verification and Certification (VVC) mechanism during the period of January 8", 2019, through
February 6™, 2020, by a vote of 15 to zero. Some minor edits will be made.



4. The ACUC reviewed the following FOUR Animal Study Proposal.

(0)5) The committee voted 15 to zero that this ASP requires
modifications to secure approval. The modifications will be reviewed by the ACUC-designated

reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)

b)®) The committee voted 15 to zero recusal that this ASP requires
modifications to secure approval. The modifications will be reviewed by the ACUC-designated

reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)




rb){5)

IThc committee voted 15 to zero that this ASP requires modifications to

secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)

(0)©) The committee voted 15 to zero that this ASP requires modifications to
secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)

5. Continuing Business:
* Dr. Cunningham noted that the

Redacted by
agreement

reportable incident report had been received by

OLAW and the actions of the ACUC described therein found acceptable. The letter from
OLAW was distributed to the committee.
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7.

8.

New Business:

Dr. Cunningham welcomed [2dacted by the new ACUC Coordinator, and noted that he
had prepared an Appendix of injections for all the ASPs reviewed at the meeting and was
working on some doing the same for some of the more complicated ASPs reviewed at later
meetings. It was noted that the ACUC had requested such appendices recently to aid the
facility staff in verifying that a given injection was approved on a given ASP.

Dr. Cunningham noted that the ACUC had recently inspected the DVR omplex
NHP animal facilities and there were no findings besides some expired reagents in one of the
procedure rooms.

Dr. Cunningham noted that OLAW had informed the NIH that they would conduct a routine
site visit of the entire campus on the week of 3/2 to 3/6. It was stressed that this was a routine
site visit and not for cause.

Dr. Cunningham noted and distributed a helpful document written by

writing a new ASP.

Redacted by

agreement about

Around the Room:

The meeting was adjourned at 2:43 pm.



NIAID ANIMAL CARE AND USE COMMITTEE

Virtual Meeting
Tuesday, March 24, 2020
1:00 p.m.

Members Present:

Dr. Kirk Cunningham CMB:; ACUC Chairman
[Redacted by agreement | CMB; ACUC Vice Chair

Dr. Daniel Paré OSD; Attending Veterinarian

Redacted by agreement Non-Affiliated, Non-Scientific Member
Non-Affiliated, Non-Scientific Member
LID

CMB

CMB

DOHS

LMM

LMIV

LPD

LISB

LIR

LCIM

OSD

LMVR

LMI

LIG

Members not present:

Guests:
Redacted by agreement CMB
CMB
CMB
CMB

1.  Dr. Cunningham called the meeting to order at 1:00 PM.

2.  The ACUC reviewed the minutes from the February 18", 2020, meeting. The minutes were
approved by a vote of 19 to zero. A typo will be corrected.

2. The ACUC acknowledged the ACUC-Delegated, Administrative Changes to Animal Study
Proposals (i.e., Personnel and IEATC changes) that were approved by the ACUC designee,
[Redactedby agreement|and the ACUC-Delegated Annual Reviews of Animal Study Proposals that were
approved by the ACUC designee, Dr. Kirk Cunningham, during the period of February 6™, 2020,
through March 11%, 2020, by a vote of 19 to zero.

3. The ACUC acknowledged with corrections the Non-FCR/non-DMR-Reviewed Significant Change
Proposals to ASPs that were approved in accord with ACUC Policy #3 by the Veterinarian
Verification and Certification (VVC) mechanism during the period of February 6, 2020, through
March 11", 2020, by a vote of 19 to zero. Some edits will be made.



4. The ACUC reviewed the following SIX Animal Study Proposal.

(0)(3)

The committee voted 19 to zero that this ASP requires modifications to
secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)

P)e) The committee voted 19 to zero that this ASP requires modifications to

secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)




(0)(3)

(0)5) The committee voted 19 to zero that this ASP requires

modifications to secure approval. The modifications will be reviewed by the ACUC-designated
reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)




b5
(D) The committee voted 19 to zero that this ASP requires modifications

to secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(3)

(b)) [The committee voted 19 to zero that this ASP requires
modifications to secure approval. The modifications will be reviewed by the ACUC-designated
reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:
b)(3)




b)(5)

b)(5)

The committee voted 19 to zero that this ASP requires

modifications to secure approval. The modifications will be reviewed by the ACUC-designated
reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:
(b)(5)

5. The ACUC reviewed the following THREE major amendment proposal.

(0)(3)

The committee voted 19 to zero that this major amendment

requires modifications to secure approval. The modifications will be reviewed by the ACUC-
designated reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:
b)(3)

b)(5)

The committee voted 19 to zero that this major amendment requires

modifications to secure approval. The modifications will be reviewed by the ACUC-designated
reviewers.




b)(5)

Redacted by agreement

The committee voted 17 to zero to approve this major amendment.

Comments: The Committee commended the investigators for preparing this well done major
amendment.

b)(5)

The committee voted 17 to zero that this major amendment requires

modiiications to secure approval. The modifications will be reviewed by the ACUC-designated
reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)

6. Continuing Business:

7. New Business:

8. Around the Room:

The meeting was adjourned at 3:15 pm.




Members Present:
Dr. Kirk Cunningham

|Redac1ed by agreement |

Dr. Daniel Paré

Redacted by agreement

Members not present:

Redacted by agreement

Guests:

Redacted by agreement

NIAID ANIMAL CARE AND USE COMMITTEE

Virtual Meeting

Tuesday, April 21%, 2020

1:00 p.m.

CMB; ACUC Chairman

CMB; ACUC Vice Chair

OSD; Attending Veterinarian
Non-Affiliated, Non-Scientific Member
Non-Affiliated, Non-Scientific Member
LID

CMB

CMB

LMM

LMIV

LPD

LISB

LIR

LCIM

LMVR

LMI

LIG

DOHS
OSD

CMB
OACU
CMB
CMB

1.  Dr. Cunningham called the meeting to order at 1:01 PM.

2.  The ACUC reviewed the minutes from the March 24™, 2020, meeting. The minutes were approved

by a vote of 17 to zero. Some minor edits will be made.

2. The ACUC acknowledged the ACUC-Delegated, Administrative Changes to Animal Study
Proposals (i.e., Personnel and [EATC changes) that were approved by the ACUC designee,
|Re“"“31Ed by agreeme“‘|and the ACUC-Delegated Annual Reviews of Animal Study Proposals that were
approved by the ACUC designee, Dr. Kirk Cunningham, during the period of March 11", 2020,

through April 8%, 2020, by a vote of 17 to zero.

3. The ACUC acknowledged with corrections the Non-FCR/non-DMR-Reviewed Significant Change
Proposals to ASPs that were approved in accord with ACUC Policy #3 by the Veterinarian
Verification and Certification (VVC) mechanism during the period of March 11™, 2020, through

April 8, 2020, by a vote of 17 to zero. Some edits will be made.



4. The ACUC reviewed the following SIX Animal Study Proposals.

b)(5)

The committee voted 16 to zero, with one recusal, that this ASP

requires modifications to secure approval. The modifications will be reviewed by the ACUC-
designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:




(0)(3)




RDs be amended to include this ASP renewal as soon as it is approved.

(0)5) The committee voted 17 to zero recusal that this ASP requires
modifications to secure approval. The modifications will be reviewed by the ACUC-designated
reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(b)(5)
(0)0) The committee voted 17 to zero that this ASP requires modifications to
secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:
b)(3)




Redacted by agreement . . .
The committee voted 18 to zero to approve this major amendment.

Comments:

The ACUC reviewed the following TWO Animal Study Proposal by Designated Member Review.

b)(5)

The committee determined by designated member review that this
ASP requires modificafions fo secure approval. The modifications will be reviewed by the ACUC-
designated reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)

(0)(3)

The committee determined by designated member review that this
ASP requires modifications to secure approval. The modifications will be reviewed by the ACUC-
designated reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)

The ACUC reviewed the following TWO major amendments by Designated Member Review.

Redacted by agreement The committee approved this major amendment by designated

member review.

Comments: Some administrative edits were made. The Committee noted that the PRD for the SARS-
CoV-2 had been approved but a BAF for the virus still needs to be submitted.
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Redacted by agreement The committee approved this major amendment by designated

mMember review.
Comments: Some administrative edits were made. The Committee noted that the RD for the VLPs has

been submitted.

5.  Continuing Business:

7. New Business:

8. Around the Room:

The meeting was adjourned at 2:17 pm.



NIAID ANIMAL CARE AND USE COMMITTEE

Virtual Meeting
Tuesday, May 19, 2020
1:00 p.m.

Members Present:

Dr. Kirk Cunningham CMB; ACUC Chairman
|Redac1ed by agreement | CMB; ACUC Vice Chair

Dr. Daniel Paré OSD; Attending Veterinarian

Redacted by agreement Non-Affiliated, Non-Scientific Member
LID
CMB
CMB
DOHS
LMM
LMIV
LPD
LISB
LIR
OSD
LMVR
LMI

Members not present:
Redacted by agreement Non-Affiliated, Non-Scientific Member
LIG
LCIM

Guests:
Redacted by agreement OACU

CMB
CMB

1.  Dr. Cunningham called the meeting to order at 1:00 PM.

2. The ACUC reviewed the minutes from the April 21%, 2020, meeting. The minutes were approved
by a vote of 16 to zero. Some minor edits will be made.

2.  The ACUC acknowledged the ACUC-Delegated, Administrative Changes to Animal Study
Proposals (i.e., Personnel and IEATC changes) that were approved by the ACUC dcsigncc,
Redacted by nd the ACUC-Delegated Annual Reviews of Animal Study Proposals that were

approved by the ACUC designee, Dr. Kirk Cunningham, during the period of April 8%, 2020,
through May 7%, 2020, by a vote of 16 to zero.

3.  The ACUC acknowledged with corrections the Non-FCR/non-DMR-Reviewed Significant Change
Proposals to ASPs that were approved in accord with ACUC Policy #3 by the Veterinarian
Verification and Certification (VVC) mechanism during the period of April 8, 2020, through May
7% 2020, by a vote of 16 to zero. Some edits will be made.



4. The ACUC reviewed the following FOUR Animal Study Proposals.

(0)©) IThe committee voted 17 to zero that this ASP requires modifications to secure

approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)
b)) The committee voted 17 to zero that this ASP requires modifications to secure
approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:
b)(5)




(0)(3)




b)(5)

(0)(3)

[The committee voted 16 to zero recusal that this ASP requires

modiiications to secure approval. The modifications will be reviewed by the ACUC-designated

reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)

The committee voted 16 to zero that this ASP requires

modifications to secure approval. T
reviewers.

e modifications will be reviewed by the ACUC-designated




Redacted by agreement The committee voted 15 to zero to approve this major amendment.

Comments: The Committee noted that Scientific Merit Review of this major amendment had been
successfully completed.

The ACUC reviewed the following THREE Animal Study Proposal by Designated Member Review.

[©)E) The committee determined by designated member review that this
ASP requires modifications to secure approval. The modifications will be reviewed by the ACUC-
designated reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)

Comments:

b)(5)

[The committee determined by designated member review that this
ASP requires modifications to secure approval. The modifications will be reviewed by the ACUC-
designated reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)

Comments:

(0)(3)

The committee determined by designated member review that this ASP
requires modifications to secure approval. The modifications will be reviewed by the ACUC-
designated reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)




b)(5)

5. Continuing Business:
= The Chair that a new packet of COVID-19 related items for DMR was being prepared.

7.  New Business:
. The Chair updated the committee on the response from OLAW from their site visit in March.
He noted that site visit went very and the only item the site visitors noted that specifically
pertained to NIAID DIR was the need for stronger justification for single housing of
experimental NHP. He noted that a subcommittee had been formed and was looking into the
issue. The subcommittee is looking into both requesting stronger justification on already
approved ASP and also decreasing the number of NHP requiring single housing as well as
the length of time single housing is required. He also noted that stronger scientific
justification had already been requested for ASP!Rfriif‘nﬂf’y renewal. It was noted that animal
or single

caretaker safety issues was a strong justification housing of NHP in the|?edacted by
bhorcameant

8. Around the Room:

The meeting was adjourned at 2:19 pm.




NIAID ANIMAL CARE AND USE COMMITTEE

Virtual Meeting
Tuesday, June 2374, 2020
1:00 p.m.

Members Present:

Dr. Kirk Cunningham CMB:; ACUC Chairman
|Redaded by agreement | CMB; ACUC Vice Chair

Dr. Daniel Paré OSD; Attending Veterinarian

Redacted by agreement Non-Affiliated, Non-Scientific Member
Non-Affiliated, Non-Scientific Member
OSD

CMB

CMB

DOHS

LID

LMM

LMIV

LPD

LISB

LIR

LMVR

LMI

LCIM

LIG

Members not present:

Guests:

Redacted by agreement OACU
CMB
CMB
CMB

1.  Dr. Cunningham called the meeting to order at 1:00 PM.

2.  The ACUC reviewed the minutes from the May 19, 2020, meeting. The minutes were approved
by a vote of 19 to zero. Some minor edits will be made.

2.  The ACUC acknowledged the ACUC-Delegated, Administrative Changes to Animal Study
Proposals (i.e., Personnel and IEATC changes) that were approved by the ACUC designee, EEdaC‘e |
Redacted by agreeme“‘|and the ACUC-Delegated Annual Reviews of Animal Study Proposals that were
approved by the ACUC designee, Dr. Kirk Cunningham, during the period of May 7%, 2020,
through, June 10", 2020, by a vote of 19 to zero.

3. The ACUC acknowledged with corrections the Non-FCR/non-DMR-Reviewed Significant Change
Proposals to ASPs that were approved in accord with ACUC Policy #3 by the Veterinarian
Verification and Certification (VVC) mechanism during the period of May 7%, 2020, through, June
10", 2020, by a vote of 19 to zero. Some edits will be made.
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4. The ACUC reviewed the following FOUR Animal Study Proposals.

(0)5) The committee voted 19 to zero that this ASP requires modifications to
secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)

|{b){5) |Thc committee voted 19 to zero that this ASP requires modifications to secure
approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)




b)(5)

b)(5)

The committee voted 19 to zero that this ASP requires modifications to secure

approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)




(0)(3)

The committee voted 19 to zero that this ASP requires modifications

to secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)

5. The ACUC reviewed the following THREE major amendment proposal.

(0)(3)

The committee voted 19 to zero that this major amendment

requires modifications to secure approval. The modifications will be reviewed by the ACUC-
designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)




Redacted by agreement

The committee voted 19 to zero to approve this major

amendment.

Comments:

Redacted by agreement . . .
yes The committee voted 19 to zero to approve this major amendment.

Comments: The|REdE"3‘Ed by agreement |suite will be added as a holding and procedure location. The

Chair noted that this major amendment could not be authorized until the PRD had been reviewed and
approved.

The ACUC reviewed the following ONE major amendment proposal by DMR.

[©)) [The committee determined by designated member review that this major
amendment requires modifications to secure approval. The modifications will be reviewed by the
ACUC-designated reviewers.

The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)

5. Continuing Business:

e Dr. Cunningham noted that there were no Incident reports (e.g., adverse events, unexpected deaths,
noncompliance, etc.) or animal welfare concerns from the past month.

Redacted by freported that the animal facility inspection had been completed and there were

no deficiencies to report.

e Dr. Cunningham noted that the ACUC was continuing to conduct animal facility inspections while still
being observant of the social distancing guidelines. It was noted that the inspections were being
conducted by Drs. Pare and ll ACUC members are invited to the animal facility inspections but
coordination might be required in order to observe social distancing in the animal facilities.

e Dr. Cunningham noted that the ACUC subcommittee working on addressing OLAW site visitor
comments about social housing of experimental NHP was making progress.

7.  Continuing Business:
e Dr. Cunningham noted that Group A had returned to work on the Bethesda campus.

8. Around the Room:

The meeting was adjourned at 2:20 pm.




NIAID ANIMAL CARE AND USE COMMITTEE

Virtual Meeting
Tuesday, July 21st, 2020
1:00 p.m.

Members Present:

Dr. Kirk Cunningham CMB:; ACUC Chairman
[redactedby agreement | CMB; ACUC Vice Chair

Dr. Daniel Pare OSD; Attending Veterinarian

Redacted by agreement Non-Affiliated, Non-Scientific Member
Non-Affiliated, Non-Scientific Member
OSD

CMB

CMB

DOHS

LID

LMM

LMIV

LPD

LISB

LIR

LMVR

LMI

Members not present:
Redacted by agreement LCIM

LIG

Guests:
Redacted by agreement CMB

CMB
CMB
CMB

1.  Dr. Cunningham called the meeting to order at 1:00 PM.

2. The ACUC reviewed the minutes from the June 23, 2020, meeting. The minutes were approved
by a vote of 17 to zero. Some minor edits will be made.

2. The ACUC acknowledged the ACUC-Delegated, Administrative Changes to Animal Study
Proposals (i.e., Personnel and IEATC changes) that were approved by the ACUC designee,[Redacte|
|R‘3da"31Ed by a'gree'r”e“‘|and the ACUC-Delegated Annual Reviews of Animal Study Proposals that were
approved by the ACUC designee, Dr. Kirk Cunningham, during the period of June 10, 2020,
through July 8™, 2020, by a vote of 19 to zero. One administrative edit will be made.

3. The ACUC acknowledged with corrections the Non-FCR/non-DMR-Reviewed Significant Change
Proposals to ASPs that were approved in accord with ACUC Policy #3 by the Veterinarian
Verification and Certification (VVC) mechanism during the period of June 10, 2020, through
July 8%, 2020, by a vote of 19 to zero.



4. The ACUC reviewed the following THREE Animal Study Proposals.

|{b){5) |The committee voted 17 to zero that this ASP requires
modifications to secure approval. The modifications will be reviewed by the ACUC-designated
reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)

(0)5) rl"hc committee voted 17 to zero that this ASP requires modifications
to secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)




(0)(3)

Redacted by agreement

Comments:

The committee voted 17 to zero to approve this ASP.

The Committee wondered if it would be useful to use both male and female mice and compare the
results. Some administrative edits will be made.

5. The ACUC reviewed the following TWO major amendment proposal.

Redacted by agreement

The committee voted 17 to zero to approve this major amendment.

3




The following modifications must be incorporated into the ASP in order to secure ACUC approval:

b)(5)

(0)5) The committee voted 17 to zero this ASP requires modifications to
secure approval. The modifications will be reviewed by the ACUC-designated reviewers.
The following modifications must be incorporated into the ASP in order to secure ACUC approval:

(0)(3)

6. Continuing Business:

* The Chair noted that facility inspections were continuing and invited all ACUC members to
attend. The Vice Chair gave a report of the[Joaarce oY inspections—noting that there were

not major findings. All animal holding rooms, including holding rooms occupied exclusively
by other ICs so that these inspectors could be used as ad hoc inspectors by the other ICs.

* The Chair noted that he was looking into how lab inspections should be handed in manner that
was consistent with social distancing guidance.

= The Chair noted that there had been any potential incidents non-compliance or animal welfare
concern in the last month.

7.  New Business:
. The Chair noted that Group B had returned to campus but that Group C returning was not
likely to happen any time soon. Virtual meetings will continue for the foreseeable future.

8. Around the Room:

The meeting was adjourned at 2:14 pm.



