Inspection Checklist for Newcastle Disease Virus (VNDV) Laboratories (9 CFR 121 and 42 CFR 73)

Entity Name: Building/Room(s):
Inspection Date:
Street Address: Pi(s):
City, State, Zip:
RO: HHS Agents:
ARO(s):

Overlap Agents:

Lead Inspector:
Other Inspectors: USDA Agents:

When information is entered in this form, the form is to be considered Sensitive Select Agent Information.

Entity Name: Inspection Date:

Reference Statement Yes No N/A Comments

Due to the potential economic impact of vNDV on poultry morbidity and mortality, and the trade implications of the disease, APHIS requires the following
enhancements beyond BSL-2/ABSL-2 for work with vNDV in the laboratory or vivarium.

Section A vNDV enhancements: BSL-2 checklist plus the following enhancements:
APHIS/VS There are no avian colonies within 1/2 mile of the facilities; I:‘
Standard:
A(1) CFR 93.106(c)(2)()(B)
APHIS/VS Personnel working with vNDV are not permitted to have contact I:‘ I:' I:'
Standard: with susceptible animal species for a period of 5 days following
A(2) last exposure to vVNDV. VS Memo 591 .46
APHIS/VS Personnel have been instructed on the proper procedures for I:‘ I:' I:'
Standard: handling vNDV.
A(2)(i) OIE 1.1.4
APHIS/VS Access to VNDV materials and areas is restricted.
Standard: I:‘ I:' I:'
A(3) OIE1.1.4
APHIS/VS Special/dedicated clothing for direct contact with vNDV material |:| |:| |:|
Standard: or areas is required.
A4) OIE1.1.4
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Entity Name:

Inspection Date:

Reference Statement Yes No N/A Comments
APHIS/VS Facilities where work with vNDV will be conducted must have a |:| |:| |:|
Standard: separate air supply and exhaust system capable of containing the
A(5) virus within the facility. This should include primary and secondary

barriers and use of air flow. OIE1.1.4
APHIS/VS Blueprints and legends of the facilities should specifically |:| |:| |:|
Standard: document the type of filters used in all rooms where work with
A(5)(i) vNDV will be conducted. OIE1.14
APHIS/VS Facility legends specify disinfectant products and procedures for |:| |:| |:|
Standard: use to contain routine spills and to disinfect the facilities before
A(6) and after each animal study. OIE 1.1.4
APHIS/VS All waste materials are disinfected before disposal, according to |:| |:| |:|
Standard: VS Memo #800.56:
A(7) VS Memo #800.56
APHIS/VS Incineration- application of flame for a period of time sufficient to |:| |:| |:|
Standard: degrade all infectious organic material to a noninfectious state; or
A(7)(i) VS Memo #800.56
APHIS/VS Dry heat- 160°C for at least 1/2 hour; or
Standard: D |:| |:|
APHIS/VS Autoclaving- application of live steam at a temperature of at least D |:| |:|
Standard: 120°C for a period of time (not less than 1/2 hour) adequate to
A(7)(iii) inactivate, detoxify, and/or sterilize the material involved; or

VS Memo #800.56

APHIS/VS Chemical inactivation- addition of formalin, phenol, cresol, beta- D |:| |:|
Standard: propiolactone, phenylmecuric nitrate, or equivalent inactivating
A(7)(iv) agents at sufficient concentration for sufficient time and under

proper conditions to inactivate, detoxify, and/or sterilize the

material involved; or VS Memo #800.56
APHIS/VS Rendering- application of sufficient heat for a period of time
Standard: sufficient to effectively destroy and to degrade to a noninfectious
A(7)(v) state; or VS Memo #800.56
APHIS/VS Burial- of contaminated feed, manure, bedding, and other items
Standard: below ground level with sufficient covering material to prevent any
A(7)(vi) further dissemination of microorganisms. VS Memo #800.56
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Entity Name:

Reference

APHIS/VS
Standard:
A(8)

Statement

In the laboratory, employees conduct all work with the agent in a
certified BSC.
OIE1.1.4

Inspection Date:

Yes No

L O

N/A Comments

[]

Section B vNDV enhancements: ABSL-2 checklist plus the following enhancements:
APHIS/VS There are no avian colonies within 1/2 mile of the facilities;
Standard: D |:| |:|
B(1) C.F.R. 93.106(c)(2)(i)(B)
APHIS/VS Personnel working with vNDV are not permitted to have contact |:| |:| |:|
Standard: with susceptible animal species for a period of 5 days following
B(2) last exposure to VNDV.  yvS Memo 591.46
APHIS/VS Personnel have been instructed on the proper procedures for |:| |:| |:|
Standard: handling vNDV.
B(2)(i) OIE1.1.4
APHIS/VS Access to VNDV materials and areas is restricted.
Standard: D |:| |:|
B(3) OIE1.1.4
APHIS/VS Special/dedicated clothing for direct contact with vNDV material |:| |:| |:|
Standard: or areas is required.
B(4) OIE1.14
APHIS/VS Facilities where work with vNDV will be conducted must have a |:| |:| |:|
Standard: separate air supply and exhaust system capable of containing the
B(5) virus within the facility. This should include primary and secondary

barriers and use of air flow. OIE1.14

APHIS/VS Blueprints and legends of the facilities should specifically |:| |:| |:|
Standard: document the type of filters used in all rooms where work with
B(5)(i) VNDV will be conducted. OIE1.14
APHIS/VS Facility legends specify disinfectant products and procedures for |:| |:| |:|
Standard: use to contain routine spills and to disinfect the facilities before
B(6) and after each animal study. OIE 1.1.4
APHIS/VS All waste materials are disinfected before disposal, according to |:| |:| |:|
Standard: VS Memo #800.56:
B(7) VS Memo #800.56
APHIS/VS Incineration; or |:| |:| |:|
Standard: VS Memo #800.56
B(7)(i)
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Entity Name: Inspection Date:
Reference Statement Yes No N/A Comments
APHIS/VS Dry heat- 160°C for at least 1/2 hour; or
Standard: D |:| |:|
APHIS/VS Autoclaving- steam at 120°C for at least 1/2 hour; or
Standard: |:| |:| |:|
B(7)(iii) VS Memo #800.56
APHIS/VS Chemical inactivation- addition of formalin, phenol, cresol, beta- |:| |:| |:|
Standard: propiolactone, phenylmecuric nitrate, or equivalent inactivating
B(7)(iv) agents at sufficient concentration for sufficient time and under

proper conditions to inactivate, detoxify, and/or sterilize the

material involved; or VS Memo #800.56
APHIS/VS Rendering- application of sufficient heat for a period of time I:‘ I:' I:'
Standard: sufficient to effectively destroy carcasses for human food
B(7)(v) purposes and to degrade to a noninfectious state; or

VS Memo #800.56

APHIS/VS Burial- the interment of carcasses, contaminated feed, manure, I:‘ I:' I:'
Standard: bedding, and other items below ground level with sufficient
B(7)(vi) covering material to prevent any further dissemination of

microorganisms. VS Memo #800.56
APHIS/VS All carcasses are incinerated or autoclaved on site, as per VS |:| |:| |:|
Standard: Memo #800.56:
B(8) VS Memo #800.56
APHIS/VS Incineration- application of flame for a period of time sufficient to |:| |:| |:|
Standard: degrade all infectious organic material to a noninfectious state; or
B(8)(i) VS Memo #800.56
APHIS/VS Autoclaving- application of live steam at a temperature of at least |:| |:| |:|
Standard: 120°C for a period of time (not less than 1/2 hour) adequate to
B(8)(ii) inactivate, detoxify, and/or sterilize the material involved.

VS Memo #800.56

APHIS/VS All dead animals are transported from the animal room directly to |:| |:| |:|
Standard: the incinerator or autoclave in leak-proof covered containers.
B(9) VS Memo #800.56
APHIS/VS Necropsies are conducted only in areas capable of containing the
Standard: virus. D |:| |:|
B(10) C.F.R. 93.106(c)(2)(i)(F)
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Entity Name: Inspection Date:
Reference Statement Yes No N/A Comments
APHIS/VS In the laboratory, employees conduct all work with the agentin a |:| |:| |:|
Standard: certified BSC.
B(11)
OIE1.1.4

APHIS/VS Challenge tests with vNDV are conducted in an isolator capable |:| |:| |:|
Standard: of containing the virus during the post-challenge observation
B(12) period, and isolators are decontaminated at the end of the study

or test. VS Memo #800.56
APHIS/VS The facilities legends include isolator specifications such as |:| |:| |:|
Standard: type of filters and air flow and outline specific procedures
B(12)(i) used to ensure containment of vNDV within the isolator and to

decontaminate the isolator when studies are concluded. OIE 1.1.4
Section C vNDV enhancements: BSL-3/ABSL-3 checklist plus the following enhancements when applicable:
APHIS/VS There are no avian colonies within 1/2 mile of the facilities;
Standard: D |:| |:|
c) C.F.R. 93.106(c)(2)(i)(B)
APHIS/VS Personnel working with vNDV are not permitted to have contact |:| |:| |:|
Standard: with susceptible animal species for a period of 5 days following
C(Z) last exposure to vNDV. VS Memo 591.46
APHIS/VS Personnel have been instructed on the proper procedures for |:| |:| |:|
Standard: handling vNDV.
C(2)(i) OIE 1.1.4
APHIS/VS Access to vNDV materials and areas is restricted.
Standard: D |:| |:|
c(3) OIE1.14
APHIS/VS Special/dedicated clothing for direct contact with vNDV material |:| |:| |:|
Standard: or areas is required.
C(4

@ OIE1.1.4

APHIS/VS Facilities where work with vNDV will be conducted must have a |:| |:| |:|
Standard: separate air supply and exhaust system capable of containing the
C(5) virus within the facility. This should include primary and secondary

barriers and use of air flow. OIE 1.1.4
APHIS/VS Blueprints and legends of the facilities should specifically |:| |:| |:|
Standard: document the type of filters used in all rooms where work with

C(5)(i)

vNDV will be conducted. OIE 1.1.4

vNDV Laboratories — 5



http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_BIOSAFETY_BIOSECURITY.pdf
http://www.oie.int/fileadmin/Home/eng/Health_standards/tahm/1.01.04_BIOSAFETY_BIOSECURITY.pdf
https://www.aphis.usda.gov/animal_health/vet_biologics/publications/memo_800_56.pdf
http://www.selectagents.gov/resources/VS-Memo_591-46.pdf

Entity Name:

Inspection Date:

Reference Statement Yes No N/A Comments
APHIS/VS Facility legends specify disinfectant products and procedures for |:| |:| |:|
Standard: use to contain routine spills and to disinfect the facilities before
C(6) and after each animal study.
OIE1.1.4

APHIS/VS All waste materials are disinfected before disposal, according to |:| |:| |:|
Standard: VS Memo #800.56:
c() VS Memo #800.56
APHIS/VS Incineration; or
Standard: D |:| |:|
C(7)(i) VS Memo #800.56
APHIS/VS Dry heat- 160°C for at least 1/2 hour; or
Standard: |:| |:| |:|
C(7)(ii) VS Memo #800.56
APHIS/VS Autoclaving- steam at 120°C for at least 1/2 hour; or
Standard: D |:| |:|
C(7)(iii) VS Memo #800.56
APHIS/VS Chemical inactivation- addition of formalin, phenol, cresol, beta- |:| |:| |:|
Standard: propiolactone, phenylmecuric nitrate, or equivalent inactivating
C(7)(iv) agents at sufficient concentration for sufficient time and under

proper conditions to inactivate, detoxify, and/or sterilize the

material involved; or VS Memo #800.56
APHIS/VS Rendering- application of sufficient heat for a period of time |:| |:| |:|
Standard: sufficient to effectively destroy carcasses for human food
C(7)(v) purposes and to degrade to a noninfectious state; Orv/S Memo #8000.56
APHIS/VS Burial- the interment of carcasses, contaminated feed, manure, |:| |:| |:|
Standard: bedding, and other items below ground level with sufficient
C(7)(vi) covering material to prevent any further dissemination of

microorganisms. VS Memo #800.56
APHIS/VS All carcasses are incinerated or autoclaved on site, as per VS |:| |:| |:|
Standard: Memo #800.56: [ABSL-3 only];
c(@) VS Memo #800.56
APHIS/VS Incineration- application of flame for a period of time sufficient to |:| |:| |:|
Standard: degrade all infectious organic material to a noninfectious state; or
C(8)(i

®)(i) VS Memo #800.56
APHIS/VS Autoclaving- application of live steam at a temperature of at least I:‘ I:' I:'
Standard: 120°C for a period of time (not less than 1/2 hour) adequate to
C(8)(ii) inactivate, detoxify, and/or sterilize the material involved.
VS Mema #800/56
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Entity Name: Inspection Date:

Reference Statement Yes No N/A Comments
APHIS/VS All dead animals are transported from the animal room directly |:|
Standard: to the incinerator or autoclave in leak-proof covered containers.
C(9) [ABSL-3 only]  vs Memo #800.56
APHIS/VS Necropsies are conducted only in areas capable of containing the |:| |:| |:|
Standard: virus. [ABSL-3 only]
C(10) C.F.R. 93.106(c)(2)(i)(F)
APHIS/VS In the laboratory, employees conduct all work with the agentin a |:| |:| |:|
Standard: certified BSC.
c1) OIE 1.1.4
APHIS/VS Challenge tests with vNDV are conducted in an isolator capable |:| |:| |:|
Standard: of containing the virus during the post-challenge observation
C(12) period, and isolators are decontaminated at the end of the study

or test. [ABSL-3 only]. OIE1.1.4
APHIS/VS The facilities legends include isolator specifications such as |:| |:| |:|
Standard: type of filters and air flow and outline specific procedures
C(12)(i) used to ensure containment of vNDV within the isolator and to

decontaminate the isolator when studies are concluded. [ABSL-3

only]. OIE1.14

*Personnel Quarantine Policy

APHIS/VS For work with vNDV, APHIS requires entities to implement a |:| |:| |:|
Standard: personnel quarantine policy for visitors and staff. Entities must
Sections A, have, in place, a written policy prohibiting laboratory staff and
B, C. visitors from having contact with susceptible avian species for a
VS Memo minimum of 5 days after the last possible contact with the vNDV
591.46 in BSL2/ABSL2 and BSL3/ABSL3 laboratories. The prohibition on

C.F.R. 93.106(c contact with _susceptible e_lvian species includes, but is not limited
2.)(i-) (-B) ’ to, contact with any pet birds, backyard poultry flocks, birds at
county/state fairs, commercial poultry operations, zoological
VS Memo collections (i.e. zoos), and wild birds (e.g., ducks, geese). Entity’s
#800.56 policy must require that employees and visitors read the policy,
OIE 1.1.4 and acknowledge, by signature, their agreement to comply with
T that policy. Additionally, laboratories working with vNDV should
not be in close proximity to avian colonies. There should be no
commercial poultry flocks within 1/2 mile of the facility, or any
other avian colonies (e.g. backyard flock, aviary, zoo) within 100
meters of the facility.
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Comments continued:

Inspector summary and comments:

Lead inspector: Date:
Other inspectors present: Date:
Lead inspector signature: Date:
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