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EXETER
Inspections!

1. Who Inspects us and why?

2. What are the inspectors looking for?
» compliance with licence conditions
* local enforcement through appropriate committees
* appropriately resourced (building infrastructure and statfing)
* process and continuous improvement

3. Beware - disparities between inspectors and the different
regulatory bodies
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Who Inspects us and wh
Health and Safety Executive

Home Office: Animals Veteri Medici
Inspectorate (EHI: EASIHIEL Lo M= {HSE) - Health & Safety @ work
RS T Regulations (VMR) The Act 1974; Provision & Use of

(scientific procedures)
DEFRA] medicines act 1968 & the work Regulations 1998

act 1986
misuse of drugs act 1971 Notably for the BSU: Use of GM
Organisms {plants, animals & cell

lines); Control of Substances
Hazardous to Health (COSHH);
General Risk Assessments

Fish Health

Licence Requirements Audit/Inspection requirements
enforcement of compliance with
relevant regulations

Aguaculture Production Controlled Drugs (CD) 3 ezt
Bugine_sﬁs () Named Veterinary Biological Safety Officer
ertificate
{Authorisation to hold Surgeon (NVS) to sign (BSO) & Genetically
Home Office Modified Safety Officer
(GMS0)

fish & other aguatic
acquisition certificate
prior to release

Establishment Licence
({Schedule of premises
listing speafic rooms

approved for regulated

procedures on animals)}
species)

Mormal Drugs {ND; UoE in-house training
e.g. prescription coursesfregistration:
GM registration, GM risk
assessment (environment &
human);
manager or COSHH & general risk
controlled drugs assessment. Submission of
3 COSHH forms signed &
officer (CDO) approved by line
management

- List of approved suppliers
- Within EU: All live fish &
Project Licence shellfish imports must be i
(Nature of work, Pl T D 2 mm:;ne'j only to be
specific) advance (AAH form) ordered via BSU
- Outside EU: OIE member
country only - enter via
Border Inspection Post
(BIP}. Health Certificate |
appointed by NVS

required for all

Facility planning for
Biosecurity —
assessments,

Personal Licence UK Animal Transporter Risk Assessment, record
keeping, safe storage &

(User carrying out certificate + contingency
work) plan disposal — CD must be
dispensed by CDO & signed
by the CDO & user. Date, mcn_vements,
batch Mo, Vol used & containment, safe
running total of stock logged disposal
Schedule 1 Register at ol times
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Inspectors looking for?
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Internal
Committees &

Named
Persons are in

Compliance of licence conditions through local enforcement

Establishment Licence Holder [ ELH ) — Uitimate legal responsitility for the Institute to operate and comply with the Animals (Scientific
Procedures) Act 1986 (ASPA) . The ELH is sanctionable by the secretary of state should thatbe deemed necessary (e.g. breach of licence conditions)

Mamed Persons — Mominated and delegated responsibilities by the ELH to

NACWO: Named
Animal Care &
‘Welfare Officer
{Oversesing the
welfare and care of
the animals)

‘police’ compliance

NVS: Named
Veterinary
Surgeon [Advising
on the health,
welfare and
treatment of the
animals)

HOLO: Home Office
Liaison Officer
{Relays information
between Home
Office inspectorate
and ELH)

Day to day policing of
ASPA

place

 Evidence that
these
committees
meet regularly

 Evidence that

information e
- . . Chair Tor eac
communicated e ez schaol

to where it
needs to go!

Regulated Procedures — Procedure
carried out on a protected animal for
educational or scientific purposes that

may cause pain, suffering or distress

Unregulated Procedures — no pain or distress
caused. E.g. many behavioural/observational
studies or surveys and questionnaires or on
unprotected animals, e.g. invertebrates other
than cephlapods

compliance of ASPA

Protected animal
under ASPA is any
living vertebrate and
cephalopod

UNIVERSITY OF EXETER CODE OF GOOD PRACTICE — Culture of Care for all animals

All research involving
human participants, their
data, tissue or animals

University appointed committees ensuring

that fall outside of ASPA
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Facilities are appropriately
resourced!

— Establishment takes seriously the requirements
needed for an animal facility

— Appropriate investment in building infrastructure

* biosecurity

* primary services

* life-support systems

* back-up power/system resilience

* designated rooms for animal work (STH, LTH and SEP)

* sufficient storage - i.e. no clutter in dedicated animal
rooms

* flow of the facility
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Facilities are appropriately
resourced!

— Appropriate investment in staffing
* number of staff

« staff hold appropriate positions
+ 365 day cover

— Facility Managers (NACWO) have appropriate
authority with academic colleagues

* good engagement between technicians and academics

— Insufficient staffing puts facility at risk - lose multiple
checkpoints needed to prevent breaches of licence

— NVS can help request extra statfing if necessary
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Process and continuous
improvement!

— Appropriate processes are in place on the ground and
that they are being actioned

— Planning!! - starts with a study request form
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Biological Services Unit (BSU) — Study Request Form

Fill in study request form Support/advice for filling in
(Ideally 4 weeks prior to the form from
study commencing] (Laboratory Manager)

Email completed form to
Biological Services Unit administrators

Received ——-
Study assigned reference

number and email confirming
receipt sent to requester

Processed by
Anquatic Resources Centre
Manager

Form processed each Monday following submission and
Processing ——= returned to requester within 2 weeks, unless further
clarification required

NVS to discuss sargery procedures, review
amalgesia/anaesthesia & gemeral care and
welfare planz at least 7 days before
commencing studies

Form approved and signed by
& emailed to study

lead as approved
Completed ——

Study can now go ahead and
animals ordered

Training and competency
chedks confirmed and any
NB—-= refresher training
completed prior tothe
start of the study
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FILE TOOLS VIEW BSU STUDY REQUEST_BLANK 2017.docx - Word =Hoo— x

This form must be completed prior to animals being ordered/ or a study starting. Ethical Approval
Cells in grey are for Animal Unit Management to complete after form received. Has the study recejved Ethical Approval?
ASPA Y/N Date: Please complete ASPA section below
Ref Number (Animal Unit to allocate)
Non- ASPA Y/N Date: Please attach ethical approval to this form.
Study Title
Campus/ College/ Schoal
S Schi/ Tissue Y/N Date Please attach ethical approval to this form.
Email
Site/ Animal Unit where work taking. . .
place: O Lsiesu ASPA DETAILS (Complete if applicable):
O Hatherly BSU
15 S TRt Fealliy PROJECT LICENCE (PPL)
O GPaRc PPL No: Protocol | Licence holder:
O wsL Aquarium
O WsLRoom 127 Expected Severity: ‘ PPL Contact Nos:
O Penryn Fish Lab Actual severity assessed by: (if this is not completed the Pl/ Project lead is expected to complete
O Penryn (Other — please state) these severity assessment records)
o

Off Site (Please State)

Authorisation for study to be performed under project licence:

Details: The Study Request form signed by the Project Licence holder confirms: all details have been confirmed as
correct and allowed under the Project Licence indicated. The appropriate staffing resources are available
to perform the requested work. The study is authorised to commence on the date that has been requested.

A copy of the PPL must be ilable in the animal unit for all PILs working on this project.
Signed (PPL Holder): Date:
APPROVALS (Must be completed before animals arrive/ study starts)

Role Name Signed Date

PI/ Project Lead Is the PPL available in the animal unit? Y/N (Animal Unit manager to complete)

Primary PIL Holder
Have all PIL holders read the PPL? Y/N (PPL holder to complete)

Primary Animal Carer

(if not under ASPA)
Animal Unit Management

ADVERSE EFFECTS and END POINTS:

(please outline adverse effects and the expected END POINT authorised under the PPL from your project, so that
ANIMAL UNIT Staff/ NACWOSs are aware)

Lead Technician
{Animal Unit Staff]

Some sections of this form will not be applicable, please score out as appropriate

Once this form has been approved ANIMAL UNIT Management will contact for any requirement for a
pre-study meeting.

s e %
15:13

B 23 Uy
s 25/09/2017
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FILE TOOLS VIEW BSU STUDY REQUEST_BLANK 2017.docx - Word =Hoo— x

PROCEDURES (PIL and Sch1) and COMPETANCIES STUDY ANIMALS:

- . . . Requested Animal Arrival Date (7 days prior to study start)
What licenced techniques or Sch1 will be performed under this study?

Procedure/ Sch1 Route Procedure code” Experiment start date (Day Of: Expected end
(See responsibilities date
below)
A

DO YOU REQUIRE?

B
3 (1) New animals from a supplieror | Y/N | If Y, please detail supplier/ establishment in ANIMAL ORDER REQUEST
import of colony for breeding? below.
D (2) New animals from the wild Y/N | IfY, please detail origin/ permissions in ANIMAL ORDER REQUEST
E below.
F Addition permissions maybe required from Fish Health inspectorate
(Fish/ Shell Fish), Natural England (for trapping protected mammals)
RESPONSIBILITIES (Plls and 5ch1)' or DEFRA advice maybe applicable for restricted movements (i.e.
- avian fiu)
= s s
Name Procedure | PIL Number Con.’lr:ietent/ In Sugervlslon Training (3) Animals held within Animal Unit If ¥, please provide detail of animals to be used and permissions of
Codes Training by? Record currently (i.e. transgenic ZF or Mice) | Y/N | owner (if not yourself).
performed Checked Details:
(sig Animal Unit
Staff)

ANIMAL ORDER REQUEST:
Animals or colony for breeding®
Species Breed/ Sex Weight/ Age/ Life
Strain Stage
Establishment of Origin or Health Screen (/N and details)
Animal Supplier or Location obtained?
from the Wild:

Please indicate any Special requirements: (eg. Disease status / vaccination history)

Number animals required Details

*Please note importation of a colony of animals requires other authorisation and forms to be completed
and health screens approved by the NVS. Depending on the decision, animals maybe quarantined or
rederived prior to entry to the animal units. Please speak to a senior member of animal unit staff
regarding this.

€ M 8 o9 LRI R -1 - : crape

SCREENS 4-5 OF & ES B -—F———+ 14
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FILE TOOLS VIEW BSU STUDY REQUEST_BLANK 2017.docx - Word =

ANIMAL KEEP REQUEST: (note if details are left blank standard husbandry will be applied) HEALTH & SAFETY:
Housing/ Tank type requested
Pl R AT = Please indicate if your study involves any of the following hazards:
P/ e S e eI (BRI S Hazard Used ? If Yes please indicate approval status (by relevant H&S committee)
5 - - = Transgenic Animals Registration page for GM use:
?:::;zgwﬂer/ R e e e SR 2] http://lifesciences.exeter.ac.uk/healthsafety/gmoprojects/register/

Infectious materials

FISH REQUIREMENTS":

Light regime:

Radiation/ Lasers

Water type (de-chlorinated/Reverse Osmasis):

‘Water source (Flow through, Recirculation or Static):

- COSHH/Risk Assessments
“Any use of gases.
T T e e Please indicate COSHH/ RA you will be using (and provided to the ANIMAL UNIT), prior to
commencement of Study.
Dosing system (¢.g. peristaltic pumps]: Title RA/COSHH Signature ANIMAL UNIT Staff
Specialist Equipment (oxygen probe, pH meter etc):
*Please list appropriate references:
VETERINARY ATTENTION
In the event of animals needing veterinary attention do you wish
to be notified?* CONTAINMENT/ BIOSECURITY/ PPE REQUIRED
f::f;;:?:l t:?:i::):em""aw"eatmem (these may be Indicate if any measures/ precautions need to be in place (above normal requirements):
i} Are any biosecurity measures / disease precautions required?

+In an emergency where animal welfare is at risk it may not be possible to seek authorisation from the client before
veterinary attention is sought.

Waste disposal requirements? Of consumables/ of carcasses?
FATE OF ANIMALS:

Please state expected fate of animals {i.e. Schi/ Rehome/
Transfer to another facility/ release into the wild)

Expected fate of animals found dead (d ire thi
pe i ate’stanimakfound dead {doyou requiethe PPE required (in addition to standard)?
carcass?)

Condition 18 notification to the Home Office could be required

SCREENS 6-7 OF 8 . ———+ 0%

e yRARAEmEE

25/09/2017
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FILE TOOLS VIEW BSU STUDY REQUEST_BLANK 2017.docx - Word

Plan of STUDY/ EXPERIMENT (This MUST be completed):

Please use extra pages as necessary

Please detail the study/ experiment plan, in particular timelines for your study:

Approval of Study request form is done by signatures on the first page of this form, with the PPL
signature for approval of licenced procedures. A study cannot commence without this approval.

This indicates that all information is correct, that PIUs are trained and competent and the animal
unit has the required resources to run the study.

Unless agreed otherwise, studies will be billed for monthly.

SCREEN 8 OF 8

B -—F———+ 0%

Sl i )
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Process and continuous
improvement!

Room management

—=THE ARC
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Process and continuous
improvement!

* Tank labelling system
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Process and continuous
improvement!

Thermo
SCIENTIFIC

260:

* Relevant information at work stations!

Incubator Check Sheet
N Any emibeyos requested but not collected by 4pm
00 the same day wil be euthanised.
Ay embeyos with Incorrect abeds wil be reported
10 the user. Fallure o respond promoty wil reswit
- 1n them being euthanised to avoid amy breach of
‘our bcence conditions.
Time

tom
— othoky

g
&
E

fr

Mo
Tous [
eat
==l
mo|
el
o

lease

use provided

PREPARATIO] rthanol and blue roll to
BENCH clean incubator \abels
(DO NOT after use.

MOVE)
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Process and continuous
improvement!

* Relevant information at work stations!

Ty LGS - TEED TS W e
.L KE'-#-_LJ L X — -’I’ﬂ T P':_{_::-_:"' ™ e
'] ':‘ @ | 1

Y e e e,
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What about the animals?

 Interestingly the inspector hasn’t mentioned the
animals yet....often the case

— health status tends to be left to the NACWO and NVS
— unless a problem has been raised or is obvious on inspection

— questions often around tank numbers or size, notably if a significant change
is seen - e.g. Exeter moving from standard 40L tanks to 3.5 and 8L tanks.....

— questions around ‘culture of care” generally

 Inspectors are often getting an overall feel for the
facility and how it operates

« NACWO must have a good relationship with the
project licence holders

7t Annual International
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UNIVERSITY OF

inspectors and the different
regulatory bodies
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Inspections!

 Often inspectors have differences in how they want things done ®
And/or they focus on different aspects of the facility

— Problem is that they are only able to advise!

— New inspector wanted different tank labels to the previous inspector

— New inspectors often harder on older facilities as they are not aware of the
history of the establishment

— Building a new facility can put an old one at risk
— Project Licence applications: structure differs greatly between inspectors

* Do not presume different regulatory bodies speak to each other!

— HO licence allows us to re-home animals, e.g. SeaBass to a public aquaria (3R’s) -
Fish Health Inspectorate licence no longer permits this unless we have additional
biosecurity measures in place

* Best advice is to have a direct phone line to your inspectors and
engage with them at a personal level - they are not actually scary!

7t Annual International
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Biannual Institutional Level Inspections are carried out by:

1) Internal Animal Care and Use Committee (IACUC)

GUIDE

FOR THE CARE AND USE OF

LABORATORY
ANIMALS

f Eighth Edition

2) Oversight Veterinarian

3) Environmental Health and Safety Office

The guide and the Office of Laboratory Animal Welfare
(OLAW) are used as the standard of measure for
compliance.
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Internal Inspections

The Problem?

The Guide is largely void of actual mandates regarding aquatic species.

Location

Construction

Water Quality

Life Support System

Temperature, Humidity, Ventilation/lllumination/Noise
Primary Enclosure

Environmental Enrichment, Social Housing
Food

Substrate

Sanitation, Cleaning, and Disinfection

Waste Disposal

Pest Control

Emergency, Weekend, and Holiday Animal Care
Identification

Record Keeping

Storage

Personnel

7t Annual International
Zebrafish Husbandry Course
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Internal Inspections

4%’ Temperature Recommendations from “The Guide”

fon,
b

TABLE 3.1 Recommended Dry-Bulb Macro environmental Temperatures for Common Laboratory Animals

Dry-Bulb Temperature

Animal °C °F

Mouse, rat, hamster, gerbil, guinea pig” 20-26 68-79
Rabbit 16-22 61-72
Cat, dog, nonhuman primate 18-29 64-84
Farm animals, poultry 16-27 61-81

e

Ame——

ol

- 3

Temperature requirements are based on the natural history of the species and can vary depending
on life stage (Green 2002; Pough 1991; Schultz and Dawson 2003). Water temperature may be
controlled at its source, within the life support system, or by controlling the macroenvironment.
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Internal Inspections

Housing Density Recommendations from “The Guide”

TABLE 3.2 Recommended Minimum Space for Commonly Used Laboratory Rodents Housed in Groups*

Weight, Floor Area/Animal,* in2  Height,?

Animals g (cmz) in. (cm)
Micein <10 6(38.7) 5(12.7)
groups® Upto 8(51.6) 5(12.7)

15

Upto 12(774) 5(127)

25

>25 =15 (296.7) 5(12.7)
Female + 51(330) 5(127)
litter (recommended space for

the housing group)

Comments

Larger animals may require more space to meet the performance standards.

Other breeding configurations may require more space and will depend on considerations
such as number of adults and litters, and size and age of litters.4

Space recommendations and housing density vary extensively with the species, age/size of the animals, life support system, and type of
research (Browne et al. 2003; Green 2009; Gresens 2004; Hilken et al. 1995; Matthews et al. 2002). In the United States, for example,
adult zebrafish (Danio rerio) in typical biomedical research settings are generally housed 5 adult fish per liter of water (Matthews et al.
2002), but this housing density varies when breeding and for housing younger animals (Matthews et al. 2002). This guidance is not
necessarily relevant for other species of fish, and may change as research advances (Lawrence 2007)
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Confounding Problems

IACUC Committee is comprised of:

The IACUC must have a minimum of three members, one of whom is a Chairman
appointed by the institution. The appointed members must be qualified to regulate
animal care at that institution. The IACUC must also include a veterinarian with
training or experience with experimental animals, someone with no relation with the
institution except for serving on the IACUC, a scientist with experience using
experimental animals, and a nonscientist. A member may cover more than one of
these roles. If there are more than three members then no more than three may be
affiliated with the same department at the institution.
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Actual Quotes from Inspections......

Where do you store the bedding?
How often do you take all these pipes apart and bleach them?

Your fish water failed the ATP test.

The ATP test is a process of rapidly measuring actively growing microorganisms

through detection of adenosine triphosphate, or ATP.
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Additional Resources for Inspectors and Vets

American College of Laboratory Animal Medicine “BLUE BOOK”

The Blue Book is a species specific operating manual, written by experts
In the field, that gives specific details pertaining to the care and use of a
Research Model

Laboratory
Animal

Management

RODENTS
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Voluntary Inspections

@®
oA GGO!GC The Association for Assessment
\Se?” and Accreditation of Laboratory

INTERNATIONAL Animal Care International

AAALAC International is a private, nonprofit organization that promotes
the humane treatment of animals in science through voluntary
accreditation and assessment programs.

Voluntary
Institution is open to inspections
Detailed program description
Annual reporting
AAALAC status must be renewed every three years

https://www.aaalac.org/accreditation/RefResources/ZebrafishReference.pdf
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Voluntary Inspections

AN ® . e
AT The Association for Assessment and
\KerZ Accreditation of Laboratory Animal

INTERNATIONAL Care International

Guidance on the housing
and care of
Zebrafish

Inspection based on an care and use
manual specific to the species

Inspection team is comprised of 3
primary inspectors and one alternate,
but at least one person who has
aquatics experience.

Barney Reed & Maggy fennings
Aesearch Animals Depariment, Science Group, RSPCA

https://www.aaalac.org/accreditation/RefResources/ZebrafishReference.pdf
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What Do You Do?

* You will often be your institutions expert The Laboratory

ZEBRAFISH

e Back up your husbandry practices with publications
and manuals (current!!)

e Offer to share these resources with your oversight
committees, inspectors and veterinarians

Claudia Harper
Chriztian Lawrondce

* Look to other organizations like AAALAC for guidance on
inspection preparation.
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CCAC Site Visits (not inspections!!)

* Occur every 3 years announced

e Evaluate the function of the animal care
committee and animal care program based on
CCAC guidelines and standards
— Housing and enrichment
— Anesthesia and euthanasia
— Protocol review process
— Post-approval monitoring
— Researcher training

— Physical plant and facilities

CCAC
COPA smmmvmes




Ontario Inspections

* Every 1-2 years, unannounced

 Evaluate animal care committee and facilities
based on the Ontario Animals for Research Act

— Animal use protocols

— Anesthesia

— Euthanasia -

— Transportation > > .
P 07~ Ontario

— Physical plant and facilities

Minisiry of Agriculture,
Food and Rural Affairs



