Auditing
Scenarios
What would you do?

• Setting: Inspection of a contract laboratory
• Audit objective: Determine if facility is suitable for
placing work for preclinical safety assessments.
• Auditor: Sponsor’s animal welfare compliance team

Setting the stage

A one-day assessment of a contract facility is conducted.
Key areas of assessment include:
•
•
•
•
•
•
•

Animal Care and Use program
IACUC records
Environment enrichment
Training
Security
Husbandry practices
Veterinary care

Key Areas of Interest

• While touring the facility, the sponsor entered a room
where their rodents were kept.
• Cleanliness was a concern – debris on the floor, open-top
caging, no filter paper on cage racks, debris on equipment
and countertops.
What are your first steps?
Would you request any particular report, SOP or data?

Scenario 1 – Part 1

• In order to evaluate the overall health status of the
animals in the facility, the sentinel reports for rodents are
requested. Request is denied. Sentinel monitoring is only
performed upon sponsor request, therefore data is
considered confidential
Why would the sentinel reports be requested?
Why is this a concern?

Scenario 1 – Part 2

• After reviewing the IACUC semi-annual report it was
noted there was a chronic, endemic fur mite infestation.
• There was no record of sponsors being notified of this
problem.
• There were no records of corrective or preventive actions
taken in response to the infestation
What actions (if any) should be taken?

Scenario 1 – Part 3

• When debriefing about the findings, the staff veterinarian
commented on the fur mite infestation.
• Pathologists feel that fur mite infection does not interfere
with the data integrity or overall safety to the animals.
Is this a reasonable assumption
What remediation would you recommend?
What is your recommendation to management regarding
further placement of work at this facility?

Scenario 1 – The finale

• A review of pig study in a University Setting
• Pigs were individually housed in modular kennel runs
• The laboratory was reluctant to group house
Why is this an issue and what is your recommendation?

Scenario 2 – Part 1

• Per the study protocol, no tissues are collected for study
evaluation and final report.
• The facility euthanized the animals at study conclusion.
What is your recommendation?

Scenario 2- Part 2

• When auditing an AAALAC accredited animal supplier
that requires showering in/out for staff, but offer viewing
windows for auditors/visitors:
Do you shower in? If so, do you do it every time? Once in a
while?

Scenario 3

• While auditing a surgery, recommendations were made to
the PI regarding aseptic technique. The facility
veterinarian was extremely offended by the suggestions,
and told the PI to ignore the recommendations since the
auditor was “just administrative”.
Since many auditors are non-veterinarians, how do you
handle this?

Scenario 4

• While auditing an AAALAC accredited animal supplier of
covered species, you observed out of spec temperature and
humidity in the production building. The building is old and
relies on old school methods of temperature and humidity
control. The auditor was informed that they have a difficult
time keeping in the recommended ranges. There is a
documented exemption in their IACUC minutes. There are no
issues in the USDA inspections.
Would you approve this supplier for use?
What corrective actions might be put in place?

Scenario 5

• How is it handled when an animal use protocol is
approved with a cited SOP version and by the time the
study begins the SOP has been updated to a new version.
Is the protocol modified or should the SOP version that is
cited in the protocol when it is approved be used.

Scenario 6

• When auditing a non-GLP facility, you note that the
training records are limited, and it is difficult to determine
the proficiency of the technical staff.
What would you request to determine adequacy of the
proficiency assessment?

Scenario 7

• During a proficiency verification visit to observe an
osmotic pump implantation procedure you noted that the
surgeon was going to use depilatory cream rather than a
clipper and this was not described in the protocol.
What would you have done?
What needs to be documented if this approach was already
done on previous animals?

Scenario 8

• During a semiannual inspection of a rodent survival
surgery area, one of the IACUC members pointed out that
sterile gloves were not being used. The PI raised his
voice because he disagreed that he should be required to
use sterile gloves for craniotomy procedures.
How would you handle this?

Scenario 9

• Gaps in communication are resulting in unnecessary
over-reporting of perceived welfare situations. This
results in additional time, effort and resources to follow
up on each report. It was also noted that more effort was
put into filling out forms and sometimes less focus on
actual animal welfare or quality of the study.
How do you control over-reporting?

Scenario 10

• What do you do if a facility does not allow viewing of an IACUC
Semi-annual inspection report, or IACUC meeting minutes?
• In viewing the semi-annual inspection report, there are repeat noncompliant items noted. What recommendations would you have for
the facility?
• When touring the facility, you note staff wearing PPE
inappropriately?
• When touring a facility, you can tell what others sponsors are using
this facility based on information listed on the door cards for each
room. What do you do?
• What do you do if you think a facility representative has lied or
misled you during your inspection?

Extra Scenarios

