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m’irﬁﬁ Ewl};amnd?mylb%;‘ﬁ  Some people think the best way to protect

82-year-old’s grave . .. in the name of guinea pigs’ rights
| |

animal life is to make scientists fear for theirs.
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What Do You Need To Know?

.
Applicable laws and regulations

Requirements - actual vs. imagined (“we’ve
always done it this way”)

Techniques to encourage institutional
compliance

Outreach SOPs and guidelines




Quick History Lesson ...

G
July 1965

Quick History Lesson ...

.
February 1966

CAMPS FOR DOGS
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Quick History Lesson ...
.|
August 1966

Unanimous passage of Laboratory Animal
Welfare Act (Animal Welfare Act).

- Est. legal standards lab animal care and use (dogs, cats,

primates, rabbits, hamsters, guinea pigs).
- ID dogs/cats to prevent theft.

- Labs/dealers must register with USDA.

Quick History Lesson ...
|

1970 - Extend Animal Welfare Act — all warm

blooded species except ( ratus, mus, and birds).

1985 - Animal Welfare Act amended (Health
Research Extension Act)

- First legal mandate for IACUCs

- Required semiannual reports of program review
- Minimize pain/distress.

- Consider alternatives.
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Why is the Use of Animals Regulated?
.|

Stressed/unhealthy animals do not provide good
data and introduce uncontrolled variability in
research results

Replicable, generalizable research data requires
standardization of care and humane treatment of
animals

If valid, reproducible data cannot be obtained, the
use of animals cannot be ethically justified

How Do IRBs Differ from IACUCs:
Committee Functions and Composition

.
USDA 3 / PHS 5 (IRB 5):
Must have quorum for both
Expedited vs. DMR

IACUC members participate in facility
Inspections, semiannual program evaluations
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How Do IRBs Differ From IACUCSs:
Definitions

Human Subject defined:

“... aliving individual about whom an
investigator (whether professional or student)
conducting research obtains (1) Data through
intervention or interaction with the individual, or
(2) Identifiable private information”

45 CFR 56.102(d)

How Do IRBs Differ From IACUCSs:
Definitions

Animal Subject defined:

USDA AWARs: Warm-blooded animals used or
intended for use in research, testing, or teaching,
with the exception of: birds, rats of the genus Rattus
and mice of the genus Mus bred for use in research

PHS Policy: Vertebrate animals used or intended for
use in research, research training, experimentation,
or biological testing or for related purposes

Guide, US Govt. Prin.: Vertebrate animals used in
testing, research or training
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What does your IACUC oversee?

Many IACUC'’s choose to oversee all
vertebrate animals (i.e., warm or cold
blooded), regardless of funding.

Eliminates perceptions of a “double
standard.”

Some ways that IACUCs actually have
it easier than the IRBs ...

Fewer COI concerns (IACUC members
can’t review protocols if COI)

No HIPPA!

And ...
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CANINE INFORMED CONSENT FORM
PURPOSE OF STUDY

Bow-wow, arf-arf, grr, woof- woof, bark, yip, arf, woof, bow-wow, bark, grr, yip, yelp,
grr, woof, bow-wow, arf-arf, grr, woof- woof, bark, yip, arf, woof, bow-wow, bark, grr.

PROCEDURES

Yip, howl, bow-wow, arf-arf, grr, woof- woof, bark, yip, arf, woof, bow-wow, bark,
grr, yip, yelp, grr, woof, bow-wow, arf-arf, grr, woof- woof, bark, yip, arf, woof, bow-

WOW.
LIVING CONDITIONS

Grr, woof, bow-wow, arf-arf, grr, woof- woof, bark, yip, arf, woof, bow-wow, bark,
grr. bow-wow, arf-arf, grr, woof- woof, bark, yip, arf, woof, bow-wow, bark, grr, yip,
yelp,

REWARDS

Bow-wow, arf-arf, grr, woof- woof, bark, yip, arf, woof, bow-wow, bark, grr, yip, yelp,
grr, woof, bow-wow. bark, yip, arf, woof, bow-wow, bark, grr, yip, yelp. Kibbles-n-
bits!

MARK

Key components of a sound, compliant

animal care and use program

Properly constituted and functioning IACUC

Self monitoring procedures (PAM)
Veterinary care program

Occupational health and safety program
Personnel training program
Appropriately maintained animal facilities
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An Effective Animal Care and Use
Program ...

.|
Is in compliance with all federal, state, and
local laws and regulations,
Can assure the public of quality animal care,

Minimizes burden on the research teams,
-- AND --

Facilitates scientific research

e
So What's Changing and
What's Challenging in the Arena
of Animal Care and Use???




What's chanqging and what's challenqging

Updated guidance, interpretations of the
regulations:

NIH Guidance Documents

Designated Member Review (DMR) NOT-OD-09-035
- Animal Welfare Assurance guidance NOT-OD-08-049
Use of Telecommunications NOT-OD-06-052
Guidance on Prompt Reporting NOT-OD-05-034

http://grants.nih.gov/grants/olaw/references/notices.htm

What's chanqging and what's challenqging

Increased USDA fines for noncompliance:

SEC. 14214. FINES FOR VIOLATIONS OF THE ANIMAL
WELFARE ACT. Section 19(b) of the Animal Welfare Act (7
U.S.C. 2149(b)): amended from “not more than $2,500 for
e_a<|:h such violation” to “not more than $10,000 for each such
violation”

Laws pertaining to domestic terrorism (The Animal
Enterprise Terrorism Act)

Other Updates????
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What's chanqging and what's challenqing:

Animal activists and extremists: ALF, ALM,

SAEN, SHAC
asume A

New activist tactics ...
FOIA, lawsuits, financial harms, personal
harm
PeTA “moles”

White lab coat “spies”

PEOPLE FOR THE ETHICAL TREATMENT OF ANIMALS

Top Ways to Minimize Risk of
Noncompliance at Your Institution:

3/22/2010
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Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

|
#1 Ensure institutional support from the

highest officials to support your animal
care and use program

Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

.
#2 Reward participation on the IACUC.

12
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Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:
|
#3 Encourage cross participation in
your various regulatory committees:

- IBC
- IRB
- IACUC

Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

.|
#4 Evaluate what documentation is actually
required to meet the regs, and abide by the
records retention policies.

- Records retention policies
- IACUC Meeting minutes (what do you actually need?)
- Animal care records

13
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Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

#5 Establish an effective post-approval
monitoring program

Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

#6 Establish guidelines/policies for
controlling the content of press releases,
website content involving animal research
conducted at your institution.

- Video websites (Jove, YouTube, etc.)
- Company or Institutional websites
- Press releases
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Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

#7 Ensure an effective Occupational
Health & Safety Program:

The IACUC must be satisfied there is an effective
occupational health and safety program which ensures
that the risks associated with the experimental use of
animals are reduced to acceptable levels and that
personnel are appropriately trained.

Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

.|
#8 Coordinate a standard process for
meeting with USDA, NIH, DoD and
AAALAC officials.

- Who coordinates?
- Who meets?
- What's provided?

3/22/2010
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Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

|
#9 Have a standard policy and process
for Investigating Allegations of
Noncompliance or Mistreatment.

- Meritless allegations

- Reportable noncompliance or mistreatment
NIH vs. OLAW vs. funding agency

- “Whistleblowers”

Whistleblower rights
|

Whistleblower protection law (9 CFR 82.32[c][4]):

“No facility employee, Committee member, or
laboratory personnel shall be discriminated
against or be subject to any reprisal for reporting
violations of any regulation or standard under the
Animal Welfare Act.”

3/22/2010
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Top 10 Ways to Minimize Risk of
Noncompliance at Your Institution:

#10 Stay up to date on requirements for
collaborations with other facilities

- OLAW Assurance
- Interinstitutional Assurance

- Memorandum of Understanding

Other Issues to consider ...
C ]

o,
%
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Scientific Misconduct:
]

Isn’t under the purview of the IACUC, but is
an institutional issue.

Most journals require a statement that
activities were conducting in accordance with
applicable regs, and/or that the activities
were IACUC approved.

Know your institution’s process for
processing allegations of misconduct.

Billing and Funding Issues:
|

NIH Guidance Document NOT-OD-07-044,
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-07-
044.html

Grant to Protocol Congruence. Who does this at
your institution? How?

3/22/2010
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Outreach/Support for Animal Research
at your Institution

19



Be aware of the risks of defending
animal research ...

“Kathy Wadsworth, another Pro-Test founder and
UCLA Director-Animal Subjects Research, seems a
bit like the ubiquitous Igor character in mad scientist
movies — mewling, unhappy with their lot, but
dedicated to keeping their master(s) supplied with
victims.”

3/22/2010
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Resources
C ]

Regulatory agencies:

NIH/OLAW http://grants.nih.gov/grants/olaw/olaw.htm

USDA http://www.aphis.usda.gov/animal_welfare

AAALAC (Association for Assessment and
Accreditation of Laboratory Animal Care)
http://www.aaalac.org/

PRIM&R (Public Responsibility in Medicine &
Research) http://www.primr.org/

Resources
C ]

Animal research advocates

- Foundation for Biomedical Research
http://www.fbresearch.org/

- Americans for Medical Progress
http://www.amprogress.org/

- Pro-Test for Science (UCLA) http://www.pro-
test-for-science.org/
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Questions???
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