CAATfeed

Food Information Day

November 15, 2011, Johns Hopkins
School of Public Health

CAAT and Orange House Partnership
co-sponsored a one-day event focused
on risk assessment and management for
food. An interesting set of presentations
compared and contrasted regulations and
approaches to food safety and sustaina-
bility issues on both sides of the Atlantic.
Speakers represented industry, govern-
ment, and academia, both EU and US,
and addressed concerns regarding animal
health, international regulations, and 3Rs
approaches, as well as food safety. Ap-
proximately 40 people attended.

CAAT Advisory Board Meeting

November 16-17, 2011, Johns Hopkins
School of Public Health

CAAT members provided updates on
all major CAAT programs (Research
Projects; CAAT Grants; Evidence-Based
Toxicology; CAAT Policy Program; Re-
finement Program; and CAAT-Europe
Activities). In addition, the Board car-
ried out its annual grant review, which
included 19 applications — 16 new and 3
renewals, and 2 extensions of first-year
funding.

The new grants will be posted on the
CAAT site at: http://caat.jhsph.edu/pro-
grams/grants/index.html

CAAT Board member Mark Lafran-
coni of Procter & Gamble gave a very
well received presentation on “Looking
Beyond Endpoint Alternatives.” He de-
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scribed P&G’s Animal Alternatives and
Welfare Strategy, which incorporates, in
brief:
1. Developing alternatives
— Mechanistically based
— Employing 3Rs
2. Maximizing use of existing
information
3. Fostering acceptance of alternatives

CAAT-Europe - ecopa cooperation

It was officially announced at ecopa’s
(European consensus platform for alter-
natives) general assembly on Novem-
ber 10 in Madrid that CAAT-Europe
and ecopa have decided to collaborate
closely and synergistically. As ecopa
represents the national platforms for
alternatives in 13 European countries
and CAAT-Europe acts as a transatlan-
tic communication hub between the US
and Europe, this collaboration promises
to enhance the flow of information, im-
prove the quality of communication, and
promote a joint effort that may serve as a
role model for other NGO’s in this field.
CAAT-Europe’s role in this enterprise
will be to organize the information flow
from the national platforms to the inter-
ested public via the ecopa news corner
in ALTEX. CAAT-Europe also will share
expertise, supporting the ecopa website
and providing internationally relevant
news from the field of alternatives in
testing and research, as well as contrib-
uting to the communication and repre-
sentation of ecopa to interested parties
via the ecopa Messenger.

Evidence-Based Toxicology
Collaboration (EBTC) program

CAAT serves as the secretariat for the
EBT Collaboration, which seeks to trans-
late the principles and approaches of
evidence-based medicine (EBM) to 21%
century toxicology, so that new and tra-
ditional methods and the data generated
from them can be critically evaluated. A
workshop on Evidence-based Toxicology
for the 21% Century: Opportunities and
Challenges, was held on January 24-25,
2012 at the United States Environmental
Protection Agency, Research Triangle
Park, North Carolina. In addition to the
website (http://ebtox.com), a newsletter
and flyer are being planned. A parallel ef-
fort, led by CAAT team member Sebas-
tian Hoffmann, will be publicly launched
in Europe as a satellite to EuroTox on
June 17,2012, Stockholm, Radisson Blu
Royal Viking Hotel. We anticipate that
these trans-Atlantic efforts will acceler-
ate the paradigm shift already underway
in toxicology towards pathway-based
methods. For more information contact
Sebastian Hoffmann (sebastian.hoff-
mann@seh-cs.com).

The Human Toxicology Project
consortium

The HTP consortium, a coalition of sev-
eral companies and organizations, seeks
to accelerate the transition to a pathways-
based approach in toxicology, as exempli-
fied in the National Academy of Scienc-
es’ report on Toxicity Testing in the 21

ALTEX 29, 1/12



CORNERS

Century (http://htpconsortium.wordpress.
com). The Humane Society of the United
States serves as the Consortium’s secre-
tariat. CAAT senior research associate
Martin Stephens served as the secretari-
at’s director in his former position at the
HSUS. With his recent move to CAAT,
Stephens will serve as CAAT’s represent-
ative to the Consortium, and CAAT status
within the Consortium has been elevated
from “partner” to full-fledged member.

National Academy of Sciences
report on Animal Models for
Assessing Countermeasures to
Bioterrorism Agents (2011)

CAAT Director Thomas Hartung was a
member of the NAS committee that pub-
lished the NAS report, Animal Models
for Assessing Countermeasures to Bio-
terrorism Agents on December 1, 2011.
The report shows the limitations of ani-
mal models in this area and calls on novel
technologies. CAAT plans to follow up
with an information day. For key findings
of the report, please see: http://dels.nas.
edu/Report/report/13233

Refinement Working Group

The first meeting of the CAAT-hosted
Refinement Working Group was held on
November 18,2011 to discuss the indus-
try use of microsampling and dried blood
spot (DBS) analysis for drug metabolism
and pharmacokinetic studies. Repre-
sentatives from six companies presented
the current practices in their respective
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organizations, which stimulated much
discussion and information sharing. Dr
David Jacobson-Kram, a CAAT Advi-
sory Board member and Associate Di-
rector for Pharmaceuticals in the Center
for Drug Evaluation and Research at the
US Food and Drug Administration, also
attended the meeting, providing com-
ments about the use of data from DBS in
drug submissions. The presenters agreed
to work together to publish a manuscript
based on their talks, and a follow-up
workshop will occur in 2012. CAAT was
invited to organize a similar meeting in
Europe in conjunction with Roche in
Basel, Switzerland. This will take place
in spring, 2012. CAAT also will con-
vene a meeting in the US in conjunction
with the spring Advisory Board meeting
highlighting progress on the Three Rs in
the pharmaceutical industry.

CAAT activities in India

On January 6, 2012 the 99™ Indian Sci-
ence Congress in Bhubaneswar hosted a
plenary session on “Alternatives in Teach-
ing, Toxicity Testing, and Education” or-
ganized by the Mahatma-Gandhi-Doer-
enkamp Center (MGDC) and supported
by the Doerenkamp-Zbinden-Founda-
tion. The program brought together three
Doerenkamp-Zbinden Chairs, i.e., M.
A. Akbarsha, M. Leist, and T. Hartung,
among others. The Science Congress was
attended by 19,000 participants.

In conjunction with this Congress, the
International Conference on Alterna-
tives to Animal Use in Research, Edu-
cation and Toxicity Investigations was

held in Chennai on January 4,2012. The
Conference, organized by MGDC and
the International Institute of Biotechnol-
ogy and Toxicology, included the three
Doerenkamp-Zbinden Chairs as speak-
ers. Thomas Hartung also presented at
the MGDC, as well as in collaboration
with the Humane Society International
and the Federation of Indian Animal Pro-
tection Organisations (FIAPO) at the In-
dian Institute of Toxicological Research,
Lucknow, and at the National Institute of
Nutrition, Hyderabad. The various initia-
tives aim to gather critical mass in India,
supporting self-organization aimed at
the creation of 3Rs Centers, a consensus
platform, and possibly a validation center
(such as InCVAM). CAAT has offered
further support for such initiatives.

Upcoming meetings

Save the date:

February 13-15,2012

Metabolomics in Toxicology and Pre-
clinical Research, State-of-the-art and
Potential Applications — a joint CAAT-
Europe and BASF Symposium and Ex-
pert Workshop (Berlin, Germany). For
more information contact: caat-eu@uni-
konstanz.de

Save the date:

February 21, 2012: EBTC webinar
EBTC director, Martin Stephens will
present an ASCCT (The American So-
ciety for Cellular and Computational
Toxicology) webinar on Evidence-based
Toxicology. For more information con-
tact: http://ascctox.org/meetings.cfm
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Open Forum on 215t Century
Toxicology and Evidence-based
Toxicology

Sunday, March 11,2012,

1:00-4:00 pm at the Marriott Marquis
Hotel, San Francisco, CA

CAAT and the Human Toxicology Project
Consortium will host an open forum on
21st century toxicology and evidence-
based toxicology as a satellite meeting to
the Society of Toxicology annual confer-
ence this March in San Francisco. The
forum is an opportunity for participants
to provide informal updates on work they
are doing to advance the new toxicology.
CAAT and the HTP Consortium hosted
similar meetings on 21% century toxicol-
ogy last year at both the SOT conference
and the World Congress on Alternatives
and Animal Use. This year we are adding
evidence-based toxicology to the mix,
given the work of the newly formed Ev-
idence-based Toxicology Collaboration
(see www.ebtox.com), for which CAAT
serves as secretariat. The HTP Consor-
tium comprises several companies and
organizations — including CAAT — seek-
ing to accelerate implementation of the
National Research Council’s 2007 report
on “Toxicity Testing in the 21% Century.”
Registration requested. Contact mprin-
cip@jhsph.edu

CAAT-Europe Workshop
on “Quality standards for
publications dealing with
in vitro systems”

Monday, March 12,2012,

5:00-9:00 PM, at the Marriott Hotel

in San Francisco, CA

CAAT-Europe will host a workshop on
“Quality standards for publications deal-
ing with in vitro systems.” The qual-
ity of the data presentation in scientific
publications is of critical concern in the
scientific world. For animal experiments
in general, the ARRIVE guidelines have
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been worked out for minimum publica-
tion standards, and the specific problem
of underpowered studies has been dis-
cussed. For in vitro models, recommen-
dations are available for good cell cul-
ture practice and for system validation
(OECD GD34). This workshop aims to
produce a comprehensive set of guide-
lines that should help authors, referees,
and editors dealing with data gathered
with in vitro systems. Recommendations
will be made for points to consider with
respect to statistical planning and presen-
tation of data on alternative methods in
the field of toxicology.

Participation is by invitation. Contact:
M. Daneshian (caat-eu@uni-konstanz.de)

US FDA, CAAT, and MARTA

to Cosponsor Workshop on
Reproductive and Developmental
Toxicology

April 16, 2012 at the US Food and

Drug Administration

The FDA initiative on “Advancing Regu-
latory Science” focuses on developing
new tools, standards, and approaches to
assess the safety, efficacy, quality, and
performance of all FDA regulated prod-
ucts. To this end, the Office of the Com-
missioner, Food and Drug Administra-
tion (FDA), the Johns Hopkins Center for
Alternatives to Animal Testing (CAAT),
and the Middle Atlantic Reproduction
and Teratology Association (MARTA)
have agreed to cosponsor the training
workshop entitled “Reproductive and
Developmental Toxicology: From In Vi-
vo to In Vitro.”

The overall objectives of this training
program are to bring scientific informa-
tion about new in vitro technologies for
reproductive and developmental toxicol-
ogy to the FDA, as well as to provide
a forum for scientists from the FDA,
academia, and industry to discuss how
these new technologies could eventually
be integrated into the FDA paradigm. No
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registration fees will be charged to any
participants in the course.

Additional information regarding the
workshop will be announced on Altweb
(http://altweb jhsph.edu), the CAAT
website (http://caat.jhsph.edu), and other
venues.

Recent publications by
CAAT/CAAT-Europe Faculty

Christiansen, S. H., Selige, J., Dunkern,
T.,etal. (2011). Combined anti-inflam-
matory effects of P2-adrenergic ago-
nists and PDE4 inhibitors on astrocytes
by upregulation of intracellular cAMP.
Neurochem. Int. 59, 837-846.

Kuegler, P. B., Baumann, B. A., Zimmer,
B., et al. (2012). GFAP-independent
inflammatory competence and trophic
functions of astrocytes generated from
murine embryonic stem cells. Glia 60,
218-228.

Perreault, M. (2011). Des labos sans
animaux.  LaPresse, 03.12.2011.
http://www.cyberpresse.ca/
sciences/201112/02/01-4474118-des-
labos-sans-animaux.php

Scholz, D., Poltl, D., Genewsky, A., et
al. (2011). Rapid, complete and large-
scale generation of post-mitotic neu-
rons from the human LUHMES cell
line. J. Neurochem. 119,957-971.

van Thriel, C., Westerink, R. H., Beste,
C., et al. (2011). Translating neurobe-
havioural endpoints of developmental
neurotoxicity tests into in vitro assays
and readouts. Neurotoxicology, Epub
ahead of print.

Vlad, C., Lindner, K., Karreman, C., et al.
(2011). Autoproteolytic fragments are
intermediates in the oligomerization/
aggregation of the Parkinson’s disease
protein alpha-synuclein as revealed by
ion mobility mass spectrometry. Chem-
biochem. 12,2740-2744.
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ecopaad

News from ecopa

cord

The Finnish Consensus
Platform for Alternatives

Fincopa was founded in 2003 in Tam-
pere. The first president was professor
(emerita) Hanna Téhti. Today Fincopa
has approximately 40 members covering
all the pillars of academia, animal wel-
fare, industry and regulators. Fincopa has
been and is active in promoting the 3Rs
in many ways; the members are especial-
ly active in developing human cell-based,
validated tissue/organ methods as alter-
natives to animal experiments, promoting
refinement, participating in key commit-
tees, commenting draft laws and regula-
tions, disseminating 3Rs information by
web pages, leaflets, posters, and articles
in national and international newspapers,
giving interviews on television and in
newspapers and by organizing national
and international meetings. The most
recent meeting held was the 28" Work-
shop of SSCT and the FINCOPA Seminar
“Towards toxicity assessment without
animals” organized in September 2011.
Their strategy is to organize co-meetings
with relevant other societies to reach a
wider audience and scientific forum. The
board meets four times per year; its cur-
rent members are Tuula Heinonen (presi-
dent), Pdivi Alajuuma (secretary), Eila
Kaliste, Hannele Huuskonen, Marika
Mannerstrom, Heidi Diallo, Marianna
Norring (finance) and Paula Hirsjérvi.
Each person has a substitute.
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Stiftung zur Forderung
der Erforschung von
Ersatz- und
Ergénzungsmethoden
zur Einschréankung von
Tierversuchen

News from the German Animal Welfare Federation

(Deutscher Tierschutzbund)

Roman Kolar, Kristina Wagner, and
Bettina Fach of the German Animal
Welfare Federation have completed
their project: “Analysis of EU-legisla-
tion in terms of consistency and state-
of-the-art regarding the implementation
of the 3Rs in the data requirements to
identify potential for further improve-
ment” funded by SET (Foundation for
the Promotion of Alternate and Com-
plementary Methods to Reduce Animal
Testing, www.stiftung-set.de).

The background of the project was
that present and future EU legislation
on the protection of animals used for
scientific purposes (Directives 86/609/
EEC and 2010/63/EU) requires that al-
ternative methods to animal tests must
be used when they are recognised by
EU legislation. This principle is not
implemented to its full extent when it
comes to risk assessment that chemicals
and new products have to undergo prior
to their authorisation and placing on the
market.

In this project the German Animal
Welfare Federation screened data re-
quirements of relevant EU laws and pro-
visions regarding chemicals (REACH),
biocides, pesticides, and food safety
and found that test methods that are part
of the risk assessment do not reflect the
state-of-the-art of science and technolo-

gy. Most of the data requirements inves-
tigated still require testing on animals
for many toxicological endpoints, even
though 40 alternative testing methods
accepted on EU- or OECD-level are
at hand. The reasons here range from
shortage of manpower to implement
existing knowledge and expertise in the
field of alternative methods to unclear
and misleading statements on the appli-
cability and state of validation of alter-
native methods. These results call for a
homogeneous EU-wide strategy aiming
an efficient implementation of the 3Rs
to comply with Directives 86/609/EEC
and 2010/63/EU for all areas involv-
ing risk assessment of substances. This
would clearly simplify data require-
ments, save costs on various levels, and
improve product safety for consumers.
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News from NICEATM

and ICCVAM

We are pleased to provide this update
on recent and planned activities of the
National Toxicology Program (NTP)
Interagency Center for the Evaluation
of Alternative Toxicological Methods
(NICEATM) and its Interagency Coor-
dinating Committee on the Validation
of Alternative Methods (ICCVAM).
ICCVAM is a committee composed of
representatives from 15 U.S. Federal
regulatory and research agencies that re-
quire, use, or generate toxicological and
safety testing information. The purpose
of ICCVAM is to reduce, refine, and re-
place the use of animals in testing. To
accomplish this, ICCVAM is charged
with evaluating the usefulness and limi-
tations of new, revised, and alternative
safety testing methods with regulatory
applicability and providing recommen-
dations on their scientific validity to U.S.
Federal agencies, which must respond to
ICCVAM within 180 days. NICEATM,
which is located within the National
Institute for Environmental Health Sci-
ences (NIEHS), administers ICCVAM
and provides scientific and operational
support for ICCVAM-related activi-
ties. Consistent with the NTP mission,
NICEATM also conducts and coordi-
nates international validation studies on
high priority improved safety testing
methods and strategies.

NICEATM and ICCVAM promote the
scientific validation and regulatory ac-
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ceptance of safety testing methods that
more accurately assess the health haz-
ards of chemicals and products while
reducing, refining (enhancing animal
welfare and decreasing or eliminating
pain and distress), and replacing animal
use. NICEATM and ICCVAM collabo-
rate to evaluate new and improved test
methods and strategies applicable to the
needs of U.S. Federal agencies and work
to achieve national and international har-
monization of safety testing methods.

Guidance document
developed by ICCVAM Working
Group adopted by OECD

A guidance document developed and
proposed by a NICEATM/ICCVAM
working group has been adopted by the
Organisation for Economic Co-oper-
ation and Development (OECD). The
guidance document supports further de-
velopment of the in vitro bovine corneal
opacity and permeability (BCOP) and
isolated chicken eye (ICE) test methods.

In 2006, ICCVAM recommended that
the BCOP and ICE test methods were
useful to screen for ocular corrosives and
severe irritants in appropriate circum-
stances and with specific limitations. If
either of these alternative methods yields
a positive result, the product can be la-
beled as an ocular corrosive or severe

irritant, and no live animal testing is re-
quired. This recommendation formed
the basis for OECD Test Guidelines 437
(for the BCOP test method) and 438 (for
the ICE test method).

The ICCVAM Interagency Ocular
Toxicity Working Group then developed
a guidance document for use with Test
Guidelines 437 and 438. The goals of the
guidance document are to (1) promote
histopathology evaluation as an addi-
tional endpoint for ocular safety testing
and (2) provide specific guidance on us-
ing the BCOP and ICE test methods to
expand their respective databases and
optimize the test methods’ usefulness for
identifying all hazard categories.

The guidance document, “Supplement
to Test Guidelines 437 and 438: The Bo-
vine Corneal Opacity and Permeability
and Isolated Chicken Eye Test Methods:
Collection of Tissues for Histopatholog-
ical Evaluation and Collection of Data
on Nonsevere Irritants” was formally
adopted by the OECD in 2011 after inter-
national review. The document includes
general procedures to guide the routine
collection of tissues for histopathology
evaluation. An expanded histopathol-
ogy database will support future evalu-
ations to determine if histopathology
can increase the accuracy of the in vitro
methods and potentially support broader
applications of the BCOP and ICE test
methods.
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NICEATM Workshop Report on
Vaccine Testing now available

A workshop organized last year by
NICEATM and ICCVAM is the subject
of the current issue of the journal Pro-
cedia in Vaccinology. The “International
Workshop on Alternative Methods to
Reduce, Refine, and Replace the Use of
Animals in Vaccine Potency and Safety
Testing: State of the Science and Future
Directions” was convened to review the
state of the science of available alterna-
tive methods for human and veterinary
vaccine potency and safety testing.
Workshop participants also identified
specific activities that will be needed to
advance test methods with the potential
to reduce, refine and replace animal use
for vaccine testing. Compared to toxicity
testing, vaccine testing uses significantly
more animals and a larger proportion of
animals experience unrelieved pain and
distress.

Nearly 200 scientists from 13 coun-
tries attended the workshop, which was
held on September 14-16, 2010, at the
National Institutes of Health in Bethesda,
Maryland. Over 30 invited participants
included scientists from U.S. govern-
ment research and regulatory agencies
as well as representatives from the gov-
ernments of Japan, Canada, the United
Kingdom, the Netherlands, and the Eu-
ropean Union. National and multination-

al corporations and research institutions
were also represented. The workshop
report is comprised of 27 manuscripts
and summarizes the plenary session
presentations as well as the conclusions
and recommendations developed by the
workshop participants.

One of the key accomplishments of
this workshop was the identification of
the highest priority vaccines for future
reduction, refinement, and replacement
efforts. In addition to priorities for fu-
ture efforts, numerous recommendations
from the September 2010 workshop are
included in the workshop reports. Some
examples include:

— Specific non-animal antigen quantifi-
cation approaches that have success-
fully replaced animals for potency
testing for some vaccines should be
expanded for use with other vaccines
through identification, purification
and characterization of vaccine pro-
tective antigens.

— Procedures should be implemented
now to reduce both the numbers of
animals used and the pain and distress
experienced by animals while and
where animal testing is still needed.

— International harmonization and co-
operation efforts as well as closer
collaborations between human and
veterinary vaccine researchers should
be enhanced in order to support more
rapid progress towards reduction,

1 http://www.elsevier.com/wps/find/journaldescription.cws_home/720522/description

2 http://iccvam.niehs.nih.gov/meetings/BiologicsWksp-2010/BiologicsWksp.htm
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refinement, and replacement of ani-

mal use.
The workshop was organized by
NICEATM and ICCVAM in partnership
with the European Centre for the Valida-
tion of Alternative Methods (ECVAM),
the Japanese Center for the Validation
of Alternative Methods (JaCVAM), and
Health Canada. The workshop was co-
sponsored by the Society of Toxicology.

The report of the September 2010
workshop is available online at the Pro-
cedia in Vaccinology website!. Materials
from the workshop, including the agen-
da, presentations from the workshop,
and abstracts of posters presented at the
workshop poster session, are available
on the NICEATM-ICCVAM website?.

NICEATM and ICCVAM
convene Workshop on Rabies
Vaccine Testing

NICEATM and ICCVAM convened an
“International Workshop on Alternative
Methods for Human and Veterinary Ra-
bies Vaccine Testing: State of the Sci-
ence and Planning the Way Forward” on
October 11-13, 2011, at the U.S. Depart-
ment of Agriculture Center for Veterinary
Biologics in Ames, Iowa. Over 70 scien-
tists from around the world gathered at
the workshop to review testing methods
that are expected to reduce, refine, and
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eventually replace the use of animals for
potency testing of rabies vaccines, and to
develop recommendations for their vali-
dation and implementation.

The workshop was organized in re-
sponse to recommendations from the
2010 NICEATM-ICCVAM Workshop,
where rabies vaccine potency testing
was identified as one of the top three pri-
orities for alternative methods to reduce,
refine, and replace the use of animals for
both human and veterinary vaccine test-
ing (see story above). The workshop was
organized by NICEATM and ICCVAM
in partnership with ECVAM, JaCVAM,
and Health Canada, and was co-spon-
sored by the International Alliance for
Biological Standardization.

Recent scientific and technological
advances may allow several alternative
approaches for rabies vaccine potency
testing to be implemented immediately
or in the near future. The goals of this
workshop were to review the current
state of the science of these methods and
to define efforts necessary to achieve
global acceptance and implementation.

Workshop participants reviewed a
recent international study on a method
that measures protective antibodies from
vaccinated animals to assess rabies vac-
cine potency. This method eliminates the
need for challenge testing with live virus,
thereby avoiding severe pain and distress
to the test animals and providing for im-
proved worker safety. An action plan was
formulated to achieve global implemen-
tation of this alternative method.

Workshop participants also reviewed
the state of the science for methods that
measure the specific protective protein
in vaccines as a way to assess potency
without animal testing. Finally, work-
shop participants recommended steps

that can be taken immediately to relieve
animal pain and distress, including rou-
tine use of anesthetics and analgesics,
and to reduce the number of animals re-
quired in the current potency test.

More information about the workshop,
including presentations and a summary
of the workshop conclusions, is avail-
able on the NICEATM-ICCVAM web-
site>. Proceedings from the workshop
will be published in 2012 in the journal
Biologicals.

NICEATM Director
presents at International
Conference on Animal
Models and Drug Testing

NICEATM Director Dr William Stokes
spoke on “Best Practices for the Use of
Animals in Toxicological Research and
Testing” at a conference on “Animal
Models and Their Value in Predicting
Drug Efficacy and Toxicity,” held Sep-
tember 15-16,2011 in New York City at
the New York Academy of Sciences.

This conference was convened to
provide participants an opportunity to
examine the traditional role of animal
models in drug discovery, the strengths
and weaknesses of these animal mod-
els, and ways in which to reduce, refine,
and replace animal models in biomedi-
cal research. The conference was organ-
ized by The Global Medical Excellence
Cluster and The New York Academy of
Sciences in collaboration with Impe-
rial College London and King’s College
London. NIEHS, the National Center for
Research Resources, and the National
Institute of Diabetes and Digestive and
Kidney Diseases provided support for
the conference.

3 http://iccvam.niehs.nih.gov/meetings/RabiesVaccWksp-2011/RabiesVaccWksp.htm

4 www.nyas.org
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Stokes’ presentation focused on ad-
vances in science and technology that
have been applied to develop new testing
methods and strategies that can reduce,
refine, and in some cases replace animal
use in drug safety assessments. The con-
tinued development and appropriate use
of scientifically sound testing methods
is expected to further improve animal
welfare, reduce and replace animal use,
and support improved health for people,
animals, and the environment.

A comprehensive open access multi-
media conference report is available on
the NYAS website*.

NICEATM seeks comments
relevant to updating of
NICEATM-ICCVAM Five-Year Plan

In 2008, NICEATM and ICCVAM pub-
lished a five-year plan that identified
priorities to be addressed and outlined
goals and objectives for the years 2008-
2012. NIEHS and NICEATM are now
requesting public input to be considered
as the current plan is updated for the
years 2013-2017.

The existing Five-Year Plan addresses:
(1) research, development, translation,
and validation of new and revised non-
animal and other alternative test meth-
ods for integration into Federal agency
testing programs and (2) identification of
areas of high priority for new and revised
non-animal and alternative assays to re-
duce, refine, and replace animal tests.

With regards to reducing, refining,
and replacing animal use, ICCVAM
identified and ranked the types of regu-
latory safety tests that it considers to be
the highest priority for the development
and validation of alternative test meth-
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ods. These include: acute eye irritation
and corrosion, acute skin toxicity (cor-
rosion, irritation, sensitization, and ab-
sorption), acute systemic toxicity (oral,
dermal, and inhalation), and biologics/
vaccines as the four highest priority test-
ing areas; immunotoxicity, endocrine
disruptors, pyrogenicity, reproductive/
developmental toxicity, and chronic
toxicity/carcinogenicity as other prior-
ity testing areas; and neurotoxicity as an
area of interest. NIEHS and NICEATM
seek public input on the following ques-
tions:

— Are the priority areas listed above ap-
propriate with regards to NICEATM
and ICCVAM activities over the next
five years?

— Considering available science and
technology, what development, trans-
lation, and validation activities are
most likely to have the greatest im-
pacts within the next five years on re-
ducing, refining, or replacing animal
use in the priority areas?

— What research and development ac-
tivities hold the greatest promise in
the long-term for reducing, refining,
or replacing animal use in the priority
areas?

— What are appropriate measures for
evaluating progress in enhancing the
development and use of alternative
test methods in the priority areas?

Please submit comments via the

NICEATM-ICCVAM  website’. Indi-

viduals submitting comments are asked

to include appropriate contact informa-
tion (name, mailing address, phone,
fax, email, and affiliation or sponsoring
organization, if applicable). All com-
ments received will be posted on the

NICEATM-ICCVAM website and iden-

tified by the individual’s name and affili-

ation or sponsoring organization. Com-
ments received before January 15,2012,
will be considered in development of the
draft 2013-2017 Five-Year Plan, which
will be made available for public com-
ment later in 2012.

NICEATM-ICCVAM requests
nominations and submissions
of test methods with potential
regulatory applications

NICEATM and ICCVAM welcome
nominations and submissions from the
public for new or revised alternative
safety testing methods with the potential
to improve the accuracy of safety assess-
ments and the potential to reduce, refine,
or replace the use of animals. Test meth-
ods that incorporate advances in science
and technology are especially encour-
aged.

— Nominations can be submitted for
proposed test method validation stud-
ies, specific test method or validation
issues, or requests for test method
evaluations. Such nominations are
typically addressed with international
validation studies, workshops, con-
ferences, or test method independent
scientific peer review meetings.

— When validation studies for a test
method have been completed that ad-
equately characterize its usefulness
and limitations for a specific proposed
regulatory requirement or application,
a submission can be sent to [CCVAM
for review and technical evaluation of
the test method. ICCVAM then devel-
ops a test method evaluation report
and formal recommendations that are
forwarded to U.S. Federal agencies
for acceptance consideration.

5 http://iccvam.niehs.nih.gov/contact/FR_pubcomment.htm

6 http://iccvam.niehs.nih.gov/SuppDocs/submission.htm

7 http://iccvam.niehs.nih.gov/contact/ni_list.htm
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Organizations or individuals that wish to
propose nominations or submissions of
promising test methods are encouraged
to contact NICEATM for information
and guidance on preparing proposals.
Submission and nomination guidelines
are also available on the NICEATM-
ICCVAM website®.

For more information

Questions about NICEATM and
ICCVAM activities are welcomed and
can be directed to Dr William S. Stokes,
Director, NICEATM, at niceatm@
niehs.nih.gov; phone +1 919 541 2384;
fax +1 919 541 0947. Copies of docu-
ments mentioned in this update can also
be obtained by contacting NICEATM.

Information on the availability of
NICEATM and ICCVAM draft docu-
ments, requests for nominations of ex-
perts to participate at workshops and
on peer review panels, and specific in-
formation about NICEATM-ICCVAM
meetings are communicated via the
ICCVAM-all e-mail list and in notices
posted in the U.S. Federal Register.

Subscribers to the [ICCVAM-all e-mail
list are notified directly of NICEATM-
ICCVAM activities. Subscribers receive
e-mail notification of NICEATM-ICC-
VAM Federal Register notices, avail-
ability of NICEATM-ICCVAM reports,
notices of upcoming meetings, requests
for public comments or data, and other
events of interest to our stakeholders. If
you would like to subscribe to the ICC-
VAM-all list, or for more information,
please visit the NICEATM-ICCVAM
website’.
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