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International Collaboration

 International collaboration, harmonization, and adoption of alternative
test methods are high priorities for ICCVAM.

* OECD Test Guidelines program provides a mechanism for the
international evaluation and adoption of alternative methods by its 34
member countries.

* The International Cooperation on Alternative Test Methods (ICATM):

— provides means to coordinate the validation and adoption of alternative
test methods among its member countries: United States, Canada,
Europe Union, Japan, and Korea.

— established to promote international cooperation in the critical areas of
validation studies, independent peer review, and development of
harmonized recommendations to ensure that alternative
methods/strategies are more readily accepted worldwide.

" includes a comprehensive listing of test method evaluation
activities undertaken by ICATM partner organizations.


http://ntp.niehs.nih.gov/iccvam/docs/icatm/icatm-reportforiccr-jan2014-508.pdf
http://ntp.niehs.nih.gov/iccvam/docs/icatm/icatm-reportforiccr-jan2014-508.pdf
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International Collaboration

* European Union Reference Laboratory for
alternatives to animal testing (EURL-ECVAM):

— conducts validation study review and approval
processes in a manner that meets the needs of US
regulatory agencies.

— has a dedicated budget and a network of laboratory
facilities that can accommodate the requisite level of
activity needed to produce a robust pipeline of
alternative methods.

¢ In contrast, to ICCVAM which has no budget & NICEATM
which is not budgeted to conduct validation studies.
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International Collaboration

* ICCVAM and NICEATM are working with EURL-ECVAM
ONn a process
— that will enable US scientists to participate actively in the

EURL-ECVAM test method evaluation of the usefulness
and limitations of relevant test method and

— that will increase the transparency of the evaluation.

« U.S. designees will participate in each of the various
steps of the evaluation from test method submission, to
validation study design, to peer review, to final
recommendations.

— The process will also include opportunities for public
comment, inform stakeholders of new methods, that are
available, and by ICCVAM working together with ECVAM
avoid duplicative reviews that can delay test method
acceptance.



NETVAL
laboratories

NETVAL:

Participation of NETVAL
laboratories in validation
ring trials coordinated by
EURL ECVAM

|CATM
cooperation

ICATM: Lxchange
Information on promising
submissions. Select mode
of collaborative activity.

ICATM: Technical aspects
of VS. Propose VMG
members. Second liaison
members (=observers).

ICATIV:

Proposal of experts for the
ESAC WG supporting the
ESAC peer review.

ICATM:

Harmonised recommen-
dations of validated test
methods (if feasible).

Stakeholder
dialogue

Relevance assessment:
» PARERE:

regulatory relevance
» ESTAF: user relevance

Public input on

planned Validation Study.
Submission of existing
information.

Comments on draft
recommendation:
» PARERE

» ESTAF

Public input on draft
ECVAM
recommendations

EURL ECVAM Key
Validation Process documents

1. Assessment of test method submission N SeeHely
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Scientific and regulatory aspects. Submission . geport
Stakeholder relevance (priority setting).
Validation ~ Validation
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ICCVAM Participation on ECVAM Activities (2
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ICCVAM Responses to ECVAM
Recommendations

* Recently, ICCVAM, reviewed the recommendations and, has
prepared responses that put the recommendations into context
relative to their applicability for U.S. regulatory testing.

Direct Peptide Reactivity Assay (DPRA)

Zebrafish Embryo Toxicity Test (ZFET)

Keratinosens

Cell Transformation Assay based on the Bhas 42 cell line

3T3 Neutral Red Update (3T3 NRU) Cytotoxicity Assay for the
|dentificaiton of Substances not Requiring Classification for
Acute Oral Toxicity.
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International Coordination

 FY 2015 Goals:

Nominate ICCVAM agency experts to international expert working
groups, validation management teams, and organizing committees

Serve as a forum to communicate updates to ICCVAM agencies on
international activities relevant to the 3Rs

Nominate methods for interlaboratory validation to the EURL
ECVAM network of testing laboratories

Continue active participation in ICATM
Work with ECVAM on a process for test method acceptance
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Charge Questions

* Please comment on ICCVAM'’s effort toward international evaluation
and adoption of alternative methods.

* Please comment on ICCVAM'’s statements regarding ECVAM'’s
recommendations on the alternative test methods.

* Please comment on ICCVAM'’s participation on ECVAM Test Methods
Evaluations.
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