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Development of skin equivalent as alternatives to animal testing
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Safety evaluation is required for marketing cosmetics as well as for the
registration of the new ingredient. Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH) also required the toxicological assessment.
Animal-free toxicological assessments are the trend of 21st century toxicology.
Animal testing of cosmetic ingredients and finished products is currently banned in
the European. In vitro cellular, tissue-based and computational assay models serve as
a replacement. Many alternatives to animal testing addressing relevant endpoints for
cosmetics have been developed and some are validated, including eye and skin
irritation, skin corrosion, skin sensitization, percutaneous penetration, and
photo-toxicity. More in vitro and in silico safety evaluation methods/tools are
developing worldwide now. All these method must be verified for transferability,
robustness and predictive power after initial success. Once the assays are verified by
ECVAM or other national validation authorities to be adequate as replacements of the
animal tests, OECD test guidelines may be adopted. Aiming at assisting cosmetic
industry in Taiwan to meet the regulation of animal ban, Industrial Technology
Research Institute (ITRI, T_sERfiriH5Ef%) developed epidermal skin equivalent for
skin corrosion and skin irritation assay following OECD guideline. We also
performed the international validation study required for OECD validation. The
execution results present here including 1. The stable scale-up technology for
producing around 300 ITRI’s epidermal skin equivalent, named EPiTRI, each batch.
The quality of EPITRI was good to meet the criteria of OECD guideline; 2. The
preservation and transportation technology for EPiTRI; 3. the transferrable irritation
and corrosion protocol fitting OECD guideline 431 and 439; 4. Accomplishment of
international multi-lab validation study using EPITRI as skin irritation and skin
corrosion testing model. The validation results including intra and inter lab
reproducibility, sensitization, specificity, accuracy meet the criteria of OECD
guideline 431 and 439. In conclusion, we developed epidermal skin equivalent ,
EPITRI, for skin corrosion and skin irritation assay following OECD guideline and
successfully accomplished international multi-lab validation study. EPiTRI now can
provide companies/research organizations for evaluating the skin irritation and
corrosion during cosmetic product and new ingredient development. In addition
EPITRI also can provide as percutaneous penetration assay model.
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AAALAC International Accreditation Process — Myth and Fact

Montip Gettayacamin, DVM, DACLAM
Senior Director for Southeast Asia, AAALAC International

AAALAC International is a private, nonprofit organization that promotes
humane treatment of animals in science through a voluntary international
accreditation program. AAALAC International has been recognized around the world
as a symbol of high quality animal care and use for research, teaching and testing, as
well as promoting animal welfare and safety. All animals owned and used for research,
teaching and testing by the institution are covered in the accredited program. More
than 1000 animal care and use institutions in 47 countries around the world (almost
200 institutions in 12 countries in the Pacific Rim region) have earned AAALAC
International accreditation. There are 20 accredited programs in the Taiwan R.O.C.

Understanding accreditation process and expectation is the key to success. The
AAALAC International Council on Accreditation (CoA) evaluates overall
performance and all aspects of an animal care and use program, involving an in-depth,
multilayered, confidential peer-review process. The evaluators (site visitors)
consider compliance with applicable local animal legislation of the particular country,
institutional policies, and use a performance approach for evaluating the program. In
the region, recommendations of the Guide for the Care and Use of Laboratory
Animals (National Research Council 2011) serve as the primary and minimal standard
to be followed along with relevant Reference Resources
(www.aaalac.org/accreditation/resources.cfm).

AAALAC International office is compiling new trend data. Some common
misunderstanding and deficiencies identified in the Pacific Rim region; as well as
AAALAC International CoA expectation how to address the deficiencies will be
discussed.



Veterinary Specialties in Laboratory Animal Medicine
What are available?

Montip Gettayacamin, DVM, DACLAM
Senior Director for Southeast Asia, AAALAC International

Laboratory animals are distinguished from other animals by their intended use in
research, teaching, or testing. Laboratory animal veterinarians are those veterinary
professionals who specialize in the care of laboratory animals. While basic
veterinary education imparts some of these specialized skills and information
necessary to care for laboratory animals, the diversity and complexity of the
laboratory environment, and the species used within that environment requires
additional experience and training.  Veterinarians undertaking the practice of
laboratory animal medicine may demonstrate their competency by becoming certified
by an established group of specialists (also referred to as a college of laboratory
animal medicine). Certified laboratory animal veterinarians (diplomates) have set
forth specific skills and knowledge that each member possesses. Colleges of
laboratory animal medicine exist on a country or a limited regional basis.

The International Association of Colleges of Laboratory Animal Medicine (IACLAM,
http://www.iaclam.org/about.html) brings together national and regional Colleges of
Laboratory Animal Medicine. Members are; the American College of Laboratory
Animal Medicine (ACLAM), the European College of Laboratory Animal Medicine
(ECLAM), the Japanese College of Laboratory Animal Medicine (JCLAM) and the
Korean College of Laboratory Animal Medicine (KCLAM). The most recent college
was formed in Philippines,

Status of all certifying organizations regarding certification requirements, application
and study tools will be discussed. Other laboratory animal training opportunities will
also be provided such as ICLAS scholarship program for veterinarians in laboratory
animal science and medicine, and a list of programs that offer Certificate in
Laboratory Animal Medicine.
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