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EPA Guidance prioritising efforts to reduce animal testing. JVIAC

Unique ID: EPA 705-G-2020-3722 (Docket ID: EPA-HQ-OPP-2016-0093)
Guidance for Waiving Acute Dermal Toxicity Tests
for Pesticide Technical Chemicals & Supporting Retrospective Analysis | ] In September 2 O 1 9 , DireCtor

fosued By: 8?222 gg ET]S;;E;SZIPSr:fgert?/n;id Pollution Prevention An.d rew Wheel.eI: ISSU ed d

United States Environmental Protection Agency QU|dance reqU|r|ng the EPA to
Date of Issuance: December 31, 2020 reduce animal teSting and

I 0
Unique ID: EPA 705-G-2020-3722 fu.nd.lng by. 30/0 by 202 5 and
eliminate it by 2035

Docket ID: EPA-HQ-OPP-2016-0093

B The EPA supported the
guidance and has since taken
a humber of steps to reduce,
replace and improve animal
testing requirements.

http:/ /www.fsc.go.ip/fsciis /foodSafetyMaterial /show/syu05530130108



FDA trends
o DEPARTMENT
” _/ of HEALTH
and HUMAN
SERVICES

Fiscal Year

2023

Food and Drug Administration

Justification of
Estimates for
Appropriations Committees

JMAC

B On 29 December 2022, the FDA
Modernization Act 2.0 was passed.

B Efforts to promote alternative methods of
animal testing are incorporated in various
parts of the FDA's proposed budget for
financial year 2023.

B https://www.fda.gov/media/157192/download
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https://news.mynavi.jp/article/20210623-1903392/
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m MPS (Microphysiological System) (&UL<IX00C (Organ on a Chip)) (CBI9 231
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https://ja.nc-net.or.jp/company/46129/product/detail/177771/
https:/ /www.mdpi.com/2079-4983/13/1/2
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Microfluidic devices — Indicator. of m erial selection
used for microfluidic devices
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ISO (International Organization for Standardization)
O @IzE77AETI$0rganisation internationale de normalization)

El R FE(C

19265 A EMEFXE—HZ (ISA; International Federation of the National
Standardizing Associations) §%31
O F2RUFRKED=H1944F(CFEFEIE
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Putting Science into Standards (PSIS) 2021
Workshop ‘Organ on Chip: Towards Standardization’

CEN-CENELEC

Target audience | Recordings | Resources

Since 2013, the Joint Research Centre of the European Commission (JRC) and the European
Standardization Organizations CEN and CENELEC have carried out an annual joint
‘foresight on standardization’ action under the Putting Science into Standards (PSIS)
initiative. The PSIS initiative aims to facilitate the identification of emerging science and
technology areas that could benefit from standardisation activities to enable innovation
and promote industrial competitiveness.

The 2021 PSIS edition will be focusing on Organ-on-Chip (OoC) or Micro Physiclogical
Systems (MPS), innovative devices that emulate human/animal biclogy and can reproduce
one or more aspects of an organ’s functionality. Among other benefits, they can lead to
better testing of drugs and adapted treatments to genetic diversity, ethnicity, sex and age;
reduce the cost of clinical trials and replace animal testing for cosmetic products, banned
in Europe since 2013,

Wednesday 28-29 April 2021
2021-04-28 ¢
e Organ-on-chip

Ends: 2021-04-29 - 16:00 CEST
REGISTRATION MANDATORY

Putting Science into Standards

A Livia MIAN

TAGS: science | innovation

European
Commission

B3 CENELEC |

tandars 6




CEN/CENELECO;& &3 EBRL-NJbA

cen
,ﬁ'cENELEC EUROPEAN STANDARDIZATION ~ GETINVOLVED  ARE

| m FG 0oCIZEET. TC 276 FIC
Organ On Chip - LSCHRI AN,

Standards About us

In June 2021, the Technical Boards of CEN and CENELEC have set up a Focus Group on Organ
on chip. The secretariat of the Focus Group is held by NEN. The Focus Group will hold its first
kick-off meeting virtually on 02 March 2021.

The CEN-CENELEC Focus Group on Organ on chip (hereinafter 'FGOOC') shall ensure interaction TeCh nical Com m i‘t‘tees
between all relevant European stakeholders interested in potential standardization in the field of

organ on chip, map ongoing activities, define priority needs and opportunities and recommend
further action to ensure that standards support the deployment of organ on chip in industry and

help to ensure its regulatory acceptance.

L]
The FGOOC has been created following the outcome of the 'Organs on chip: building a roadmap B I Otec h n Ology

towards standardization' workshop organized in 2021 together with the Joint Research Centre

(IRC), which identified initial needs for standardization in the field of ‘Organs on chip and set the
basis for an active dialogue and cooperation between the communities of researchers and

standardizers. ISO/TC 276/SC 1 Analytical methods

IISO/TC 276/SC 2 Microphysiological systems and Organ-on- Chip I

ISO/TC 276/AHG 1 (i) Organoids

ISO/TC 276/CAG (D Chair's Advisory Group

ISO/TC 276/WG 2 () Biobanks and bioresources

The primary objectives of this Focus Group will be to develop a roadmap for potential

standardization issues relevant for organ on chip, identifying and considering any relevant specific |SO/TC 276/WG 4 @ BioproceSSIng fOI' cells and related entities
issues linked to European legislation; liaising with innovation/research projects impacting the field
of Organ on chip. ISO/TC 276/WG 5 (i) Data processing and integration

ISO/TC 276/WG 6 ()  Nucleic acid- and protein-based devices
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‘ 4.2 Recommendations of WG 4 Bloprocessmg

Hiroki Nakae
2 Yutaka Yanagita
e Tnd il N

MPS-

. related | Recommendation for project proposal (7/10)

General requirements and considerations for
air-liquid interface in vitro lung model

Recommendation 9/2024/01 taken by ISO/TC 276/WG 4 on 2024-06-18
WG 4 supports further development of the project proposal General requirements and
considerations for air-liquid interface in vitro lung model and recommends that this proposal will
proceed to a committee internal ballot (CIB) for PWI registration.
» WG 4 agrees on the path forward as follows:
1. The project proposer will revise the draft (N 914) and the Form 4 (N 892) based on the
discussion during this meeting and submit them to the Secretary of WG 4 by 2024-06-
30.
2. The Secretary of WG 4 will submit the revised documents to the Committee Manager
of ISO/TC 276 and request a CIB for PWI registration.
- This decision is unanimous.
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Standards About us News

Technical Committees

ISO/TC 48

Laboratory equipment

Reference T
ISO/TC 48/SC 4

ISO/TC 48/SC 7

ISO/TC 48/SC 8
ISO/TC 48/SC 9

ISO/TC 48/TF

JMAC

Title
Density measuring instruments [STANDBY]

Non-measuring equipment made of glass,
plastic and ceramics

Volume measuring instruments
Laboratory furniture

Revision of Scope and Structure of ISO/TC
48

Type
Subcommittee

Subcommittee

Subcommittee
Subcommittee

Working group

ISO/TC 48/WG 3 (D

Microfluidic Devices

Working group

ISO/TC 48/WG 4 (D

ISO/TC 48/WG 5 (D
ISO/TC 48/WG 6 (D

ISO/TC 48/WG 7 (D

Liquid Handling Devices — Manual and Semi-
Automatic

Liquid Handling Devices- Automatic
Non-volumetric glass and plastic ware

Volumetric apparatus made of glass and

Working group

Working group
Working group

Working group
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TC 48 Member Countries
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Observing Members;
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T Microfluidics
B ==

Association

MEMET

We promote the development of
the Microfluidics Industry

The Microfluidics Association promotes the development of the

Establishing Metrology Standards in Microfluidic Devices

Microfluidics Industry supply chain and positively influences the

growth and prosperity of its members.
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Elsa Batista

IPQ - Instituto Portugués da
Qualidade

Portugal

in|

Hiroki Nakae

IBAAD
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I

Japar

in|

A4

Holger Becker
Microfluidic ChipShop

Germany

in)

Serge Renouard
Fluigent

France

in|

JMAC

John Crabtree
HJC Consulting

Canaca

in

Darwin Reyes
NIST

USA

in|

Board members

Henne van Heeren
enablingMNT

the Netneriands

Nan Zhang
University College Dublin

Ireland
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MF4AMPS
(Micorfluidics for Microphysiological
System)

F4MPS (Micorfluidics for Microphisiological System) PSOHDIAIOTZINA T vIRTOD TV b 1d. MPSIZEDNZY 1207
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Japan bio Measurement & Analysis Consortium
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