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NGTX TF

% Sub Group Composition

> Coordinator : Marianna Gaca (BAT)
> Secretary : Liam Simms (ITG)

s Objectives
To review, assess, apply and harmonize 21st century toxicology approaches to tobacco and nicotine
products, including but not limited to screening approaches, AOP development, organs on a chip and
systems biology to support quantitative risk assessment.

> To review emerging technologies and application to NGP testing- review document to be prepared
(NWIP#221)

To identify appropriate approaches and application of emerging technologies to NGP testing

To provide guidance documents to support assay application for NGP testing using TT21C relevant
assays
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NGTX TF

s Priorities:
> “Good In Vitro Method Practices ” (GIVIMP: OECD Guidance Document)
guidance: review of document for NGP testing
> High Content Screening (HCS) working group method standardisation
> 3D models guidance on how to use them (a new item to be confirmed)

> External publication on 21st century toxicology approaches for NGP testing and
presentation at future CORESTA meeting

% On going projects:

NWIP#221 Review emerging technologies and application to NGP M. Gaca TR expected end of Q4 2021
testing- review document External publication Q1 2022
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High Content Screening

(ITG, JT, PMI, BAT)
s Which approaches to take forward (practical)? hemical =
. . . . Toxicology
» Use and application of high content screening B s e S SR W

Conventional Cigarette

e common test systems (cells),
e common endpoints (cell health, oxidative stress, DNA damage),

e applied to tobacco and nicotine products | *
% Use and application of high content screening (HCS)- potential - e
outcomes (TBC)
> Explore HCS data variance across the companies and how HCS el
can be accepted for NGP testing. s
> Review the data already held by individual companies for reference oo v g ot s s ®
cigarettes, controls etc, s e s
> Develop guidance how HCS can be used for NGP testing to be
placed on the CORESTA Website. Risk Assessment ma:ﬁ:i;;ﬁi\iﬂe using ToxTracker® assay
> To be further discussed at Autumn 2021 virtual meeting
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Good /In Vitro Method Practices
(GIVIMP)

< Guidance documents
» OECD Guidance Document on Good In Vitro Method

Practices (GIVIMP) @) OECD
> Team assembled: Vitrocell, CRL, BAT, JTI Oekolab, v
Covance, PMI, JT, Altria, JUUL (:':‘{.‘(\"::‘:’,\‘.l}:::‘I\':i'1’}?:.:.;.:.2’:’:.’.‘:‘{.3"\':Im:,(\.I:'\.(.".(.;__‘M....,WW..-\.(.\
> Majority of sections in the guidance document have been
reviewed
> A guidance document recommending the principles of
GIVIMP for non-regulatory assays will be compiled and Guidance Document on Good I Vitro Method Practices (GIVIMP)

will be placed on the CORESTA website

> Autumn 2021 virtual meeting to review document
progress, and guest presentation, “How a GIVIMP
certification program can increase confidence of in vitro
methods”

Series on Testing and Assessment No. 286
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NGTX TF
Future areas

* Further suggested working groups:

>

YV V V V VY

Standardisation of in vitro whole aerosol exposure
Alignment of current methods

Reference products for NGPs

Standardization of high content screening
Screening technologies for whole aerosols
Translation of data to human exposures

“* Meetings

>

Last: November 2020, virtual

YV V V V V V

Dosimetry

New TOX 21 assays

Oral models (absorption, permeation)
Regulatory acceptance

AOPs (Adverse Outcome Pathways)
Adaptation of models for CROs

> Next: November 2021, virtual meeting, to include a working session to define TT21C
inputs into the CORESTA “Strategy House”, 2 year and 5 year plans
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