Day 2 workshops

Day 2: 17 NOV

Pier 1:
Patient Centric
Trials

Pier 2:
e-Environment




09:00 10:20 Pier 1: Workshop on Challenges in Patient
Centric Trials (Parallel)

Workshop moderator: Matthew Barfield
Short presentations and discussions to discuss the 'non-lab' related
issues, i.e. focus on logistic challenges and opportunities for patient
3 > centric sampling/trials

With the technologies now at hand, Near-Patient Sampling (NPS) and Patient Centric
Sampling (PCS) is rapidly becoming a tool to increase the value and/or lower patient
discomfort in many clinical trials in all phases of development. Nevertheless, not all
involved in clinical trial execution may see the opportunities given or understand the
logistics needed for successful integration of NPS/PCS in trials..

The pier 1 Workshop is not intended to discuss bioanalytical details but intends to focus
on a general more strategic discussion on value and real or perceived barriers. The round
tables will focus on 4 questions:

1.  Why or in which situations is NPS/PCS valuable?

2.  Why or in which situations is NPS/PCS not valuable?

3. What barriers do you see?

4. How can we overcome the barriers? Who do we need to talk to/convince?

4
‘ i\
\;, ol




 We will break into 4 small groups to facilitate active discussions and
cover questions 1-3. We will then re-join as a group to cover question 4
and work out next steps.

* Deliverables

e After the workshop we will have an understanding of benefits,
blockers and ways to mitigate concerns and difficulties in
implementation

 We will also have a clear road map of who are the stakeholders and
how best to influence

 Work out next steps and how we as a community we can help lead
implementation

 We are very fortunate to have the leading experts in this field to help

facilitate and share their wealth of knowledge . :
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11:00 12:20 Pier 2: e-Environment Workshop (Parallel)

Workshop moderator: Cecilia Arfvidsson

Hosted by the EBF e-environment team. During the
workshop, the discussion will focus on solutions for
secure data transfer for the LBA toolbox and cloud based
approaches for the (regulated) BA lab.

With an increased interest for Data Integrity, both from the regulatory bodies as well as the bioanalytical
community, EBF continues to drive this topic with a high focus. In order to facilitate in future system
improvement work and to mitigate this work from taking place in separate silos without any cross functional
communication EBF is arranging a new interactive workshop with focus on our day-to-day challenges with
regards to DI. The primary aim for the workshop is to enhance the dialogue between Pharma/CRO labs and
the software/instrument vendors to better understand the current, and define the future, system Data
Integrity capabilities for requlated bioanalysis.

Four topics have been identified by the EBF e-environment team to initiate the discussion in smaller round
table discussions and the following panel discussion

e Inspection findings and regulatory feedback on current data transfer flows and storage — anyone that
would like to share any recent feedback?

e Five different ways to work around the lack of a common interface between instrument and LIMS - is
there are common approach / solution available? oA

e Training BioA community in IT/cloud — what do we need to know? \ ol

e BioA communities' major concerns if/when implementing a cloud- based approach




13:30 15:30 Pier 3: 3R Workshop (Parallel)

Workshop moderator: Amanda Wilson

The discussions will focus on identifying opportunities and solutions to
minimise usage of experimental animals in relation to in vivo tox/PK
studies (we plan to engage with the stakeholders running these
studies to identify continued hurdles) and how the BA community can
reduce usage of blank (rodent) matrices after ICH M10
implementation.

Building on the broader community experience, the EBF stays connected to promote need for the
3Rs to be included in the bioanalytical mindset.

It is commonly believed that bioanalytical challenge are dealt with, and the adoption of the 3Rs is
now the responsibility of others. However, a recent NC3R survey puts a spotlight on the opposite:
hurdles in the BA lab, real or perceived, are still creating a barrier to promote the 3R.

This recent survey and the implementation of the ICH M10, also in regions less familiar with the
3Rs principles, invites the bioanalytical community to reconnect. The EBF, together with other
industry groups, wants to provide a continued platform for these discussions.

At the 15t OS and in a handshake with the NC3Rs, we host this Pier-workshop to take a deeper
dive into those (real or perceived) issues. At the same time, we want to take a look at how the ICH
M 10 provide new opportunities of creates new hurdles to reduce unnecessary use of rodent (or in
general experimental animal) matrices when alternatives can be scientifically defended.

The workshop is planned as a panel discussion around specific questions inspired \ %
by the NCR3s survey and paragraphs from the ICH M10 guideline S




2 areas of focus.......

NC3Rs microsampling survey findings
Are the bioanalysis challenges Real or Not?
How do we mitigate the REAL challenges? Of taking multiple samples

for multiple endpoints, transitioning from macro to micro sampling
and microsampling for multiple modalities

ICH M10

“The guideline intends to facilitate development of drugs in
accordance with the principles of 3Rs for animal studies, where valid”

What are the 3Rs opportunities? E.g. Singlet analysis in LBA, animal
matrix = rare matrix ?

How do we enable their implementation?
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16:20 18:00 Pier 4: GCP Workshop (Parallel)
Workshop moderator: Tsvetelina Ivanova

Hosted by the EBF GCP team. During the workshop, we plan
to focus on the learnings and outcome of the GCP Focus
Workshop (15-16 September 2022, Malaga) and design/refine
recommendations on how to implement GCP requirements
into the BA workflows.

Discussions on how to interpret GCP requirements in the regulated BA lab have been on the radar of the EBF
ever since 2011. More recently, with ICH M10 on the horizon, the work intensified and an EBF team was formed
with experts from the BA lab and QA. The outcome of their discussions was the basis for the above-mentioned
Focus Workshop on GCP. At the workshop the interactions with the delegates focussed on five major areas
Communication

Responsibilities of the BA lab related to GCP

GCP training

CSV for GCP and differences with CSV for GLP

The role of QA/risk-based approach

In this Pier 4 workshop, we will continue the discussions with focus on different aspects of communication
highlighted to be ambiguous or difficult to manage (e.q. issue escalation, differences to GLP, reporting) and
continue the dialogue on the requlated BA lab responsibilities related to informed consent documentation.
After the Pier 4 workshop, the EBF team hopes to have captured all opinions and experience to publish an EBF
recommendation paper or a discussion paper in support of continued interactions with all

stakeholders involved in the GCP aspects of clinical sample analysis, including the health authorities. \ £]
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