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Survey

» Conducted in October 2018
» 25 participants from the EBF community
» 8 questions

» Goal: Obtain a current overview of « Automation »
In Bioanalysis, its interest, its implementation, the
observed issues and challenges.
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Q1 * Do you have implemented automation?

m Fully implemented

Currently, a very fashionable area
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In which area have you implemented
automation?

Mainly used for Sample Preparation

and Sample Analysis
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Q3: What do you see as the biggest success
implementing automation?

m Cost savings
M Increased robustness

M Increased accuracy /
Precision

M Freeing uptime for more
interesting tasks

m Others

Freeing up time :
U To cope with the increasing demand of Bioanalysis without increasing the number of people

EBF
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What do you see as the biggest success

10% implementing automation?

m Others

Seen as a useful and indispensible tool

Others:

Minimize repetitive manual pipetting

Less errors

Less QC requirements

Increased data integrity

Facilitate method transfer to another lab

More flexibility in the lab when organizing work packages
Higher throughput
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Q4: What do you see as the biggest blocker
to implementing automation?

m Cost / Time

Cost / Time and Expertise as main blockers

m Expertise
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QQ5: What do analysts think about automation?

m Really like it

2%

W Don't trust it

®m Not ready yet
Mixed Feelings from Analysts

m Other

Main Comments:
Mixed Feelings / Some like and some are not ready yet / Full range of feelings / It depends
on the individual.

EBF
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QG: What do managers think about automation?
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m Really like it

m Don't trust it

m We buy it but it doesn't
get used

W Lab staff don't trust it

m Other



popooooo

What do managers think about automation?

m Really like it

m Don't trust it

We buy it butit doesn't get
used

m Lab staff don't trust it

Managers really enthusiastics but dissapointed

Some resistance to using it

Not used to its full capacity

Uncertainty in qualification and CSV requirements/approaches

Automated equipment purchased for specific technique

Specific expertise required

Insufficient time allocated to implementation, training and validation.

Initial investment in time not considered worthwhile for smaller sample number studies

EBF
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Q7: Have you encountered other issues with
automation?

m Computerized
System Validation
® Quality Assurance

m Health Authority

m Other
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Have you encountered other issues
with automation?

m Computerized System
Validation

m Quality Assurance

Health Authority

Computerized System Validation as Main issue
0 En but also Long Term maintenance

= Software implementation and updates, back-version compatibility and validation
= Loosing supplier support for the maintenance of the instrument

= Difficulty to upgrade to new regulatory requirements (data integrity, logins, audit trails)
O Biases between manual and automated preparation

Health Authority
0 HA could ask for paper copies from IT systems
O Only use automation in non-regulated Bioanalysis
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Q8: What should be the outcome of the workshop?

m Paper

® Summary slide deck

Sharing information about Automation is crucial
Which format?

Training day
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o What do analysts think about automation?

M Really like it

m Don't trust it

m Not ready yet

m Automation is a threatto
employment

m Don't know

m Other

Really like it: But struggling to find time and resource/expertise for implementation

Others: Scary sometimes (dependent on affinity of technicians with computers and
technology)

Due to missing in house expertise

EBF
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What do managers think about automation?

m Really like it

m Don't trust it
& We buy it butit doesn't get

used

m Lab staff don't trust it

m Other

4%

Really like it:
O but struggling to find time and resource/expertise for implementation
Q if it works

Others:

O No firm opinion about automation at present. They can see the benefit, however
investment in additional automation generally needs to have a high Return of Investment

O It takes a lot of time and effort and energy to try it out, adapt it to our lab, qualify it for
GxP, to familiarize lab staff with it. We just did not have the guts yet.

EBF
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