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Pier 2 - E-environment workshop 



Ø Focus for this workshop:
– interactive discussions on our day-to-day challenges with regards to DI
– If/where EBF can have a role in facilitating in any improvements/new 

solutions being available

Ø A few desired outputs: 
– knowledge sharing
– an increased awareness/understanding around some of our common 

challenges with regards to data integrity
– having a mutual understanding of what we need/what our challenges 

are and if/where EBF can facilitate

2

Introduction



Ø Introduction (~10 min )
Ø Round table discussions – 4 themes identified (~40 min)

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

2) 5 different ways to work around the lack of a common interface between 
instrument and LIMS - is there are common approach / solution available?

3) Training BioA community in IT/cloud – what do we need to know?
4) BioA communities' major concerns if/when implementing a cloud-based 

approach
Ø Panel discussion and wrap-up (~30 min)

– Moderators to provide a summary from each theme discussion
– Any questions to be discussed with the panel
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Agenda
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Round table discussions
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Ø Stimulate in an interactive dialogue 
and discussion – make sure everyone 
has a chance to speak up 

Ø Mix Pharma labs, CRO labs and 
vendors – make sure you are not 
surrounded by the same ‘color badge’ 

Ø Allow some time for the moderators to 
take notes 

Ø Have fun J!!



Ø I am representing a CRO lab

Ø I am representing a Pharma lab

Ø I am representing an instrument/software vendor

Please write your name on the Post It Note to facilitate in the dialogue
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Logistics - colour badge 



Theme Moderator / Notes

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

Katja/Jens

2 5 different ways to work around the lack of a common interface 
between instrument and LIMS - is there are common approach / 
solution available?

Katja/Jens

3 Training BioA community in IT/cloud – what do we need to know? Harm/Susanne

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

Harm/Susanne
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Logistics – themes and ‘round’ tables

~20 min

~20 min

All tables will have the opportunity to discuss all themes!
The moderators will move between tables.



Contact Information

Questions: info@e-b-f.eu

European Bioanalysis Forum vzw 
www.e-b-f.eu
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http://www.e-b-f.eu/


BACK-UPS 
Supporting slides for the moderators
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Round table 1 - Inspection findings and regulatory
feedback
Ø Moderator / Notes: Katja/Jens
Ø Focus of discussion: 

– Inspection findings and regulatory feedback on current data transfer 
flows and storage – anyone that would like to share any recent 
feedback?
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Round table 1 - Inspection findings and regulatory
feedback
Ø Talking points/questions from the EBF e-environment team

– What findings regarding data integrity did you already have? 
– Where/what is the main bottleneck regarding data integrity in the 

systems you are using? 
– What are you doing/what systems are you using to improve data 

integrity? 
– Was the inspector’s expectation level identical to what you or your 

company had? 
– Did inspectors want to look at what you had expected before the 

inspections or were their interest in other focus areas?
– What did (do) the regulators focus on during inspections? (the 

interfaces; the interface data (files) archiving; QC process)
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Round table 1 - Inspection findings and regulatory
feedback
Ø Outcome of the discussion – summary
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Round table 1 - Inspection findings and regulatory
feedback
Ø Outcome of the discussion – any questions for the panel
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Round table 2 – Data transfer interfaces

Ø Moderator / Notes: Katja/Jens
Ø Focus of discussion: 

– 5 different ways to work around the lack of a common interface 
between instrument and LIMS - is there are common approach / 
solution available?
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Round table 2 - Data transfer interfaces

Ø Talking points/questions from the EBF e-environment team
– What LIMS are you using? 
– What is the main challenge when implementing interfaces? 
– Would you switch to a future common solution even if you already 

have implemented a work around that works for your company?
– How do you cover the lack of available commercial interfaces? 

(Internal validated processes; l00% QC check only/mostly)
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Round table 2 - Data transfer interfaces

Ø Outcome of the discussion – summary
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Round table 2 - Data transfer interfaces

Ø Outcome of the discussion – any questions for the panel
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Round table 3 – Cloud BioA training

Ø Moderator / Notes: Susanne/Harm
Ø Focus of discussion: 

– Training BioA community in IT/cloud – what do we need to know?
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Round table 3 - Cloud BioA training

Ø Talking points/questions from the EBF e-environment team
– What do we need to know?
– Do the regulators/inspectors have the appropriate understanding?
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Round table 3 - Cloud BioA training

Ø Outcome of the discussion – summary
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Round table 3 - Cloud BioA training

Ø Outcome of the discussion – any questions for the panel
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Round table 4 – Implementing a cloud based
approach
Ø Moderator / Notes: Susanne/Harm
Ø Focus of discussion: 

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

21



Round table 4 - Implementing a cloud based
approach
Ø Talking points/questions from the EBF e-environment team

– How do you ensure that data in a cloud are secure (as you are responsible for it according to the 
authorities)? 

– Do you perform backups/copies of these data and how do you argue regarding double data storage?
– How do/would you handle situations when the cloud provider has issues with its servers? 
– Do you have any major learnings from implementing cloud-based solutions? 
– Are there anything you would have liked to know before you started implementing that could have made 

the process smoother? 
– How do you/did you manage to avoid getting lost in translation when communicating with the IT guys?
– What is the reason (driving force) for introducing “cloud” in your company:
– Is there a “best way” (starting point) for cloud implementation?
– What is in (your) actual understanding of a “cloud”?
– How do you manage the various cloud “types”? e.g. various contracts types (SOP and/or SLA)
– How are data protected (data integrity) - considering the access of external admins (the cloud providers) is 

outside of control of GxP system owner
– Who is in control (the contact) of the external Cloud vendor: the IT or System owner?
– How are personal data protection (GDPR compliance) ensured? 
– Long term Archiving: local or in the “cloud”?
– Which costs do we have to expect:  current costs to maintain versus the predicted costs of SaaS service? 22



Round table 4 – Implementing a cloud based
approach
Ø Outcome of the discussion – summary

23



Round table 4 – Implementing a cloud based
approach
Ø Outcome of the discussion – any questions for the panel
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Panel discussion

Ø What can EBF do / assist with to facilitate in an improvement and/or any
new solutions being available?
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