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Role of a Biosample Operations Specialist
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Reconciliation — Ideally

“Sample reconciliation is a process which compares the sampling information of blood or tissue samples entered into the
eCRF against the physical sample identification data from the sample Vendor/analytical lab to ensure that both databases
match; it is following the sample from site collection to laboratory receipt”



Reconciliation — Ideally

“Sample reconciliation is a process which compares the sampling information of blood or tissue samples entered into the
eCRF against the physical sample identification data from the sample Vendor/analytical lab to ensure that both databases
match; it is following the sample from site collection to laboratory receipt”
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Reconciliation — What could go wrong?

Sorry but, ... Also, ...
* ... we used the wrong kit / tube « ... the sample you sent was not supposed to be taken
« ... sentthe wrong §ample * ... can you confirm the sample collection date?
* ... not sure the patient ID matches the tube « ... we do not see the sample registered in the eCRF
* ... did not take the samples, can we do it now?
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impacted remain in storage and cannot be shipped for
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* |t can take up to 2 months to resolve -> study milestones!
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Reconciliation — How is it done?
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Conclusion at the reconciliation:

Samples received and clean

No query raised



Reconciliation — How is it done?

ID Conclusion at the reconciliation:
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Reconciliation — How to mitigate the queries

« At study set up:
o Make sure the collection of the sample is clear, understandable and correct
o Engage with the clinical sites and train them
o Question the feasibility of the sampling and gather any concerns

* Once the study started:
o Partner with the study management team and the central lab!
o Provide proactively support and guidance to them
o Engage with the clinical sites 1:1 and help them to address:
= Questions
=  Miscommunications
o Request guidance form the science team
= Sample prioritization?
= Timelines to resolve the queries
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Reconciliation — some real life examples
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» Focused on PK we rescued .

around 400 data points
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Data snapshot occurred here

Focused on PK again, another
200 data points rescued
Histology focus as well
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Reconciliation — some real life examples
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Next steps to improve the query resolution

A lot of frustration in the way the queries are managed currently:

o Excel based:
= heavy complex files
= challenging to deal with

o Tracking of the queries is not on point

o Query shared with the teams in a redundant way:
= the same query can be flagged several times
= the query can be reported through reports, CRA, eCRF and central lab systems

On top of working on streamlining the protocol, train the sites and improve communication ...

... hew approach needed ...
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ext steps to improve the query resolution

... we are getting rid of excel and using case management system instead where the queries will be
handled and all interactions will have an audit trail = improve the communication and oversight between the
most important actors and improve the query resolution timelines
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Doing now what patients need next



