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Introduction | Results

To obtain comparable levels of high- >Cateqorization of the existing SOPs revealed

R quality biospecimen and associated important issues, that should be implemented into our

Epidemiol.| Role of | Transl. “Biotechnology — Biobanking” was

research | piobanks . "€search

Existing SOPs: Additional procedures or
- Impartiality infrastructure:
- Confidentiality - Internal audits and
; _ New SOPs: audit plan
Created. It provides a set of requirements > With this, the implementation of the requirements - User feedback - Disaster plan

Precision to match Dbiobanking activities in  all according to the 1SO 20387:2018 is possible during Minor changes: - IT infrastructure

3 Collect. storeand orovide lares operate competently in all areas (Fig. 1), - Documentation of %,? &, clinical/laboratory

numbers of biological specimens and that they are able to pl'OVi_de S Use of Categories saves time as Iong Iasting samplelife cycle database
DIOIOGISEN &S O apagDrialc i, procedures can be recognized and started at the
earliest possible time point - e.g. new IT
Infrastructure with new equipment

Figure 1: Role of biobanks Category

Goal of the Central Biobank Regensburg (ZBR) is the

accreditation according to the new norm to make biobanking In

Regensburg valid and reliable: Therefore, the ZBR adapted and > P addition B - ) X;teeer::g?('?\;];e;)
. . . P g D g
changed procedures to Implement the requirements Iinto the

hospitals and partners can be determined, and an Risk management
workflow. : : Staff trainin
appropriate time plan for the changes can be made &

with the cooperation/partner Competence

assessment
MEthOd _ : i Sample request
" - The implementation of SOPs in the category “Easy”

Categories S created, e)fiSting Standard Operation Proced_ures can be performed in practical timeslots throughout Figure 3: Categorization of existing SOPs and the requirements of the 1SO
(SOPs) were revised on basis of ISO 20387:2018 and categorized. ongoing biobanking operations 20387 in the categories “Easy”’, “Changing/Adaption” and “Needs” with

Additional guidelines (OECD Guidelines or ISBER Best Practices) respective examples.
were taken into consideration and GBN quality management (QM) |

documents were used supportively 24 (Fig. 2). o %
onclusion Contact
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l e g — Prof. Dr. Christoph Brochhausen-Delius
Compare & picting SOPs 1SO 20387 S < Precise identification of all processes and the examination of Vice Chair of the Institute of Pathology at the University of

Revise! : . :
bl all SOPs is crucial for adapting all workflows and documents Regensburg, Head of ZBR Regensburg

pSopsicer Addit:""a' Quiceines with smallest effort. W4 Christoph.Brochhausen@ukr.de +49 941 944-16636

Categorize! : Some modifications need to be iImplemented In accordance Tania Ni :
i e | _ _ | ja Niedermair, PhD
p T e, o with cooperating hospitals and partners.

| - : — * . Project Manager ZBR Regensburg
- Easy »Changing/adaption ~ ,Needs” i N o Y T
: ‘ ‘ Identification and documentation of all pre-analytical variables RS R SO T LGOS

Requirements New SOPs or Additional Infrastructure

fullfilled/ changes in workflows or workflows that effect the integrity of samples are crucial for making

only minor changes | implementation not difficult implementation : : : .
e i e biobanking valid and reliable. References _I
| l

Implementation . Www.isber.org;

e T e In summary, implementation of the ISO 20387:2018 is possible . www.oecd.org
Develop APt swarkilgws pulld new during ongoing biobanking operations, but for some modifications . www.bbmri.de/biobanking/qualitaetsmanagement/gm-manual-fuer-

missing SOPs infrastructure _ _ : : ) : : . :
| = _ | it might take time to put all innovations into practice. e nKing/
Figure 2: Workflow of SOP categorization and ISO implementation  ISO 20387:2018-08
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Topic 9: Quality: implementing the new ISO standard.
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