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INTERNATIONAL STANDARDS
BIOBANKING – SPECIMEN PROCESSING - AUDITING

7
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Biobanking – Requirements for biobanking, ISO 20387:2018 

Quality management systems Requirements, ISO 9001:2015 

Molecular in vitro diagnostic examinations - Specifications for pre-examination processes for Frozen 

tissues, FFPE, Venous Whole Blood, Metabolomics …

Guidelines for auditing management systems, ISO 19011:2011 
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ISO 20387:2018
BIOBANKING – REQUIREMENTS FOR BIOBANKING

1 Scope
2 Normative references 
3 Terms and definitions
4 General requirements
5 Structural requirements
6 Resource requirements
7 Process requirements    🔎🔎🔎🔎

8 Quality management system requirements
Annex A (normative) Documentation requirements 
Annex B (informative) Implementation guidance for Annex A
Annex C (informative) Quality management system options 
Bibliography 
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ISO 20387:2018 
TABLE OF CONTENT

Reference:  www.iso.org

7 Process requirements

7.1 General 
7.2 Collection of biological material and associated data 

7.2.1 Documented information requirements 
7.2.2 Pre-acquisition information
7.2.3 Collection procedure 🔎🔎🔎🔎 CEN/TS, ISO/TS pre-examination processes

7.3 Reception and distribution of biological material and associated data
7.3.1 Access principles 
7.3.2 Reception
7.3.3 Distribution

7.4 Transport of biological material and associated data 
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ISO 20387:2018
TABLE OF CONTENT

Reference:  www.iso.org

7.5 Traceability of biological material and associated data 
7.6 Preparation and preservation of biological material
7.7 Storage of biological material
7.8 Quality control of biological material and associated data

7.8.1 General
7.8.2 Quality control of processes
7.8.3 Quality control of data

7.9 Validation and verification of method
7.9.1 General
7.9.2 Validation 
7.9.3 Verification

7.10 Management of information and data 
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ISO 20387:2018 
EXCERPT

Reference:  www.iso.org

7 Process requirements

7.1 General 

7.2 Collection of biological material and associated data 

7.2.1 Documented information requirements 

7.2.2 Pre-acquisition information

7.2.3 Collection procedure 🔎🔎🔎🔎 CEN/TS, ISO/TS pre-examination 
processes
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QUALITY OF SPECIMENS

Lippi G. et al. Preanalytical quality improvement: from dream to reality 
Clin Chem Lab Med. 2011 Jul; 49(7):1113-26.). 

Stephen A Bustin. The reproducibility of biomedical research: sleepers 
awake! Biomolecular Detection and Quantification 2014, pp. 35-42 

Freedman LP et al. The Economics of Reproducibility in Preclinical 
Research. Plos Biol. 2015 Jun 9;13(6):e1002165.
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SPECIMEN PROCESSING
INTERNATIONAL STANDARDS
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ISO 20184-1 frozen tissue – Part 1: Isolated RNA
ISO 20184-2 frozen tissue – Part 2: Isolated proteins

ISO 20166-1, FFPE tissue – Part 1: Isolated RNA
ISO 20166-2, FFPE tissue – Part 2: Isolated proteins
ISO 20166-3, FFPE tissue – Part 3: Isolated DNA

CEN/TS 16945     metabolomics in urine, serum and plasma

ISO/TS 20658:2017, Medical laboratories —
Requirements for collection, transport, receipt, and handling of samples

ISO 20186-1, venous whole blood - Part 1: Isolated cellular RNA
ISO 20186-2, venous whole blood - Part 2: Isolated genomic DNA
ISO 20186-3, venous whole blood – Part 3: Isolated circ. cell-free 
DNA from plasma



NEW CEN/TS AND ISO STANDARDS
IN THE PIPELINE UNTIL 2021

4 CEN/TS for venous whole blood circulating Tumor and Organ Cells (DNA, RNA, Proteins, 
staining procedures)

1 CEN/TS for Venous Whole Blood Exosomes / cell-free circulating RNA

1 CEN/TS for Saliva (DNA)

1 CEN/TS for Frozen Tissues (DNA)

1 CEN/TS for Urine and other body fluids (cell-free DNA)

3 CEN/TS for Fine Needle Aspirates (RNA, DNA, Proteins)

1 CEN/TS for Saliva and Stool Microbiomes (DNA)

1 CEN/TS for FFPE Tissues (in-situ staining procedures)
H2020 Project SPIDIA4P, GA No. 733112 
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INTERNATIONAL STANDARDS
LABORATORY PRACTICES
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Medical laboratories Requirements for collection, transport, receipt, and handling of samples, ISO/TS 20658:2017 

Medical laboratories – Requirements for quality and competence, ISO 15189:2012 

General requirements for the competence of testing and calibration laboratories, ISO 17025:2005 

And others…
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INTERNATIONAL STANDARDS
DATA QUALITY
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Data quality - Master data: Exchange of characteristic data: Overview ISO 8000-100:2016 

Data quality - Master data: Exchange of characteristic data: Syntax, semantic encoding, and conformance to 

data specification, ISO 8000-110:2009 

Data quality - Master data: Exchange of characteristic data: Provenance , ISO 8000-120:2016 

Data quality - Master data: Exchange of characteristic data: Accuracy , ISO 8000-130:2016 

Data quality - Master data: Exchange of characteristic data: Completeness , ISO 8000-140:2016 



INTERNATIONAL STANDARDS
DATA QUALITY
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Data quality - Master data: Quality management framework, ISO 8000-150:2011 

Data quality - Information and data quality: Concepts and measuring, ISO 8000-8:2015 

Data quality - Data quality management: Process reference model, ISO 8000-61:2016

Data quality - Master data: Exchange of quality identifiers: Syntactic, semantic and resolution requirements , 

ISO 8000-115:2015 

Data quality - Data quality management: Process reference model, ISO 8000-61:2016

Data quality - Information and data quality management process assessment, ISO 8000-60:2016



INTERNATIONAL STANDARDS
INFORMATION TECHNOLOGIES
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Information technology – Security techniques – Information security management systems, ISO/IEC 27001

Information technology – Security techniques – Code of practice for information security controls based on  

ISO/IEC 27002 for cloud services, ISO/IEC 27017

Information technology – Security techniques – Code of practice for protection of personally identifiable 

information (PII) in public clouds acting as PII processors, ISO/IEC 27018

And others…
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SPECIMEN PROCESSING
INTERNATIONAL STANDARDS
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ISO 20184-1 frozen tissue – Part 1: Isolated RNA
ISO 20184-2 frozen tissue – Part 2: Isolated proteins

ISO 20166-1, FFPE tissue – Part 1: Isolated RNA
ISO 20166-2, FFPE tissue – Part 2: Isolated proteins
ISO 20166-3, FFPE tissue – Part 3: Isolated DNA

CEN/TS 16945     metabolomics in urine, serum and plasma

ISO/TS 20658:2017, Medical laboratories —
Requirements for collection, transport, receipt, and handling of samples

ISO 20186-1, venous whole blood - Part 1: Isolated cellular RNA
ISO 20186-2, venous whole blood - Part 2: Isolated genomic DNA
ISO 20186-3, venous whole blood – Part 3: Isolated circ. cell-free 
DNA from plasma



BBMRI-ERIC SELF-ASSESSMENT SURVEYS

IT-based SAS
RedCap®
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Q-LABEL IN DIRECTORY



REMOTE AUDIT FOR COLLECTIONS
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Q-LABEL IN DIRECTORY



ONSITE AUDIT FOR BIOBANKS
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GERMANY 
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BBMRI DIRECTORY



GERMANY 
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Q-LABELS





The HQ TEAM
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Co-funded within ADOPT BBMRI-ERIC, a project that has received funding from the
European Union’s Horizon 2020 research and innovation programme under grant agreement No 676550.

Co-funded within SPIDIA4P, a project that has received funding from the
European Union’s Horizon 2020 research and innovation programme under grant agreement No 733112.

THANK YOU
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