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Learning Objectives

● Importance of ISO 20387:2018 accreditation for biobanks

● How biobanks can comply with ISO 20387 & maintain 
high-quality, annotated samples

● General, structural, resource, process, and quality 
management system requirements of ISO 20387 compliance



● A biobank is a collection within a biorepository that 
accepts, processes, stores, and distributes samples 
and associated data for use in research and/or 
clinical care.

● Biobanking involves physical/virtual storage of 
samples & data, besides a full range of operational 
activities.

What are Biobanks?



● It can be one freezer or a free-standing entity, virtual, 
or a part of an institution. 

● Biobanks need trained & competent staff to maintain 
and preserve samples as per the SOPs. 

● Biobanks should maintain sample records and 
documentation of all biobanking activities for future 
reference and historical continuity.

What are Biobanks?



What do Biobanks Store?



Biobanks play an essential role 
in biomedical research by 
collecting, processing, storing, 
and distributing biospecimens 
and associated data.

Role of Biobanks in Research



Biobanking Challenges

● Maintaining samples & data safely and securely. 

● Overcoming regulatory challenges & safeguarding donor privacy.

● Protecting temperature-sensitive samples. 

● Effectively tracking samples through their lifecycle.



What is ISO 20387?



● The new standard, ISO 20387:2018, is for biobanks.

● It covers requirements for all aspects of managing 
biobanks, including structural, personnel, facilities, 
processes, and equipment. 

● Furthermore, it covers quality management systems 
and sample handling, including the collection, 
preservation, transportation, distribution, and 
traceability of biological materials. 

What is ISO 20387?



Why ISO 20387?



Why ISO 20387?

Promotes 
Confidence

Assures 
Reliability

Reduces Costs

Boosts 
Efficiency



Promotes Confidence



Assures Reliability



Reduces Operational Costs



Improves Efficiency



How to Achieve it?
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Section 4: General Requirements

Clause – 4.1

Clause – 4.2

Clause – 4.3

General requirements

Impartiality 

Confidentiality



 Securely manage data & prevent unauthorized access                    

Enforce Authentication



Safeguard PHI of Patients

Anonymize sensitive PHI and limit PHI access to authorized staff



Organizational requirements: 
specify the responsibility, 
authority & interrelationship of 
personnel who manage, 
perform, validate or verify 
work affecting biobanking 
output.

Section 5: Structural Requirements



Organizational Structure: Role-Based Permission to Staff



Assign Rights to Staff for Various Activities



Section 6: Resource Requirements

Clause – 6.2

Clause – 6.3

Clause – 6.5

Clause – 6.4

Personnel  

Facilities

External processes

Equipment



Manage Personnel Training

Manage staff training & their competency



Accurately label inventory items & track their consumption

Manage External Supplies



Manage Equipment Calibration & Maintenance
 Manage equipment, schedule their calibration & manage maintenance data



Section 7: Process Requirements
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Clause – 7.6
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Section 7: Process Requirements

Clause – 7.8
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Manage Samples
Accession samples & track them using barcodes



Maintain Data Traceability
Automatically Record Changes



Locate Stored Samples
Mirror storage inventory and track stored samples 



Maintain a Sample CoC
Maintain a Chain of Custody (CoC) Through the Sample Lifecycle 



Section 8: Quality Management

Clause – 8.5

Clause – 8.2

Clause – 8.3

Clause – 8.4



Section 8: Quality Management

Clause – 8.6

Clause – 8.7Clause – 8.9

Clause – 8.8



Manage Documents
Manage documents, such as Standard Operating Procedures (SOPs), and provide quick access of 

documents to all authorized users



Choose Right 

✓ Securely manage samples, metadata, donor consent

✓ Assign role-based access to authorized users to safeguard PHI

✓ Anonymize sensitive patient data to safeguard PHI

✓ Store SOPs, control documents and records digitally and securely

✓ Track samples and maintain a chain of custody

Checklist for Biobanking LIMS Software:



Choose Right 

✓ Manage staff training and their competency

✓ Schedule instrument calibration & manage maintenance data

✓ Maintain an audit trail

✓ Enforce authentication of key activities through digital signatures

✓ Optimize freezer management and sample utilization

Checklist for Biobanking LIMS Software:



Accredited Biobanks

Cornell Veterinary Biobank, first accredited under ISO 20387:2018.



Quality Management

Quality of the Sample



Benefits of a Cloud-based Biobanking LIMS

● No upfront investment 

● Automatic data backups

● Enhanced data security 

● Real-time data sharing

● Rapid scalability



Action Plan To Get ISO 20387 Accredited

● Select an ISO 20387 compliant LIMS

● Select an accreditation body

● Apply for accreditation 

● Get accredited

● Maintain Accreditation 



In Conclusion...

Important 
Regulatory 
Standard

Confidence, 
Reliability, 
Efficiency

Deploy a LIMS 

is ISO 20387 accreditation?

do biobanks need it?

biobanks can follow it with ease?
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