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Introduction to ISBER 
ISBER is the only global forum that addresses harmonization of scientific, 

technical, legal, and ethical issues relevant to repositories of biological and 
environmental specimens. 

Mission 
ISBER is a global biobanking organization which creates 
opportunities for networking, education, and innovations and 
harmonizes approaches to evolving challenges in biological and 
environmental repositories. 
Vision 
ISBER will be the leading global biobanking forum for promoting 
harmonized high quality standards, education, ethical principles, 
and innovation in the science and management of 
biorepositories.  



Schedule 
Presenters Topic Duration 

Daniel Simeon-Dubach  
Introduction and Background 

Rationale for Update and Process of 
Updating the Best Practice Guidelines 

10 

Heidi Wagner Summary of Changes  15 

 
Cathy Seiler 
 

Communication of Updates 

Adaptation of Materials to Align with the 
Best Practices 

Dissemination to Non-English Speaking 
Regions 

10 

Marianna Bledsoe Discussion 15 



Introduction and Background 
 

Daniel Simeon-Dubach 
medservice, biobank consulting & services 

Walchwil, Switzerland 

Chair, ISBER Standards 
Advisory Committee 



Modern Biobanking in the 21st Century 



What are Best Practices? 

Guidelines on effective practices 
for management of specimen 

collections and repositories. 

Techniques, procedures, or methods that are used to maintain 
quality as a complement to mandated or regulated standards. 

• Consensus-based.  
• Evidence-based 

when possible. 



Best Practice vs. Standards 
• Best practices do not constitute a mandatory 

standard; rather they are recommendations that can 
support the development of SOPs in the context of 
the repository’s quality management system. 

• Standards represent requirements that are often 
used to pursue accreditation, certification, or other 
form of conformity assessment.    

Adoption of best practices will vary based on the goals and 
circumstances of a given initiative and may not be possible to 

implement in all instances. 



History of ISBER Best Practices 

• 1st edition, 2005 
– Addressed only human specimens, U.S.-centric. 

• 2nd edition, 2008 
– Revised to include environmental repositories and 

international perspective. 
• 3rd edition, 2012 

– Expanded to include Cost Management and Specimen Access, 
Utilization, and Destruction. 

• 4th edition, 2018 
– Updated to reflect advances in biospecimen science and new 

technologies. 
 

ISBER was founded in 1999 with a Key Objective to develop 
harmonized principles in the science and management of repositories.  



Aim of ISBER Best Practices 

• Improve quality management of specimens. 
• Provide guidance to improve policies and procedures.  
• Assist in evaluation and optimization of existing 

practices. 
• Assist in development of new procedures 

and performance of administrative 
oversight.  

Harmonization of the scientific, technical, legal, and ethical issues 
relevant to repositories of biological and environmental specimens. 



Content of ISBER Best Practices 

• Reflect the collective knowledge and experience of 
experts in biobanking and repository management.  

• Addresses scientific, technical, legal, and ethical 
issues relevant to repositories of biological and 
environmental specimens.  



Content of ISBER Best Practices (cont.) 

• Effective practices are presented throughout the 
document.  

• Term “Best Practice” is used:  
– for a level of operation that is above the basic 

recommended practice.  
– to more specifically designate the most effective 

practice. 

• Includes standardized terminology and definitions 
for use by the global biobanking community.  



How to use ISBER Best Practices  
• No detailed procedures but consists of 

principles by which policies and 
procedures should be developed.  

• Achieving full compliance regarded as 
pinnacle of success, but few organizations 
will reach this level of quality.  

Repositories should refer directly to their own national/federal, 
regional, and local regulations and requirements, as appropriate.  

• Repositories should decide how best to incorporate these 
recommendations as each Best Practice may not be applicable 
for each type of repository. 

 



Rationale for Update 

• New developments in biospecimen science. 
• Technological innovations. 
• To remain current on ethical, legal, and social 

issues relevant to repositories. 
 

“Best” Practices evolve as new technologies and 
practices are discovered.  



The Updating Process  
Phase 1  
• Project Plan Established 
• Editorial Board Selected 
• Solicitation for Contributors 

Phase 2 
• Editorial Board Meetings (overall content discussions, format 

changes, additional sections defined, Section Leaders assigned) 

 
 
 

 



 
 

 

The Updating Process (cont.) 
Phase 3 
• Contributions  
• Input from Best Practices International Review Board 
Phase 4 
• Working Group (WG) and Special Interest Group (SIG) Review 
• Standards Advisory Committee Review 
Phase 5 
• Board Review and Approval 
• Publication/Release (January 31st 2018 on the ISBER website) 



Summary of Changes 
 

Heidi Wagner 
Manager Institutional Tissue Bank 

Supervisor, Pathologists’ Assistants 
Translational Molecular Pathology 

M.D. Anderson Cancer Center 
Houston, TX USA 

 
ISBER Education and Training 

Committee member  



Includes new areas of interest to the biobanking 
community, expands and updates existing 

topics, and presents an international 
perspective that reflects the growing diversity of 

the ISBER membership.  

The fourth edition builds on 
the foundation established in 
the previous versions. 
 



New Topics 

• Repository Planning Considerations now includes 
Repository Governance and Development of a 
Governance Plan. 

• Access and Benefit Sharing of materials derived from 
non-human sources. 

• Biological Hygiene Plan added to Safety. 

• Quality Assurance considerations (Key Performance 
Indicators, Non-conformities, Corrective and 
Preventive Actions) added to Quality Management 
section. 

 



New Topics (cont.) 

• Guidance on identification of appropriate specimen 
storage container labels/identifiers. 

• Cold Chain and Cold Chain Validation added to 
Packaging and Shipping. 

• Automated Storage Systems and Automated Liquid 
Handling Robotics added to Storage and Processing 
Equipment. 

• Cloud Computing and descriptions of Data Exchange 
Standards added to Repository Information 
Management Systems. 

 



Areas of Expansion 

• Expansion of Establishing Repository Models to 
include Federated Collections and Biodiversity and 
Environmental Biobanks. 

• Development of a repository business plan 
discussed in greater depth.  

 



Areas of Expansion (cont.) 

Significant updates in areas addressing Quality Management. 
 



Areas of Expansion (cont.) 

Additional details added to Specimen Collection, 
Processing, Receiving, and Retrieval section. 
 



Additional Revisions 

• Section Title Changes  
 (example: Publishing and Provision of Data to Repositories 
 retitled to Acknowledging Repositories and Reporting 
 Utilization) 

• Section Relocations 
 (example: Records Management incorporated into Quality 
 Management) 

• Section Updates 
(example: Informatics updates in Repository Information 
Management Systems) 

 
 

 



Example of a “Best Practice” 



Internet Resources 



Standardization of Terminology and 
Definitions 

• Document utilizes terminology that is generally 
understood among all repositories, limiting the use 
of sector-specific terms.  

• Glossary provides clarification where terms are used 
ambiguously in the biobanking community.  

Example - use of “specimen” and 
“sample” vary significantly when used in 
a clinical versus biodiversity and/or 
environmental setting. 

 



Communication and Dissemination 
Strategies 
 

Cathy Seiler 
St Joseph’s Hospital and Medical Center 

Phoenix, AZ 
USA 

Chair, ISBER Communications 
Committee  



Fourth Edition of ISBER Best Practices 
“From Collection to Discovery” 

#ISBERBestPractices  
#ISBERBP2018 
#BiobankingBestPractices2018 

 

Ideas and Suggestions are welcome: 
bestpractices@isber.org  

Published January 31, 2018: 
www.isber.org/bestpractices 
 

http://www.isber.org/bestpractices


Upcoming Articles in BIO 

• February 15th 2018: “Special Section on Standards, Tools, and Best 
Practices for Modern Biobanking” 
o Editorial - Daniel Simeon-Dubach, Zisis Kozlakidis 
o Summary of Best Practices, History, Process, and Changes - Lori 

Campbell et al. 
o Update on Self-Assessment Tool - Fay Betsou 
o Standard PREanalytical (SPREC) Code version 3.0 - Fay Betsou et al. 
o ISBER Best Practice-Based Education – Sheila O’Donoghue et al. 
o CAP Biorepository Accreditation Program - Shannon McCall et al. 
o Update on ISO/TC276/WG2 Biobanking Standards - Koh Furuta et al. 

• ISBER Corner: The intent and use of the Best Practices - Zisis 
Kozlakidis 

• http://online.liebertpub.com/loi/bio 

http://online.liebertpub.com/loi/bio


Citing the Best Practices 

Authors wishing to cite the Best Practices in their 
publications should reference them as below: 
   

Campbell, et al. ISBER Best Practices: Recommendations for 
Repositories, Fourth Edition; Biopreserv Biobank 2018; DOI: 
10.1089/bio-2018-0001 



Adaptation of ISBER Materials to Align 
with the Best Practices 

 
• The Education and Training Committee will coordinate 

the delivery of 10 webinars by ISBER experts on 
important topics covered in the updated Best Practices 
guidelines.  

• The ISBER-CTRNet online education will be updated to 
reflect the new changes 
(http://www.isber.org/IntrotoBiobanking). 

• ISBER Self-Assessment Tool (SAT) will be revised to 
include new topics and updates to existing topics 
(http://www.isber.org/SAT). 

http://www.isber.org/?page=IntrotoBiobanking
http://www.isber.org/?page=SAT


Translations 

• Please go to the best practices webpage (isber.org/bestpractices) 
to sign up to receive notifications as to when translations will be 
available.  

• Announcements on social media. 
• More translations to follow. 

Simplified 
Chinese 

Japanese 

Spanish French 

http://www.isber.org/bestpractices


Special Thanks to… 

Best Practices Editorial Board 
• Lori Campbell, Editor-in-Chief 
Associate Editors: 
• Jonas J. Astrin 
• Rachel Brody 
• Yvonne De Souza 
• Judith G. Giri 
• Ashokkumar A. Patel 
• Melissa Rawley-Payne 
• Amanda Rush 
• Nicole Sieffert 
International Review Board 
Standards Advisory Committee 
 

Best Practices Task Force 
• Marianna Bledsoe 
• Lori Campbell 
• Daniel Simeon-Dubach 
• Debra Garcia 
• Koh Furuta 
• Sheila O’Donoghue 
• Catherine Seiler 
• Heidi Wagner 
Head Office 
• Ana Torres 
• Samantha Wale 
• Veronica Dabrowski 

All Individual Contributors to the 4th Edition! 





Questions… 

Additional questions may be submitted to:: 
bestpractices@isber.org  

Moderator: 
Marianna Bledsoe 
Independent Consultant 
Deputy Editor, BIO 
Silver Spring, MD  
USA 

Chair, ISBER Science Policy Advisory 
Committee 
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