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Abstract

:

Biobanks are an extraordinary tool for research and scientific progress. Since their origin, the debate on the main technical, regulatory and ethical aspects has not stopped. The future of biobanks should take into account many factors: the need to improve the technical standards of collection, conservation and use of the sample, the usefulness of achieving forms of harmonization and common governance, the improvement of biobank networks, including through public–private partnerships and improving the sustainability of these infrastructures.
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1. Introduction


Biobanks are an extraordinary tool, which for decades have been progressively creating new research platforms and new possibilities to learn more about the function of living systems in physiological and pathological conditions both acute and chronic [1]. The future of human biobanks in the era of “new biology” can lead to encouraging scenarios for understanding the more complex mechanisms of biodiversity and the physiological and pathological mechanisms that underlie the state of health of human beings [2]. New research frontiers concern studies on longevity, on predictors of human behavior, on the refinement of -omics techniques [3]. An endless amount of biological samples and associated data are kept and will be stored in the future in various types of biobanks around the world, and this potential should be exploited, ensuring the satisfaction of new infrastructural needs and the application of new and more effective technologies for research [4]. Biobanks were initially developed in relation to a specific research question and designed for that specific aim. Even considering only biobanks of human specimens, there are several types of biobanks. The two major subtypes are: population-based biobanks and disease-oriented biobanks. The conditions for the establishment, procurement and use of samples in these two different types of biobanks are very different, given that in disease-oriented biobanks samples are collected mainly from residual materials taken from patients for diagnosis or treatment; in the other case, instead, samples are collected from healthy participants. It is clear that the new challenges posed by the future developments of biobanks—as outlined in this commentary—can be declined and, probably even resolved, in different ways, depending on whether one or the other type of sample collection is referred to.



The use of large quantities of human biospecimens (blood, saliva, biological tissues and fluids and nucleic acids) and data associated with them through the application of new technologies cannot ignore the integration of many different skills: biological, medical, biochemical, biotechnological, bioinformatics, epidemiological, engineering and, last but not least, economic skills, in order to ensure the highest productivity and profitability of these large infrastructures.



Biobanks involve the collection, storage, use and distribution of biological samples for research purposes. This is an activity that currently involves the vast majority of hospitals and biomedical research structures and constitutes the pillar on which to build an effective, efficient and modern research system. Originally, the collection of biological samples for research stemmed from the conservation of waste/residual material from biological samples taken for diagnostic and/or therapeutic reasons [5]. Over time, these initially sporadic and wholly improvised collections have begun to become increasingly popular, prompting scientists to recognize the need for more uniform, more coordinated and more organized collection-and-use systems in order to guarantee excellent research in the genomic and post-genomic era [6]. This has pushed biomedical research and assistance structures to integrate with private structures, starting a path of harmonization and common governance of biobanks [7].



The progress of available technologies and the need to have research results that are increasingly shared and comparable has made it mandatory to start a phase of implementation of biobanks, in terms of samples and data, projected towards the future, which takes into account the new requirements of standardization, governance, of public–private partnerships, guaranteeing high quality standards and corporate organization of the same.



The future of biobanks is already present, and the areas of development in the world of biobanks are many.




2. Advances in Technical Storage


The new advances in the field of biobanks strictly depend on the improvement and implementation of increasingly sophisticated, targeted and standardized techniques for the collection and storage of samples. The quality of the samples, the quantity of available material, the possibility of identifying new sources of collection and the efforts to harmonize the technical aspects of the collection are crucial elements for creating useful and productive biobanks [8]. Traditionally, blood, urine and (frozen) tissues have been the primary sources of implementation for biobanks; more recently, the habit of collecting new samples with high information potential has spread, such as circulating tumor cells, liquid biopsies and free-circulating DNA. It is evident that these new types of material require high standards of both sampling and storage, as well as shared protocols to ensure the maintenance of their quality and therefore the sustainability of biobanks that feed on these samples [9].



It is thus necessary to integrate the more traditional technical principles with which biobanks were created and developed, with different scientific foundations concerning the fields of cryobiology, biomedical engineering and biotechnologies since the main objective of these new biobanks is to maintain the quality of samples by improving the sustainability of the entire infrastructure [10].



Tissues and samples used in biobanks should be able to maintain their morphological and functional characteristics, even after the application of conservation methods, in order to make the results obtained reproducible and comparable but also to be able to apply translational research more effectively in many areas, especially in oncology, gene therapy and personalized medicine. However, there remain problems related to the conservation of the samples, such as the loss of some cellular functions under certain storage conditions and the need to use some animal components for preservation that could interfere with human cellular functions, activation or inactivation, in certain conditions, of some cellular mechanisms (signal transduction, gene modulation and protein expression) that would render the samples unusable [11].



Today, it is therefore necessary to have readily available samples of different types in adequate quantities, which do not lose their morpho-functional characteristics after storage. At the same time, it is useful to ensure preservation mechanisms with rational costs and with sustainable technologies, which do not excessively affect the costs and management of the infrastructure, through a capillary collection system alongside centralized storage and conservation structures. This could make it possible to guarantee large numbers of samples and their variability, also ensuring high quality standards and, possibly, cost containment.




3. Harmonization and Standardization


Harmonization and standardization are crucial elements in the development and future sustainability of biobanks [12].



Many efforts have been put in place in both the USA and in Europe to find collaborative dialogue platforms aimed at the drafting and application of shared protocols and common rules that mainly concern the procurement of samples, their collection and storage, treatment data related to the samples and the exchange of material and information, as well as the administrative and financial management of the infrastructures connected to biobanks [13]. Equally important, alongside the technical harmonization of biobanks, must be the harmonization of regulatory and, above all, ethical aspects related to biobanks: consent of the participants, confidentiality of data and anonymization of samples and return of results.



Better harmonization can lead to important results, such as obtaining an orderly and multicenter collection of data and samples, creating homogeneous groups of patients with very large and well-described case histories and the possibility of creating studies on large cohorts and sub-cohorts of patients. The application of uniform standards could also ensure greater long-term safety in the management, storage and distribution of samples, through the use of innovative and common systems of logistics management and traceability of samples.



A fragmentation of protocols and guidelines is certainly not functional to the new challenges posed by biomedical research: we need comparable research platforms, which produce reproducible results and, above all, a common effort should be put in place, in order to analyze many samples in different infrastructures, making research results more usable and more effective in daily clinical practice.




4. Biobanks Networking


Currently, basic and translational research cannot do without the use of very advanced molecular biology techniques for which it is necessary to have suitable samples in large quantities. It is evident that the availability of many samples that comply with adequacy standards may not be guaranteed by a single biobank, so it is necessary that several infrastructures coordinate with each other in order to exchange samples and data, obviously favoring collaboration both at a national and international level. The networking of biobanks allows for multiple collection and, sometimes, storage sites, which converge into a single platform for sharing and exchanging resources [14].



Many biobanks participate in activities that have been organized as partnerships that have given rise to national and international networks focused on specific purposes [15].



The research developed thanks to the biobank networks will benefit from the advantages that derive from the sharing and exchange of samples, while the researchers belonging to structures that are outside these networks may not have the same benefits. Networking of biobanks within academic facilities could push non-academic researchers, private research facilities and pharmaceutical and biotechnology industries to find samples from other sources, such as commercial biobanks. It may be necessary to improve the comparison and collaboration between public and private structures, with the sole aim of seeing improved research quality standards [16].




5. Biobanks’ Sustainability


The economic sustainability of biobanks has become, especially recently, a central theme [17,18]. As the global economic situation has deteriorated, funding for most public biobanks has shrunk, prompting biobank organizations to seek to implement strategies to make these infrastructures more sustainable. Various strategies have been proposed to try to contain costs (adoption of automation, avoiding the underutilization of bio-specimens, increasing business administration studies in the biobanks, etc.), while improving the development of partnerships with pharmaceutical companies and biotechnological industries or promoting the provision of services for a fee [10,19,20].



These strategies have been only partially effective since cultural and regulatory issues often prevent biobanks from being self-sustaining. Biobanks are infrastructures that, in recent years, have been involved in transformative processes aimed at the construction of dedicated business plans and organization from a business and commercial point of view. The aim should be to make these infrastructures more efficient and more sustainable. The organizations that support the establishment of biobanks have begun to recognize the need to improve the level of professionalism in management, in the management and training of personnel, in the procurement and sustainability of structures, in a more corporate and industrial perspective on biobanks. Indeed, from a cultural point of view, it is often difficult to make even the management of the biobank understand how high the costs of collecting, storing and maintaining samples are. On the other hand, even at the level of local and national regulations, there is often a ban on profiting from the use of biological samples. Despite these obstacles, there is the possibility of establishing a precise plan for both structural and financial reorganization, which will make it possible to make a biobank more sustainable. The basic steps are: to hire expert consultants in finance and business organization and educate them on the peculiarities of a biobank; analyze costs and improve the relationship between cost and effectiveness; maximize the availability and usability of samples limiting the sample waste; develop a business model that identifies potential users by aligning the supply of samples to the needs of stakeholders to make a biobank more sustainable in the long term [21].




6. The Future of Data Protection


In the future of biobanks, there is also, undoubtedly, the need for a homogenous and shared management of the return of results and incidental findings.



In the context of biobanks, informed consent to the collection and use of samples must ensure that patients and donors are fully informed on the methods of collecting, storing and using the samples, on issues related to confidentiality, in particular the risk of disclosure of the donor’s identity, and the potential for commercial use of the samples [22,23].



There are four measures that have been considered crucial by the IBC to protect the rights of individuals, having acknowledged that future research on human health cannot ignore the use and management of big data: governance, education, capacity building and benefit sharing [24]. These aspects, also in relation to data protection, cannot be forgotten in the management of biobanks. The objective of the IBC is to stimulate debate and discussion on an international scale between various stakeholders (patients, participants and citizens in general) and also in the context of institutional and political governance and research centers, both in government and international agencies (WHO, UNESCO, UN).



In particular, the application of shared ethical and regulatory standards, both nationally and internationally, is still far from being achieved, and regulatory and ethical harmonization is even more distant than organizational and structural harmonization. There are numerous issues, some more traditionally linked to biobanks, others newer, that must also be addressed in the future of biobanks: material transfer agreements, intellectual property, access to samples and data, ownership and custody of data and samples, return of results and incidental findings.




7. Conclusions


The future of biobanks is already here. The need for technological advancement can aid in the development of research. Nevertheless, it is necessary that the management of biobanks be up to date from both a financial level and, above all, from an ethical and regulatory point of view. This discussion on biobanks is not outdated: the strength of biobanks lies precisely in being able to always stoke new and exciting debates despite the inexorable passage of time.







Author Contributions


Conceptualization, L.C.; methodology, L.C.; resources, P.T.; writing—original draft preparation, L.C.; writing—review and editing, P.T. All authors have read and agreed to the published version of the manuscript.




Funding


This research received no external funding.




Conflicts of Interest


The authors declare no conflict of interest.




References


	



Hartman, V.; Matzke, L.; Watson, P.H. Biospecimen Complexity and the Evolution of Biobanks. Biopreserv. Biobank 2019, 17, 264–270. [Google Scholar] [CrossRef]

	



Somiari, S.B.; Somiari, R.I. The Future of Biobanking: A Conceptual Look at How Biobanks Can Respond to the Growing Human Biospecimen Needs of Researchers. Adv. Exp. Med. Biol. 2015, 864, 11–27. [Google Scholar] [CrossRef]

	



Mendy, M.; Lawlor, R.T.; van Kappel, A.L.; Riegman, P.H.J.; Betsou, F.; Cohen, O.D.; Henderson, M.K. Biospecimens and Biobanking in Global Health. Clin. Lab. Med. 2018, 38, 183–207. [Google Scholar] [CrossRef]

	



Vaught, J. Biobanking Comes of Age: The Transition to Biospecimen Science. Annu. Rev. Pharmacol. Toxicol. 2016, 56, 211–228. [Google Scholar] [CrossRef]

	



Caenazzo, L.; Tozzo, P.; Pegoraro, R. Biobanking research on oncological residual material: A framework between the rights of the individual and the interest of society. BMC Med. Ethics 2013, 14, 17. [Google Scholar] [CrossRef]

	



Gefenas, E.; Dranseika, V.; Serepkaite, J.; Cekanauskaite, A.; Caenazzo, L.; Gordijn, B.; Pegoraro, R.; Yuko, E. Turning residual human biological materials into research collections: Playing with consent. J. Med. Ethics 2012, 38, 351–355. [Google Scholar] [CrossRef]

	



Caenazzo, L.; Tozzo, P.; Borovecki, A. Ethical governance in biobanks linked to electronic health records. Eur. Rev. Med. Pharmacol. Sci. 2015, 19, 4182–4186. [Google Scholar] [PubMed]

	



Muller, R.; Betsou, F.; Barnes, M.G.; Harding, K.; Bonnet, J.; Kofanova, O.; Crowe, J.H.; International Society for Biological and Environmental Repositories (ISBER) Biospecimen Science Working Group. Preservation of Biospecimens at Ambient Temperature: Special Focus on Nucleic Acids and Opportunities for the Biobanking Community. Biopreserv. Biobank 2016, 14, 89–98. [Google Scholar] [CrossRef] [PubMed]

	



Lewis, C.; McQuaid, S.; Hamilton, P.W.; Salto-Tellez, M.; McArt, D.; James, J.A. Building a ‘Repository of Science’: The importance of integrating biobanks within molecular pathology programmes. Eur. J. Cancer 2016, 67, 191–199. [Google Scholar] [CrossRef] [PubMed]

	



Abdaljaleel, M.; Singer, E.J.; Yong, W.H. Sustainability in Biobanking. Methods Mol. Biol. 2019, 1897, 1–6. [Google Scholar] [CrossRef]

	



Coppola, L.; Cianflone, A.; Grimaldi, A.M.; Incoronato, M.; Bevilacqua, P.; Messina, F.; Baselice, S.; Soricelli, A.; Mirabelli, P.; Salvatore, M. Biobanking in health care: Evolution and future directions. J. Transl. Med. 2019, 17, 172. [Google Scholar] [CrossRef]

	



Henderson, M.K.; Matharoo-Ball, B.; Schacter, B.; Kozlakidis, Z.; Smits, E.; Törnwall, O.; Litton, J.E. Global Biobank Week: Toward Harmonization in Biobanking. Biopreserv. Biobank 2017, 15, 491–493. [Google Scholar] [CrossRef] [PubMed]

	



Mate, S.; Kampf, M.; Rödle, W.; Kraus, S.; Proynova, R.; Silander, K.; Ebert, L.; Lablans, M.; Schüttler, C.; Knell, C.; et al. Pan-European Data Harmonization for Biobanks in ADOPT BBMRI-ERIC. Appl. Clin. Inform. 2019, 10, 679–692. [Google Scholar] [CrossRef] [PubMed]

	



Karimi-Busheri, F.; Rasouli-Nia, A. Integration, Networking, and Global Biobanking in the Age of New Biology. Adv. Exp. Med. Biol. 2015, 864, 1–9. [Google Scholar] [CrossRef] [PubMed]

	



Lochmüller, H.; Schneiderat, P. Biobanking in rare disorders. Adv. Exp. Med. Biol. 2010, 686, 105–113. [Google Scholar] [CrossRef] [PubMed]

	



Tozzo, P.; Caenazzo, L. The Skeleton in the Closet: Faults and Strengths of Public versus Private Genetic Biobanks. Biomolecules 2020, 10, 1273. [Google Scholar] [CrossRef] [PubMed]

	



Bledsoe, M.J.; Sexton, K.C. Ensuring Effective Utilization of Biospecimens: Design, Marketing, and Other Important Approaches. Biopreserv. Biobank 2019, 17, 248–257. [Google Scholar] [CrossRef]

	



Henderson, M.K.; Goldring, K.; Simeon-Dubach, D. Advancing Professionalization of Biobank Business Operations: A Worldwide Survey. Biopreserv. Biobank 2019, 17, 71–75. [Google Scholar] [CrossRef]

	



Simeon-Dubach, D.; Henderson, M.K. Sustainability in biobanking. Biopreserv. Biobank 2014, 12, 287–291. [Google Scholar] [CrossRef]

	



Campos, A.H.; Schreeder, M.; Parry-Jones, A.; Abdelhafiz, A.S.; Larson, D.; Pruetz, B.; Geddes, T.; Salman, A.; Lazaris, A. Addressing the Challenge of Financial Sustainability in Biobanking. Biopreserv. Biobank 2015, 13, 387–395. [Google Scholar] [CrossRef]

	



Matharoo-Ball, B.; Thomson, B.J. Nottingham Health Science Biobank: A sustainable bioresource. Biopreserv. Biobank 2014, 12, 312–316. [Google Scholar] [CrossRef] [PubMed]

	



Goisauf, M.; Martin, G.; Bentzen, H.B.; Budin-Ljøsne, I.; Ursin, L.; Durnová, A.; Leitsalu, L.; Smith, K.; Casati, S.; Lavitrano, M.; et al. Data in question: A survey of European biobank professionals on ethical, legal and societal challenges of biobank research. PLoS ONE 2019, 14, e0221496. [Google Scholar] [CrossRef]

	



Budin-Ljøsne, I.; Teare, H.; Kaye, J.; Beck, S.; Bentzen, H.B.; Caenazzo, L.; Collett, C.; D’Abramo, F.; Felzmann, H.; Finlay, T.; et al. Dynamic Consent: A potential solution to some of the challenges of modern biomedical research. BMC Med. Ethics 2017, 18, 4. [Google Scholar] [CrossRef] [PubMed]

	



UNESCO International Bioethics Committee (IBC). Report of the IBC on Big Data and Health. Paris, 15 September 2017. Available online: http://unescoblob.blob.core.windows.net/pdf/UploadCKEditor/REPORT%20OF%20THE%20IBC%20ON%20BIG%20DATA%20AND%20HEALTH%20%2015.09.17.pdf (accessed on 18 November 2020).












	
	
Publisher’s Note: MDPI stays neutral with regard to jurisdictional claims in published maps and institutional affiliations.











© 2020 by the authors. Licensee MDPI, Basel, Switzerland. This article is an open access article distributed under the terms and conditions of the Creative Commons Attribution (CC BY) license (http://creativecommons.org/licenses/by/4.0/).






nav.xhtml


  biotech-09-00023


  
    		
      biotech-09-00023
    


  




  





media/file0.png





