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Abstract

Human research is crucial for the development of medical science. Also,
protecting research participants is important since they have to take risks from
human research for the benefits of others. One measure used for safeguarding
them is informed consent. Nowadays, biobanks for human research are increasingly
common. The reason is that they collect tissue samples and data that can be used
repeatedly in many research studies, and so they help enhance efficiency in
research conduct and increase the capabilities of research, thereby facilitating the
advancement of medical science. Notwithstanding, the use of biobanks raises many
questions: whether the aforementioned ‘informed consent’ can be used in
biobanking, whether there should be specific regulations on consent to biobanking,
and the extent to which Thai law should have a role in this area.

The author has written a research paper for addressing these questions,
with the main aim of investigating the way in which the regulations regarding
consent approaches in biobanking should be introduced in Thailand, and then
writes this article for presenting research results of that research paper. To

summarize those results, this article deals with 3 issues, in accordance with key
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questions that are examined in that research paper. First, informed consent should
not be used for recruiting biobank participants. Second, there are 5 approaches to
consent in biobanking: presumed consent, blanket consent, broad consent, tiered
consent and dynamic consent. Each of them has its own advantages and
disadvantages. Finally, in Thailand, regulations regarding consent approaches in
biobanking should separate from those in human research, and they should require
broad consent as a minimum requirement and permit dynamic consent as an

alternative.

Keywords: consent, consent approaches, biobank governance, consent to biobanking,

informed consent, tissue samples
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°> E. Vermeulen et al., “A Trial of Consent Procedures for Future Research with Clinically derived

Biological Samples,” British Journal of Cancer 1505, 9, 101 (2009).

¢ European Commission, “Europeans and Biotechnology in 2010 : Winds of Change?,” (October
2010).

T Juli Murphy et al., “Public Perspectives on Informed Consent for Biobanking,” American Journal
of Public Health 2128, 12, 99 (2009).

8 peter Furness, “Consent to Using Human Tissue: Implied Consent Should Suffice,” BMJ 759,
7418, 327 (2003); Jan Willem W Coebergh et al.,, “One-time General Consent for Research on Biological
Samples: Opt Out System for Patients is Optimal and Endorsed in Many Countries,” BMJ 665, 7542, 332
(2006); Paul J van Diest and Julian Savulescu, “No Consent Should Be Needed for Using Leftover Body
Material for Scientific Purposes,” BMJ 648, 7365, 325 (2002).

? Linus Johnsson et al., “Opt-out from Biobanks Better Respects Patients’ Autonomy,” BMJ a1580,
337 (2008).
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19 Nuffield Council on Bioethics, “Human Tissue: Ethical and Legal Issues,” (April 1995), para 6.29(1).
' HUGO Ethics Committee, “Statement on DNA Sampling: Control and Access,” (February 1998).
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12 David Wendler, “Broad versus Blanket Consent for Research with Human Biological Samples,”

Hastings Center Report 3, 5, 43 (2013); Mats G. Hansson et al., “Should Donors Be Allowed to Give Broad

Consent to Future Biobank Research?,” The Lancet Oncology 266, 3, 7 (2006).

I3 Jeantine E. Lunshof et al., “From Genetic Privacy to Open Consent,” Nat Rev Genet 406, 5, 9
(2008), Box 3.
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1> Dara Hallinan and Michael Friedewald, “Open Consent, Biobanking and Data Protection Law:
Can Open Consent Be ‘Informed’” under the Forthcoming Data Protection Regulation?,” Life Sciences,
Society and Policy 1, 11 (2015).

16 Royal College Of Pathologists, “Consensus Statement of Recommended Policies for Uses of
Human Tissue in Research, Education and Quality Control,” (1999).

7 Bernice Elger and Arthur L Caplan, “Consent and Anonymization in Research Involving Biobanks:
Differing Terms and Norms Present Serious Barriers to an International Framework,” EMBO Reports 661, 7,
7 (2006).

'8 Bernice Elger, Ethical Issues of Human Genetic Databases: A Challenge to Classical Health

Research Ethics?, (Surrey: Ashgate, 2010).
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¥ Mark A. Rothstein, “Tiered Disclosure Options Promote the Autonomy and Well-Being of

Research Subjects,” The American Journal of Bioethics 20, 6, 6 (2006).

20 Amy L. McGuire and Richard A. Gibbs, “No Longer De-Identified,” Science 370, 5772, 312 (2006).
2 Canadian Tri-Council, “Policy Statement: Ethical Conduct for Research Involving Humans,”

(2014), art 3.11.
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22 Bernice Elger, supra note 18.
3 Jane Kaye et al, “From Patients to Partners: Participant-centric Initiatives in Biomedical

Research,” Nature Reviews: Genetics 371, 5, 13 (2012); Jane Kaye et al,, “Dynamic Consent: A Patient




47 : 3 (AWeIes 2561) 561

Wy nMsAsnsvesanuBuseyiiauuAduuildeugiunisldauduseuuuudelies
Tunsvernugugausonslaninensvassuiastinmlunideluayeduisusenan® a
Wieannsesng 9 oraiederditrsmsuimsuazguimsinnssuians wasvilienudugon
susuuiannsagninandlalumeufon

ﬁﬂ"?mﬂWsviaﬂsviﬂu’lﬁmmaﬁfuauumm@usamﬂLLUU?I Tnglanizeg1ede Jane
Kaye ﬁmL‘Uumﬂgwmamum%ﬂmamwmaﬂmumm&luaamﬂLLUUﬂUUiW%@@ﬁUWﬂ’]i
Fanm® uenainil anuBusensUuuvignauslufuurihusatiude T duusl
YOIAUTNTTUAITATEETINAUINY I @R Sazinalulad (Commission de Ethique de la
Science et de la Technoligie: CEST) uauas§ Quebec luuszimanauin® Auginves
an1un Tl unuywdurar@ (National Human Genome Research Institute: NHGRI)
Tudssimaansgousnt® 1usiu

2.2 Jinszvidairunaztanasvandnudugaunnuuuy

Mesungluritedenil 2.1 Ifnanfmnudusenidiiusuinsiinmdigniaus
IumN%Gmﬂﬁw%aaﬂﬁﬂﬂiﬂumwﬁﬁ’a Tnswdseanilu 5 JUuuu lun mm@uaamﬁ
Aunfity AuBuenLUUATIUAGY mmauaamwumw AnuBuganuuuiy uaza
fuseuuuusiaiiles whdededosil 2.2 dagndnfmanmsiinneitorunardedosvesa
fugonidrsiusuiastinmmnsluuy Tdedaunniinslinsgiludnuusddauddy
ms1zusiinenuBuseuynguuvuiigneunetsdiusisimnz aufuuiunvesnisuins
Fanssurasdinmainndianubusendldfunisuennaniiedu winiuduseu

Interface for Twenty-First Century Research Networks,” European Journal of Human Genetics 141, 2, 23

(2015).

2 Jane Kaye, “Abandoning Informed Consent : The Case of Genetic Research in Population

Collections,” in Genetic Databases: Socio-ethical Issues in the Collection and Use of DNA, Tutton and

Corrigan (ed), (London : Routledge, 2004).

% Ibid; Jane Kaye et al, “From Patients to Partners: Participant-centric Initiatives in Biomedical
Research,” supra note 23; Jane Kaye et al, “Dynamic Consent: A Patient Interface for Twenty-First
Century Research Networks,” supra note 23.

% Commission de 'Ethique de la Science et de la Technoligie, “(Position Statement) The Ethical
Issues of Genetic Databases : Towards Democratic and Responsible Regulation (February 2003),”
(February 2003).

2" National Human Genome Research Institute, “Informed Consent: Special Considerations for

Genome Research,” (January 10, 2018).
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*1 Alastair V. Campbell, “The Ethical Challenges of Genetic Databases : Safeguarding Altruism and
Trust,” King's Law Journal 227, 2, 18 (200).
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