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problem of general/blanket consent
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> Research uses of samples donated to biobanks or tissue banks
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> Research uses of residual human body parts obtained from
medical treatments and clinical tests.

O EITIOMAEDI-OICRESN M TROI-EAHMDIE
DR THFI

» Research uses of left over samples after completion of the
preceding research for the purpose of which they are donated
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Opinions Supporting the Notion of General Consent
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» In medical care settings, patients can waive their right to give an
Informed consent to treatment. In the same token, they should
be able to waive their right to give an informed consent to
research use of their body parts that have been removed for
treatment or left over after their laboratory examination.
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Opinions Supporting the Notion of General Consent
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» Many patients have the opinion that their body parts can be

used for any research on the condition that they will suffer no
detriment from their use.
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Opinions Objecting to General Consent
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»>In order to effectively waive the informed consent requirements,
patients should have some degree of specific notions about what they

are waliving. However, patients have little
samples will be used In research. Especial
expected to understand how their sam

Knowledge about how their
y, very few of them can be
ples are Immortalized by

derivation of cell lines and distributed widely and for a long time.
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Justification through wide dissemination of information
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» When the Information about medical research using human
biological materials is widely shared by people, and those who
want to have detailed information can obtain them easily, e.qg.
through Internet website, their research use based upon general
consent can be justified as long as the personal information is
safeguarded and there iIs no risk of injury to donors.
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Different Degree of Informational Needs
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» People differ over how detailed information they want and
need. Some want to have full information, others hate being
given long and technical explanation. Accordingly, the
amount of information to be given them should be determined
Individually.
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Sharing of Information Based upon Individuals’ Needs
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» All of them should be given summary information, and those
who want to know more should be assured of the means for
obtaining them. In this way, the notion of respect for persons
and their autonomy might be harmonized with the necessities
on the side of medical researchers for biological samples.
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One-time general consent + continued sharing of info.
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» General consent should be valid indefinitely unless revoked.
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» Lest general consent should lose its ethical justification,
Information about the researches using the samples based

upon general consent should be continued to be given so long
as the donors can exercise the right to revoke their general

consent.
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Assuring the right to revoke consent and Anonymization
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» Anonymization of samples Is necessary for protection of
personal data of donors.
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» On the other hand, to maintain the ethical justification of
general consent, donors should be assured of the right to
revoke their consent.
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Assuring the right to revoke consent and Anonymization
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» One-way anonymization of samples is appropriate to ensure both

protection of personal data of donors and their right to revoke
consent.
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» Under one-way anonymization, each sample Is given a unique
code of letters and numbers linked to the donor, but the linkage
Information Is never given to research institutions, thus saving the
possibility of discarding samples if the donor would revoke her or
his consent and at the same time protecting their personal
Information.
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Several Sets of Guidelines for Biomedical Research

» Guidelines for Clinical Study of Gene Therapy (MEXT & MHLW,
March 2002, last revision 2004. The original gene therapy guidelines
were enacted in June 1994)

» Ethics Guidelines for Human Genomic/Genetic Analysis Research
(MEXT, MHLW & METI, March 2001, lest revision 2005).

» Guidelines for Derivation and Utilization of Human Embryonic Stem
Cells (MEXT, September 2001, last revision 2007)

» Guidelines for Handling of Specified Embryos (MEXT, December
2001)

» Ethics Guidelines for Epidemiological Research (MEXT & MHLW,
June 2002, last revision 2007)

» Ethics Guidelines for Clinical Research (MHLW, July 2003, to be
revised soon)

» Guidelines for Clinical Study Using Human [Somatic] Stem Cells
(MHLW, July 2006)
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Common features of Japanese Guidelines

¥ Requirement of Informed Consent

Whether the patient gives her/his consent to participate in the
research affect neither favorably nor adversely her/his medical
treatment.

Subjects can revoke his consent any time before revocation
becomes Impracticable, as In the case of samples being
unlinkably anonymized.

Information about to whom intellectual property rights will be
given if they stem from research must be conveyed to potential
subjects.

¥ Research protocols must in advance be approved by ethics
committees consisting of members of both sexes and having
multidisciplinary membership. Progress and result of research
must be reported to them.

& Personal information should be safeguarded.
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» June 17, 2002: Promulgation of Ethics Guidelines for
Epidemiological Research (to be implemented on July 1, 2002)
2004512 A28 B A NG REEFIICESSEH-OHIEFHE
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» December 28, 2004: Epidemiological Research Guidelines are

revised to accommodate the requirements of personal data
protection legislation that was to come into effect on April 1, 2005.
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» August 16, 2007: Promulgation of Revised Epidemiological
Research Guidelines that will come into effect on Nov. 1, 2007.
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Iltems to be considered In revision of
epidemiological guidelines
1 Ethics review of multi-institutional research.

2 Their applicability to hospitals and clinics that cooperate but do not
carry out research on their own.

3 Their application to international joint research project.

4 Storing and discarding of samples.

5 Monitoring and evaluation of their observance.

6 Electronic processing of informed consent.

7 Informed consent of adolescent subjects.

8 General consent.

9 Activities to be governed by them.

10 Research exempted from the EC approval requirement.

11 Epidemiological activities for the purpose of education.

12 Protection of subjects and compensation for research injuries.
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Items to be considered In revision of
epidemiological guidelines
(4th meeting of Experts’ Committee on the Revision of
Epidemiological Research Guidelines on Dec. 27, 2006)

8 General consent.

Whether the provision for general blanket consent by
which subjects give their consent to their body parts
and records being used for future unspecified research

should be laid down?
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Items to be considered in the revision (Dec. 27, 2006)

<Points to be considered>

In Epidemiological Guidelines, (1) the standard requirements of
Informed consent can be modified or waived if several conditions are
met such as minimal risk and no disadvantage to subjects,
Impracticability of other methods, information disclosure of research
and its social significance; (2) stored samples and data can be used for
research If certain conditions are met (in the case of body parts,
ensuring the donors’ right to opt out, and In the case of data,
researchers’ obligation of publication of research proposal).

Considering these provisions, is it necessary to create a new provision
allowing for consent to be given before any specific research purpose
can be proposed? Is it possible to gain approval from society for
using human samples and data based upon general consent?

<Expert Committee's Decision> No change Is justified.
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Several Sets of Guidelines for Biomedical Research

» Guidelines for Clinical Study of Gene Therapy (MEXT & MHLW,
March 2002, last revision 2004. The original gene therapy guidelines
were enacted in June 1994)

» Ethics Guidelines for Human Genomic/Genetic Analysis Research
(MEXT, MHLW & METI, March 2001, lest revision 2005).

» Guidelines for Derivation and Utilization of Human Embryonic Stem
Cells (MEXT, September 2001, last revision 2007)

» Guidelines for Handling of Specified Embryos (MEXT, December
2001)

» Ethics Guidelines for Epidemiological Research (MEXT & MHLW,
June 2002, last revision 2007)

» Ethics Guidelines for Clinical Research (MHLW, July 2003, now in the
process of revision)

» Guidelines for Clinical Study Using Human [Somatic] Stem Cells
(MHLW, July 2006)
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Clinical Research Guidelines:
Current Provision on IC

IV 1(3) Researchers must obtain written voluntary informed
consent after they are assured that subjects understand the
content of information.

3 Those samples and data for whose research use the subjects’
Informed consent has not been secured shall not be used for
clinical research unless informed consent has been obtained
anew from subjects in compliance of these guidelines (except
for the case where ethics committee gives permission for their

use).
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Drafting Revised Guidelines for Clinical Research

» Aug. 2007~ May 2008: Experts’ Committee on the Revision
of Clinical Research held 8 meetings.

» General Consent in the draft summary Guidelines presented
for public comment (deadline for submission of opinions is
June 30, 2008) : “In observational studies and those
Interventional studies involving no Invasive procedures, the
consent requirements will be revised so that there will be no
difference between the Epidemiological and Clinical
Research Guidelines.”

l

» No new provision created for general consent.
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My opinion

» According to my opinion suggested earlier, general consent
must be accompanied by the information sharing between
researchers and patients regarding researches using those
samples and data.

> It seems to me that this scheme is superior than that contained
In Epidemiological Research (and soon also Clinical
Research) Guidelines In that information sharing Is come
across earlier. When invited to give general consent to their
discarded or unused body parts and medical records being
used for research at their start of clinical relationship, patient
can obtain some notion (however vague it may be) that unless
they refuse, these parts and records may some day be used for
research, and help medical advancement.
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Example of General Consent in
National Cancer Center Hospital

In a pamphlet delivered at the first visit to the hospital, patients are
requested to give general consent to the research use of their left-
over samples or body parts originally taken or removed for testing
and treatment together with their medical information. Patients are
given two months to answer to the request. If they return no answer
to the request, they are presumed to have consented. They are free
to revoke their consent (or presumed consent) any time.

At the website of National Cancer Center, summary information Is
shown about the research using the samples based on general
consent and ethics committee approval with the information of
diseases of donors and the period during which the samples were
taken.

No detailed information about the researches <« Protection of
originality of research and intellectual property right ?



Thank you.
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