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should be understandable to the subject or the subject’s

viwu%lé’%’umsmn electrocardiogram legally acceptable representative and the impartial witness,

where applicable.”
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Version 1.0 Date 26 January 2018 VesTu 1.0 Sufl 26 unsIAN WA, 2561



Research Ethics Committee, Faculty of Medicine, Chiang Mai University FINNUAMENTIUNNTISUTITUNTIVY AMTLNNYANERS UNTINeEeTealul

+ Tnwniinssfunguuszenadimane mnngudszrnadmneduraisnivioraen
Piinendeuduretnues (9w ¥l Weransse) deawlaenaistoyaiuniwiiu

Tneilonanssusesnswua

US FDA: “The IRB should ensure that technical and scientific
terms are adequately explained or that common terms are
substituted. The IRB should ensure that the informed consent
document properly translates complex scientific concepts into
simple concepts that the typical subject can read and

comprehend.”
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Sgunanansanselaini (82 FR 7149 §  .116) (gn1514dl 2)

82 FR 7149 (§ _ .116(a)4)): “The prospective subject or the
legally authorized representative must be provided with the
information that a reasonable person would want to have in
order to make an informed decision about whether to
participate, and an opportunity to discuss that information.”

82 FR 7149 (8§ __ .116(a)(5Xii): “Informed consent as a whole
must present information in sufficient detail relating to the

research ...”
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82FR 7149 (8 _ .116(f)X2)): “Alteration. An IRB may approve a
consent procedure that omits some, or alters some or all, of
the elements of informed consent ... provided the IRB satisfies
the requirements of paragraph (f\3) of this section.”

82 FR 7149 (8§ __ .116(f)X(3)): “Requirements for ... alteration ...:
(i) The research involves no more than minimal risk to the
subjects; (ii) The research could not practicably be carried out
without the requested ... alteration; (iii) If the research involves
using identifiable  private information or identifiable
biospecimens, the research could not practicably be carried
out without using such information or biospecimens in an
identifiable format; (iv) The ... alteration will not adversely
affect the rights and welfare of the subjects; and (v) Whenever

appropriate, the subjects or legally authorized representatives
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will be provided with additional pertinent information after

participation.”
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82 FR 7149 (§ __ .116(a)5)0): “Informed consent must begin
with a concise and focused presentation of the key
information that is most likely to assist a prospective subject
or legally authorized representative in understanding the
reasons why one might or might not want to participate in the
research. This part of the informed consent must be organized

and presented in a way that facilitates comprehension.”
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82FR 7149 (5  .116(a)5)i): “Informed ... must be organized
and presented in a way that does not merely provide lists of
isolated facts, but rather facilitates the prospective subject’s
or legally authorized representative’s understanding of the

reasons why one might or might not want to participate.”
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® ICH E6(R2) 4.8.4: “None of the oral and written information
concerning the trial, including the written informed consent
form, should contain any language that causes the subject or
the subject’s legally acceptable representative to waive or to
appear to waive any legal rights, or that releases or appears
to release the investigator, the institution, the sponsor, or their
agents from liability for negligence.”

® 82 FR 7149 (8§ _ .116(aX6)): “No informed consent may
include any exculpatory language through which the subject
or the legally authorized representative is made to waive or
appear to waive any of the subject’s legal rights, or releases
or appears to release the investigator, the sponsor, the

institution, or its agents from liability for negligence.”
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eXe

® DoH (2013) Art. 26: “In medical research involving human
subjects capable of giving informed consent, each potential
subject must be adequately informed of ..., sources of funding,

..., institutional affiliations of the researcher, ...”
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ICH E6(R2) 4.8.10(a): “That the trial involves research.”

ICH E6(R2) 4.8.10(m): “That the subject’s participation in the
trial is voluntary and that the subject may refuse to participate
or withdraw from the trial, at any time, without penalty or loss
of benefits to which the subject is otherwise entitled.”

DoH (2013) Art. 26: “The potential subject must be informed
of the right to refuse to participate in the study or to withdraw
consent to participate at any time without reprisal.”

DoH (2013) Art. 31: “The refusal of a patient to participate in
a study or the patient’s decision to withdraw from the study
must never adversely affect the patient-physician
relationship.”

82 FR 7149 (§ _ .116(b)X1)): “A statement that the study
involves research, ...”

82FR 7149 (8§ _ .116(b)8)): “A statement that participation is
voluntary, refusal to participate will involve no penalty or loss
of benefits to which the subject is otherwise entitled, and the
subject may discontinue participation at any time without
penalty or loss of benefits to which the subject is otherwise

entitled:”
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ICH E6(R2) 4.8.10(b): “The purpose of the trial.”

DoH (2013) Art. 26: “In medical research involving human
subjects capable of giving informed consent, each potential
subject must be adequately informed of the aims, ...”

82 FR 7149 (§ _ .116(bX1)): “A statement that .., an

explanation of the purposes of the research ...”
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ICH E6(R2) 4.8.10(t): “The approximate number of subjects
involved in the trial.”

82 FR 7149 (8§ __ .116(cX6): “The approximate number of
subjects involved in the study;”

US FDA: “If the IRB determines that the numbers of subjects in
a study is material to the subjects’ decision to participate, the
informed consent document should state the approximate

number of subjects involved in the study.”
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ICH E6(R2) 4.8.10(s): “The expected duration of the subject'’s
participation in the trial.”
82 FR 7149 (§ _ .116(bX1)): “A statement that ... and the

expected duration of the subject’s participation, ...”
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ICH E6(R2) 4.8.10(c): “The trial treatment(s) and the probability
for random assignment to each treatment.”

ICH E6(R2) 4.8.10(d): “The trial procedures to be followed,
including all invasive procedures.”

ICH E6(R2) 4.8.10(e): “The subject’s responsibilities.”

ICH E6(R2) 4.8.10(f):: “Those aspects of the trial that are
experimental.”

DoH (2013) Art. 26: “In medical research involving human
subjects capable of giving informed consent, each potential
subject must be adequately informed of ..., methods, ...”
82FR 7149 (8 _ .116(bX1)): “A statement that ..., a description
of the procedures to be followed, and identification of any

procedures that are experimental;”
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ICH E6(R2) 4.8.10(g): “The reasonably foreseeable risks or
inconveniences to the subject and, when applicable, to an
embryo, fetus, or nursing infant.”

DoH (2013) Art. 26: “In medical research involving human
subjects capable of giving informed consent, each potential
subject must be adequately informed of ... potential risks of
the study and the discomfort it may entalil, ...”

82 FR 7149 (§ __ .116(b)(2)): “A description of any reasonably
foreseeable risks or discomforts to the subject;”

82 FR 7149 (§ __ .116(c)(1)): “A statement that the particular
treatment or procedure may involve risks to the subject (or to

the embryo or fetus, if the subject is or may become pregnant)

that are currently unforeseeable;”
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ICH E6(R2) 4.8.10(g): “The reasonably expected benefits. When
there is no intended clinical benefit to the subject, the subject
should be made aware of this.”

DoH (2013) Art. 26: “In medical research involving human
subjects capable of giving informed consent, each potential
subject must be adequately informed of ... the anticipated
benefits ... of the study ...”

82 FR 7149 (§ __ .116(b)(3)): “A description of any benefits to
the subject or to others that may reasonably be expected
from the research;”

US FDA: “Consent documents should not contain unproven
claims of effectiveness or certainty of benefit, either explicit or
implicit, that may unduly influence potential subjects. Overly

optimistic representations are misleading and violate FDA
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regulations concerning the promotion of investigational drugs
[21 CFR 312.7] or investigational devices [21 CFR 812.7(d)] as
well as the requirement to minimize the possibility of coercion

or undue influence [21 CFR 50.20].”
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ICH E6(R2) 4.8.10(1): “The alternative procedure(s) or course(s)
of treatment that may be available to the subject, and their
important potential benefits and risks.”

82 FR 7149 (§ _ .116(b)4)): “A disclosure of appropriate
alternative procedures or courses of treatment, if any, that
might be advantageous to the subject;”

US FDA: “To enable a rational choice about participating in
the research study, subjects should be aware of the full range
of options available to them. Consent documents should
briefly explain any pertinent alternatives to entering the study
including, when appropriate, the alternative of supportive care
with no additional disease-directed therapy. While this should
be more than just a list of alternatives, a full risk/benefit
explanation of alternatives may not be appropriate to include
in the written document. The person(s) obtaining the subjects’
consent, however, should be able to discuss available

alternatives and answer questions that the subject may raise
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about them. As with other required elements, the consent
document should contain sufficient information to ensure an

informed decision.”

12. AMl991931NN1569719941ASIN15398 N1E1EdUATAISURNYBULDY * ICH E6(R2) 4.8.10(): “The anticipated expenses, if any, to the
subject for participating in the trial.”
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ICH E6(R2) 4.8.10(): “The compensation and/or treatment
available to the subject in the event of trial-related injury.”
82FR 7149 (§ _ .116(bX6)): “For research involving more than
minimal risk, an explanation as to whether any compensation
and an explanation as to whether any medical treatments are
available if injury occurs and, if so, what they consist of, or
where further information may be obtained;”

US FDA: “The consent document must explain whether there
is compensation available in case of injury but must not waive
or appear to waive the rights of the subject or release or
appear to release those conducting the study from liability for
negligence. When no system has been set up to provide funds,
the preferred wording is: ‘no funds have been set aside for’
‘[the cost] will be billed to you or your insurance,” or similar
wording that explains the provisions or the process. Wording

such as: ‘will be your responsibility or that of your third-party
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payor’ has been erroneously interpreted by some subjects to

mean the insurance company is required to pay.”
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ICH E6(R2) 4.8.10(p): “That the subject or the subject’s legally
acceptable representative will be informed in a timely manner
if information becomes available that may be relevant to the
subject’s willingness to continue participation in the trial.”

82 FR 7149 (§ _ .116(c)(5)): “A statement that significant new
findlings developed during the course of the research that may
relate to the subject’s willingness to continue participation will
be provided to the subject;”

US FDA: “Significant new findings may include an unexpected
adverse event or an adverse event occurring at greater
frequency or severity than previously stated in the consent
process. FDA encourages the inclusion of this statement in the
consent form for clinical investigations where knowledge of risk
is limited, for example, clinical investigations of the first use in
humans, novel therapies, and new molecular entities, or

complex clinical investigations that involve significant risk.”
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ICH E6(R2) 4.8.10(r): “The foreseeable circumstances and/or
reasons under which the subject’s participation in the trial
may be terminated.”

82FR 7149 (8  .116(c)2)): “Anticipated circumstances under
which the subject’s participation may be terminated by the
investigator without regard to the subject’s or the legally

authorized representative’s consent;”
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DoH (2013) Art. 26: “In medical research involving human
subjects capable of giving informed consent, each potential
subject must be adequately informed of .. post-study

provisions ...”
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DoH (2013) Art. 26: “All medical research subjects should be
given the option of being informed about the general outcome
and results of the studly.”

82 FR 7149 (§ __ .116(c)8)): “A statement regarding whether
clinically relevant research results, including individual
research results, will be disclosed to subjects, and if so, under

what conditions;”
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ICH E6(R2) 4.8.10(0): “That records identifying the subject will
be kept confidential and, to the extent permitted by the
applicable laws and/or regulations, will not be made publicly
available. If the results of the trial are published, the subject’s
identity will remain confidential.”

ICH E6(R2) 4.8.10(n): “That the monitor(s), the auditor(s), the
IRB/IEC, and the regulatory authority(ies) will be granted direct
access to the subject’s original medical records for verification

of clinical trial procedures and/or data, without violating the
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82 FR 7149 (§ _ .116(cX7)): “A statement that the subject’s
biospecimens (even if identifiers are removed) may be used
for commercial profit and whether the subject will or will not
share in this commercial profit;”

82 FR 7149 (8§ _ .116(c)9)): “For research involving
biospecimens, whether the research will (if known) or might
include whole genome sequencing (ie., sequencing of a
human germline or somatic specimen with the intent to

generate the genome or exome sequence of that specimen).”
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DoH (2013) Art. 32: “For medical research using identifiable
human material or data, such as research on material or data
contained in biobanks or similar repositories, physicians must
seek informed consent for its collection, storage and/or
reuse.”

82FR 7149 (§ __ .116(bX9)): “One of the following statements
... (i) A statement that identifiers might be removed from the
identifiable private information or identifiable biospecimens
and that, after such removal, the information or biospecimens
could be used for future research studies or distributed to
another investigator for future research studies without
additional informed consent from the subject or the legally

authorized representative, if this might be a possibility; or (i) A
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24. wauselyvinudoau ® DoH (2013) Art. 26: “In medical research involving human

subjects capable of giving informed consent, each potential
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subject must be adequately informed of .. any possible

conflicts of interest ...”
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82 FR 7149 (8§ _ .116(N0): “Waiver. An IRB may waive the
requirement to obtain informed consent for research under
paragraphs (a) through (c) of this section, provided the IRB
satisfies the requirements of paragraph (f\(3) of this section.”

82 FR 7149 (8§ __ .116(f)3)): “Requirements for waiver and
alteration ...: (i) The research involves no more than minimal
risk to the subjects; (i) The research could not practicably be
carried out without the requested waiver or alteration; (iii) If
the research involves using identifiable private information or
identifiable biospecimens, the research could not practicably
be carried out without using such information or biospecimens

in an identifiable format; (iv) The waiver or alteration will not
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adversely affect the rights and welfare of the subjects; and (v)
Whenever appropriate, the subjects or legally authorized
representatives will be provided with additional pertinent

information after participation.”
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ICH E6(R2) 4.8.8: “Prior to a subject’s participation in the trial,
the written informed consent form should be signed and
personally dated by the subject ..., and by the person who
conducted the informed consent discussion.”

ICH E6(R2) 4.8.9: “If a subject is unable to read ..., an impartial
witness should be present during the entire informed consent
discussion. After ..., the witness should sign and personally
date the consent form.”

82 FR 7149 (8 _ .117(a)1)): “informed consent shall be
documented by the use of a written informed consent form

approved by the IRB and signed ... by the subject ....”
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ICH E6(R2) 4.8.11: “Prior to participation in the trial, the subject
.. should receive a copy of the signed and dated written
informed consent form and any other written information
provided to the subjects.”

82 FR 7149 (§ _ .117(a)1)): “A written copy shall be given to

the person signing the informed consent form.”
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DoH (2013) Art. 26: “If the consent cannot be expressed in

writing, the non-written consent must be formally
documented and witnessed.”
82 FR 7149 (8 __ .117(cX1)): “An IRB may waive the
requirement for the investigator to obtain a signed informed
consent form for some or all subjects if it finds any of the
following: (i) That the only record linking the subject and the
research would be the informed consent form and the
principal risk would be potential harm resulting from a breach
of confidentiality. Each subject ... will be asked whether the
subject wants documentation linking the subject with the
research, and the subject’s wishes will govern; (i) That the
research presents no more than minimal risk of harm to
subjects and involves no procedures for which written consent
is normally required outside the research context; or (iii) If the
subjects ... are members of a distinct cultural group or
community in which signing forms is not the norm, that the
research presents no more than minimal risk of harm to
subjects and provided there is an appropriate alternative
mechanism for documenting that informed consent was
obtained.”

82 FR 7149 (8 _ .117(c)2): “In cases in which the
documentation requirement is waived, the IRB may require the
investigator to provide subjects ... with a written statement

regarding the research.”
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