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Definition of Inform Consent
Process/element of inform consent
Participant Information Sheet (PIS)
Special situations for using consent
* Children/ parent

* Critical/Emergency situation

* Sensitive /illegal issue

* Pandemic situation

Conclusion




Introduction: Learn from history
T H E N U REM B ERG C O D E NAZI DOCTORS WERE CONVICTED OF WAR CRIMES INVOLVING

HUMAN EXPERIMENTS ON CONCENTRATION CAMP PRISONERS.
Year 1947
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FoLLowING ININEINUREMBERGIRIGESS,: - - ------ - i

THE CODE WAS INTRODUCED IN AUGUST, 1947/.

THE VOLUNTARY CONSENT
OF THE HUMAN SUBJECT IS

ABSOLUTELY ESSENTIAL . . . THE CODE CONsisTS OF I

THESE INCLUDE :

INFORMED CONSENT

BENEFITS MUST OUTWEIGH RISKS
PARTICIPANTS UNDERSTANDING OF
POSSIBLE RISKS

HOW EXPERIMENTS MUST BE RUN

THE CODE WAS AN ATTEMPT AT ESTABLISHING CLEAR
RULES ABOUT WHAT WAS LEGAL AND WHAT WASN'T
WHEN CARRYING OUT HUMAN EXPERIMENTS.

/nuremberqc

Source: http://broughttolife sciencemuseum.org.uk/broughttolife/techniques



Declaration of Helsinki (1964)

DoH is an ethical statement develpoed by the World Medical Association (WMA) that outlines ethical principles
for medical research involving human subjects.

* The primary purpose of medical research
Involving human subjects Is to understand
the causes, development and effects of

diseases and improve preventive,

diagnostic, and therapeutic interventions
Core principles:

- Respect for individuals (informed consent) - Protection of vulnerable populations

- Weighing risks vs benefits - Scientific validity requirements.
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- Protection of vulnerable populations

- Scientific validity requirements.



The Belmont Report (1979)

Natural disease of Syphilis in black people at Tuskegee

Key concepts: @

* Respect for persons (L3N bk
LUAAR)

* Beneficence (Amilszluni)

* Justice (AMUYADTIIN)



How informed consent is importance in
research ? (l)

* Respect for person * Belmont report

* Ethical requirement for * Nuremberg Code
research Declaration of

* Requirement by law in many Helsinid, GLP
countries, including Thailand e Thailand. USA

* Requirement by scientific . .
journal for publication ICMJE April 2024




International Council For Harmonisation (ICH)

Good Clinical Practice (GCP) E6 (R3)

Informed Consent

- Informed consent is crucial for ethical trial conduct.

- Participants must voluntarily consent after being fully informed about the
trial.

- The process should be clear, concise, and consider the trial’s context,

iIncluding emergency situations where consent may be obtained post-
enroliment.

Adopted on 6 Jan 2025
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- Informed consent is crucial for ethical trial conduct.
  
  - Participants must voluntarily consent after being fully informed about the trial.
  
  - The process should be clear, concise, and consider the trial’s context, including emergency situations where consent may be obtained post-enrollment.


How informed consent is importance In
research ? (ll)

* Vulnerability:

* The capacity for self-determination matures
during an individual’s life.

* Some individuals los this capacity wholly or in
part.

* |liness, mental disability, or circumstances
that severely restrict liberty.

* Providing protection for these individuals

while they are not ready to make their own
decisions.




Definition of Informed Consent

* An informed consent form (ICF):

* An autonomous authorization by an individual for involvement in a research

study or to receive medical care and the documentation thereof.

CIOMS 2016 Guideline 9

* Researchers have a study to provide potential research participants with the information and

the opportunity to give their fee and informed consent to participate in research, or to decline to

do so.

* |Informed consent should be understood as a process, and participants have a right to withdraw

at any point in the study without retribution.



Aim of informed consent

* To respect and promote participants’ autonomy.

* To protect participants from potential harm.




Composition of informed consent

.

Process

Credit: Prof. Juntra Karbwang Laothavorn

Elements

* Relevant
iInformation

* Comprehension

* VVoluntariness




Informed consent process

Who ?

Appropriate person (no undue influence,
coercion)

Training on informed consent process
Know the protocol

When ?

Prior to enrollment to research, screening for
research

Appropriate time (not during distress, worry,
upset)

Where ?

Hospital setting (OPD, ward, ER)
Community setting (school, home, village)

Credit: Prof. Juntra Karbwang Laothavorn



Informed consent process: How document should

0 V-4

* Written/ verbal/ implied/ telephone consent
* Use of tools to help with communication
e Sufficient time

* Provision for Legally Authorized Representative (LAR),
assent, re-consent for vulnerable subjects (e.q.
emergency situation)

* Provision for withess in case of the illiterate population

* Provision for oral consent in study involves vulnerable
subject (e.g. social stigmatized subjects)

* Provision for waiver of consent (e.g. child abused
participant)




The main points of informed consent

* Participants giving informed consent should understand the study's
purpose and nature and the potential benefits and risks.

* The length and complexity of documents and language used impact the
subject’'s understanding.

* Plain language Is essential.

* Local language




Consent must be valid !!

Valid Consex\
\//

* \/oluntariness

* Relevant
Information

i Voluntariness
Information Free Decision
Sufficient Information
Comprehension

Optimal Understanding

* Comprehension
Source: Belmont Report (1979),

Koonrungsesomboon N, et al. Trans Res. 20165 177:6-18.




Relevant information for decision making

Relevant information: information that a person would need for decision marking

* Excessive information provision can lead to

. . . ., * | ess or no information
what is sometimes called “information overload

* [ack of important information

* Less likely to be able to absorb and L .
for decision making

understand the information provided.

N (-
X — ORMED
— - CONSENT




Guideline for appropriate information

General: Science: VVoluntary participation:

e Research/ Objecives * Refuse to enroll

experiment Inclusion/exclusion criteria f|* Right to withdraw

Subject’s Sample size * Right to get new information that
responsibility may be relevant to continue
Duration of study Cthics:

Trial treatment and e Foreseeable risk
random assignment

Confidentiality of
records

* Expected benefit
VWho has access to Procedures "

data * Compensation for injury

Human materials of data
Contact person collection/ storage, and/or

reuse Alternative treatment/ or procedure
options

* Anticipated expenses




Comprehension

* Local language

* Simple and clear
language

* Short words and
sentences

* Avoid technical
terms



Inform Consent Process

Read and
review the ICF

Ask questions
about the ICF,
If needed

*ICF = Informed consent form
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Receive the ICF

Understand the
information provided
In the ICF

Sign the ICF to
indicate your
understanding and
willingness to
participate the study



Special situations for using consent



CIOM Guideline 10

* Researchers must not initiate research involving humans without obtaining
each participant’s individual informed consent or that of a legally authorized
representative

* Unless researchers have received explicit approval to do so from a research
ethic committee.

* Waiver of consent (8NLIBINTEUIBNIIVAINNE WD)

* Waiver of documentation-signature (smLfi’umwwzmiaamuiuLaﬂa’li)

* Delayed informed consent in case of Emergency Research

* Incomplete information (Deception)



Consent and Assent

* Assent and Parenteral consent

Consent should be informed Good communication with the child and parents is
' essential to gain informed consent

* Engaged the child in the
research discussion In
accordance with his/ her
capacities

Age Type of consent

From parental consent

O n Iy ’Children can assont.to treatment

Under 7 years-old

Assent and Parenteral

7-12 years-old ICF * If a child refuses to

agree, the child’s
decision MUST
BE respected !!

Consent ICF both
13 - 17 years-old | children and parent (Lo

LANFIILALIN)
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Waiver of Assent

* The intervention or procedure involved in the research holds out a prospect of
direct benefit that is important to the health or well-being of the children and is
available only in the context of the research.

* A deliberate objection by a child or adolescent to taking part in research must be

respected even if the parents have given permission,

* UNLESS, the child or adolescent needs treatment that is to available outside
the context of research, the research intervention has a clear prospect of
clinical benefit, and the treating physician and the LAR consider the research

intervention to be the best available medical option for the given child

45 CFR 46.108 CIOMs Guideline 17



Waiver of Parental consent

* "Emancipated”

* Studies involve investigation of adolescents’beliefs and
behavior regarding sexuality of use of recreational drugs.

* Research involving domestic violence, STD, pregnancy,
abortion, or child abuse.

* Parental knowledge of the topic of the
research may place the children or
adolescents at risk of questioning,

iIntimidation, or even physical harm by their
parents.




Waiver of documentation: Verbal consent

* The ethic committee may consider waiving the signature of consent.
* |f there is an increased risk or danger to participants
* For example;

* Research risk involving social stigma or legal risk

| 50115 - NALHING ‘a’.K‘.‘I’- Pm.ﬁ~ @




Waiving informed consent

* The ethic committee may approve waiver of informed consent to
research.

* The research has important social value, and

* The research posed NO MORE THAN minimal risk to participants

e gradrsnNNLFIas (Minimal risk)  * @28geNnuFsItay (Minimal risk)
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Incomplete information

* Ethic committee may approve the informed consent process with incomplete
information

* No more than minimal risk study

* The research is necessarily deceptive or refrain from providing certain
information in order to obtain accurate information

* Provide full information at the end of study

INFORMED
CONSENT




Consent after enrolilment

Emergency Medicine Research

* Ethic committee may approve for participant enrollment and followed by
informed consent as soon as possible (when their clinical is improved/ or
stable condition)




Pandemic situation

.

* Differentiation between research and
humanitarian help is important.

* Time for conversation and. Questions
should be allocated to sufficient for a
good understanding

* Ask for consent and provide special protection due to they are vulnerable group.



Broad Consent

* New method for consent

* Future use Is contemplated.

* Specific use is unknown.
* Data or specimens need to remain identifiable.

* Applies to the storage, maintenance, and secondary
research use of identifiable private information or
identifiable biospecimens.

* The ethical acceptability of board informed consent
relies on proper governance.




Summary: Review informed consent form

Step IV:
* Access if the
consent is a valid

consent
Step llI:

* Review language

Step ll:
* Review information as
required by guidelines

Step I:
* Review ICF process
* Who/ When/ Where/ How ?



Conclusion

Informed consent

* Moral requirement, Not just legal/ regulatory
* Sufficient relevant information for decision making
* Comprehensibility
* Voluntariness
* Free of coercion, undue influence, cultural influences

* Review and approved by “EC/IRB”

Credit: Prof. Juntra Karbwang Laothavorn
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