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(To do a Waiver of Consent)

In general, Researcher must ask participants for their informed consent. In case of a waiver
of consent, it has to be a Waiver or Alteration of Informed Consent Procedure according to 45
CFR 46.116 or a Waiver of Documentation of Informed Consent according to 45 CFR 46.117. In
both cases, it is necessary to get approved by KMUTT-IRB. (please attach: A Form of Waiver of
Consent (IRB Form-07))

1. Waiver or Alteration of Informed Consent Procedure (45 CFR 46.116) when
- The risks of the research are not greater than the risks that the participants
experienced in regular daily life. Or
- The request for a waiver of consent does not affect the rights and well-being of
the participants only in Exemption Review. Or
- Research cannot be conducted if a participant’s consent process is required.
The example of Waiver or Alteration of Informed Consent Procedure
O Requesting consent from participants is not possible because they are in crisis.
O If the participants are informed of the research information, they may have behavioral
changes and make the findings inaccurate. Researchers must have a plan to obtain consent

for later use of the stored data

2. Waiver of Documentation of Informed Consent (45 CFR 46.117) when
- The risks of the research are not greater than the risks that the participants
experienced in regular daily life. Or
- Signing in Participant Information Sheet and Informed Consent is the only
information that relates to the individual. There is a risk of putting the participants in danger if
participating in the research will disclose confidentially.
The example of Waiver of Documentation of Informed Consent
O Research related to emergency treatment where participants are in crisis.
O Data collection of legal-risk participants that researcher may request verbal consent or the
participants participate in research process. However, the participants have to be fully
informed about the research project and provide their consent by other means than a

written signed consent form.
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