CHICKEN SOUP FOR THE BUSY COORDINATOR

Case scenario
Mary is the Clinical Research Coordinator for a clinical research. During the informed consent process, the Principal Investigator
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(P1) asked Mary to sign as the witness on the informed consent form for Subject A.

Should Mary sign as the witness on the informed consent form? What should Mary do?

How to determine the witness requirement for the informed consent process?

v’ Check if the study is a clinical trial regulated by Health Sciences Authority (HSA) or Human Biomedical Research (HBR) Study
regulated by MOH.

When is v An Impartial witness is required when the subject v A witness is always required unless the research is -
!:he rtial / 5= * notinvasive,
' impartia g
4 prescribed = Unable to sign or date the consent form, or = not interventional, and
o witness * Unable to read the information in the = not restricted human biomedical research.
required? consent form.
Reminder: An Impartial witness is required for a HBR
study where the subject is unable to read/ understand
the language of the ICF, the witness should also fulfil
the impartial witness requirements.
Who can v An Impartial withess must be independent of the v" A witness must be at least 21 years old, has mental
be an study and not be influenced by people involved capacity and must not be the same person who's
impartial / in the study. taking the consent.
pr.escrlb;ad - Study team member cannot be an impartial - Study team member can be a prescribed witness,
U witness. unless the situation requires an impartial witness to
be present (e.g. subject who are unable to read)
Role of the v" An Impartial witness should attest that v' A witness must take reasonable steps to ascertain
|mparl_:|aI/ = information in the consent form has been = the identity of the individual giving the
pr.escrlbed accurately explained to the subject, appropriate consent, and
witness
= information in the consent form has = that consent has been given voluntarily without
apparently been understood by the subject, any coercion or intimidation.
and
= the subject has voluntarily agreed to
participate in the study.
Note: For non-HSA regulated clinical trial or HBR Studies, the consenting process should follow your respective institutional
policies and/ or SOPs.
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* Health Products (Clinical Trials) Regulations, Medicines (Clinical Trials) Regulations

* Human Biomedical Research Act, Human Biomedical Research Regulations

* ICH E6 R2 Guideline for Good Clinical Practice
* NHG Proper Conduct of Research SOP 501-C01: Informed Consent Document and Process
* NHG Investigator’s Manual 3™ Edition and Addendum to Investigator’s Manual 3 Edition, Chapter 5.5: Subjects Who are unable to read
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*Disclaimer: All characters appearing in this article are fictitious. Any resemblance to real persons is purely coincidental.
Best practices may dlffer between institutions. Readers are encouraged to follow their institution’s policies/guidelines relating to the above

g ,_.;\cenanos/case study.
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