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1. Purpose/scope
Freely-given informed consent obtained from every participant prior to their clinical trial participation is one of the principles of ICH GCP. This procedure describes how informed consent may be obtained from competent adults and applies to team members responsible for organising the informed consent documentation or processes as well as those who actively obtain consent from participants.
2. Abbreviations

CRF

Case Record Form

GCP

Good Clinical Practice

ISF

Investigator Site File
PI

Principal Investigator
3. Definitions

Impartial witness

A person, who is independent of the trial, who cannot be unfairly influenced by people involved with the trial, who attends the informed consent process if the subject or the subject’s legally acceptable representative cannot read, and who reads the informed consent form and any other written information supplied to the subject.
Informed consent

A process by which a subject voluntarily confirms his or her willingness to participate in a particular trial, after having been informed of all aspects of the trial that are relevant to the subject's decision to participate. Informed consent is documented by means of a written, signed and dated informed consent form.
Legally acceptable representative

An individual or juridical or other body authorized under applicable law to consent, on behalf of a prospective subject, to the subject's participation in the clinical trial.
Vulnerable subjects

Individuals whose willingness to volunteer in a clinical trial may be unduly influenced by the expectation, whether justified or not, of benefits associated with participation, or of a retaliatory response from senior members of a hierarchy in case of refusal to participate. Examples are members of a group with a hierarchical structure, such as medical, pharmacy, dental, and nursing students, subordinate hospital and laboratory personnel, employees of the pharmaceutical industry, members of the armed forces, and persons kept in detention. Other vulnerable subjects include patients with incurable diseases, persons in nursing homes, unemployed or impoverished persons, patients in emergency situations, ethnic minority groups, homeless persons, nomads, refugees, minors, and those incapable of giving consent.
Investigator Site File (ISF)

Files of Essential Documents held by the Investigator. NB on occasion sites may also hold the Sponsor's Essential Documents, where the Principal Investigator (PI) assumes a Sponsor-investigator role.
4. Associated forms
AD06.1
 Informed consent document malaria efficacy trial (adults)
5. Procedure
5.1 Development of informed consent documents
Informed consent documents should comply with relevant regulatory and ethical requirements, so it is important when developing informed consent documents to first review what the local regulations and guidance say as regards specific wording, readability, length of documents allowed, documentation relating to issues such as genetic sampling etc. After that an appropriate information sheet and consent form should be drafted based on the protocol and what is known about the trial drug, while being cognisant of the basic principles of ICH GCP. An example for a typical malaria efficacy trial (adults) is given in form AD06.1 with options for retained samples and data sharing.
Translations of information and consent documents into the local language(s), if relevant, will preferably be sourced through a professional company who certify accuracy of the final translated versions. However, if budget is not available, they may be produced using competent speakers of both languages (who may or may not be staff) using a forward-backward process. Staff should review the backward translation against the original and liaise with the translators to correct any inconsistencies. All involved should verify their work through signatures/dates and final versions filed in the ISF. See appropriate resources and training on https://globalhealthtrials.tghn.org/ for guidance.

5.2 Obtaining informed consent
· Those obtaining informed consent must be appropriately trained and authorised to do so by the PI, as documented in the ISF. 

· Questions from participants should be answered as relevant to the team member’s qualification, and it is good practice to note both questions and answers briefly in the source notes. 
· Information may be given in a group; however consent should be obtained in a private place so that participants can voice questions and concerns in confidence. 

· The participant (and impartial witness in cases of illiteracy) should be given written information in his/her choice of language. The witness, who should be independent of the trial team, should be given guidance to understand his/her role is to ensure verbal information given to the participant accurately reflects the document. Tests of literacy and understanding should be documented in the source notes. E.g. how the participant described aspects of the trial, such as risks or benefits, or what his/her responsibilities are, when asked.

· Should staff not speak the participant’s language well enough to ensure validity of the consent process and adequate communication throughout the trial (in the absence of a translator throughout the trial, for instance), the participant should rather be excluded. Alternatively, if a translator is part of the team, he/she should be present throughout the whole information and consenting process, and countersign all documents indicating their status as interpreter and attesting to accurate and complete interpretation.

· Should consent be given, the investigator (or other suitable person, depending on the trial) and the participant (or witness) sign and date an original consent form together. Illiterate participants may also mark in place of a signature. This document is filed in the ISF with a copy (or further original) provided to the participant and another placed in the medical records. Should the participant not have medical records or refuse his/her consent documents it will be stored in the ISF with a note to that effect.

· Errors, e.g. in signing/dating, will be addressed as soon as possible by drawing a line through the error (so that the original entry can be seen), and initialing/dating the correction.

· At subsequent visits, discussions about willingness to continue participation and additional questions asked and answered should be noted in the source. Should there be updates to trial information that require re-consent, the process will be repeated with the appropriately approved documents.
5.3 Consent requiring additional attention
The above procedures may need adapting for participants who are minors, pregnant, have mental disabilities or substance-abuse disorders, are in a dependent relationship, incarcerated, highly dependent on medical care (e.g. intensive or emergency care), part of a collective or otherwise vulnerable. Any adaptations should be fully documented in advance of informed consent.
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