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1. PURPOSE
1.1. To define the informed consent process at [Insert].

2. SCOPE
2.1. All staff responsible for obtaining patient´s informed consent.

3. RESPONSIBILITIES
3.1. Principal Investigator and Sub-Investigators are responsible for obtaining patient´s informed consent according to Good Clinical Practices and applicable regulations.

4. DEFINITIONS AND ABBREVIATIONS
4.1. Informed Consent Form (ICF): Document where participants document their willingness to participate in a clinical research study.
4.2. Medical Chart (MC): Document where medical data for an individual are documented alongside with the corresponding treatment and the disease clinical course.
4.3. Delegation Log: Document which defines staff roles in an organization and the activities each individual is delegated for.
4.4. Informed Consent Process: Process that ensures a potential participant voluntarily makes the decision to participate in a human health research study, free from undue incentives and coercion, as long as this decision is consistent with their values, interests, and preferences. (ANMAT, 2010, p. 18)
4.5. Legal Representative: Individual authorized by the Civil Code or applicable laws that acts as the representative of a potential participant of a clinical trial during the informed consent process. (ANMAT, 2010, p. 39)
4.6. 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 participant or the participant’s legally acceptable representative cannot read, and who reads the informed consent form and any other documented information supplied or read to the participant and/or their legally acceptable representative. (Good Clinical Practices, 1996, p. 62)

5. PROCEDURE
5.1. Each subject that participates in a clinical trial should give their informed consent voluntarily after being informed of all study aspects relevant for their decision. 
5.2. The informed consent process should be conducted by the Principal Investigator or Sub‑Investigator, who must be trained and delegated in the delegation log, in accordance with applicable regulatory requirements before study procedures are performed. 
5.3. The information provided during the informed consent process by the Principal Investigator or Sub-Investigator should be clear, concise, and complete to be understandable by potential participants. The information should include:
5.3.1. the purpose of the study;
5.3.2. study treatments, how assignment will be done and the probability to be assigned to each treatment;
5.3.3. study procedures that will be performed at each visit;
5.3.4. patient´s rights and responsibilities;
5.3.5. the experimental aspects of the trial;
5.3.6. potential benefits and risks;
5.3.7. available alternative treatments;
5.3.8. the compensation and/or treatment available to the participant in the event of a trial-related injury;
5.3.9. the expected study duration;
5.3.10. the confidentiality of the information;
5.3.11. clarification that all medicinal products and study procedures will have no costs for the participant;
5.3.12. that the patient may withdraw, at any time, without penalty or loss of benefits.

5.4. The Principal Investigator or the Sub-Investigator should provide the patient ample time in a quiet place to read the ICF.
5.5. The patient will have the opportunity to enquire about trial details as necessary to understand study key aspects. The Principal Investigator or Sub-Investigator should answer participant´s questions to the satisfaction of the participant before signing the ICF and ensure that the patient clearly understands the information provided.
5.6. The Principal Investigator or Sub-Investigator should obtain patient's written informed consent by signing 2 (two) original copies of the ICF, one of which should be given to the patient and the other should be filed in the patient's medical record.
5.7 Both the Principal Investigator/Sub-Investigator and the patient should sign and date the ICF to have proof of the process that is being conducted. 
5.8 The Principal Investigator or Sub-Investigator should evaluate if the subject is culturally, educationally, socially or economically vulnerable and document this evaluation in the MC. If the patient is vulnerable, the process of obtaining informed consent must be conducted in the presence of 1 (one) impartial independent witness who is able to clearly understand all the information provided to the subject. The witness should also sign and date the ICF. If the patient is not vulnerable but attends the visit with a family member or friend, this person may participate in the informed consent process per subject request, but they should not sign the ICF. However, their participation should be documented in the MC.
5.9 In specific cases (e.g., minors or patients with dementia), the patient's legal representative must participate in the informed consent process and must also sign and date the ICF.
5.10  If the patient cannot write, they must place a thumbprint in the space designated for the signature, and the witness or legal representative (if applicable) should clarify the subject's full name and the date of the signature on the form. They should also add a note clarifying the information was written by them and not the patient.
5.11  The Principal Investigator or Sub-Investigator should document the informed consent process in patient´s CM at the time of conduction.
5.12  If new safety data regarding the benefits and risks of the interventions are obtained during the course of the study, the participant should be informed in a timely manner by phone. The phone contact should be documented in patient´s medical chart. The Principal Investigator or Sub‑Investigator should obtain patient´s informed consent again following the process described above on the next on-site visit. The Principal Investigator or Sub-Investigator, the patient and the witness (if applicable) should sign and date the new version of the ICF before conducting any study visit related procedures. 
 
6. RELATED DOCUMENTS
6.1. ANMAT 6677/2010 Regulation
6.2. Good Clinical Practices. (1996)
6.3. Guidance on Minimal Contents for the Informed Consent Form (CCIS)

7. APPENDIX
7.1. Not applicable.
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