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	Purpose

The purpose of this SOP is to describe how the MACROBUTTON NoMacro [site name] CRS obtains Informed Consent from study participants and/or their parents/guardians.

	References

· 21 CFR 50; 45 CFR 46;

· ICH GCP Guidelines, E6, 4.8

· HVTN MOP, section on Informed Consent in HVTN Studies
· DAIDS Policy on Requirements for Informed Consent Development
· SOP MACROBUTTON NoMacro [0.0], Verifying Eligibility
· DAIDS Site Clinical Operations and Research Essentials (SCORE) Manual, section on Source Documentation
· DAIDS Policy on Enrolling Children (including Adolescents) in Clinical Research: Protocol Document Requirements

	Scope

This SOP applies to the following MACROBUTTON NoMacro [site name] CRS staff: MACROBUTTON NoMacro [insert titles of appropriate staff members]

	Allowable Exceptions

This SOP is meant to be followed without deviation. However, it is an allowable exception to follow procedures specified in a protocol or Study Specific Procedure Manual (SSP) that may deviate from this SOP.

	Procedures

A. Administration of Informed Consent

1. Only MACROBUTTON NoMacro [Insert titles of appropriate staff members] obtain written consent.
2. Only eligible participants are invited to consent to study participation (SOP MACROBUTTON NoMacro [0.0]Verifying Eligibility).
3. All materials used for obtaining consent and verbal discussions are in a language understood by the participant. In the case of research involving children and/or adolescents, all materials used for obtaining consent and verbal discussions are in a language understood by the adolescent participant and their parent(s) and/or guardian(s).
4. Consent discussions include, but are not limited to:
a. The screening process,

b. Study purpose and design, including that the activities are research, 

c. The aspects of the trial that are experimental,

d. Procedures and duration of visits,

e. Alternatives, 

f. Risks and benefits, including new information relevant to trial participation,

g. Social harms, 

h. Voluntary nature of participation,

i. Confidentiality, including HIV/STD reporting issues,  

j. Reimbursement and compensation,

k. Expenses,

l. Participant responsibilities, 

m. Contact information, 

n. Vaccine induced positivity (if applicable to the study),

o. Discontinuation of vaccination, 

p. Termination from trial, and

q. Any other additional elements critical to HIV vaccine trials.

All questions posed by the participant and their parents/guardians are answered prior to obtaining written informed consent.

5. MACROBUTTON NoMacro [Insert title of appropriate staff person] ensures that only the current IRB/EC-approved consent form is used for obtaining written consent for screening and/or enrollment.  

6. A copy of all consent forms are given at the clinic to the participant or their parents/guardians to read. Participants are offered the opportunity to take the consent(s) home to read and return on another day to complete the screening process, if needed.
7. The staff person obtaining consent reviews the informed consent form (ICF) to ensure that the signatures and dates are legible and correct. If mistakes are found, the ICF is corrected promptly, if the participant is available, or at the next scheduled visit.
8. A copy of the signed ICF is given to the participant or their parents/guardians and the original is kept on file in a confidential manner in the clinic. The Principal Investigator co-signs all consent forms in a timely manner. MACROBUTTON NoMacro [Remove last sentence if not required by the IRB/EC]
9. Study staff follow the HVTN MOP, section on Informed Consent in HVTN Studies in reviewing key study concepts with participants or their parents/guardians periodically, and document the review in progress notes.
B. Assessment of Understanding

1. Before the participant is vaccinated, and after the participant or their parents/guardians signs either a screening or study consent, the MACROBUTTON NoMacro [Insert title of appropriate staff person] administers an Assessment of Understanding tool to verify the participant’s understanding of the key concepts of HIV vaccine studies. [If allowed by the IRB/EC, the following is an alternative to the first sentence: Before the participant or their parents/guardians signs a study consent, the MACROBUTTON NoMacro [Insert title of appropriate staff person] administers an Assessment of Understanding tool to verify the participant’s or their parents/guardians’ understanding of the key concepts of HIV vaccine studies. The participant or their parents/guardians should be able to verbalize understanding of questions missed on the Assessment of Understanding. The MACROBUTTON NoMacro [Insert titles of appropriate clinical staff members] reviews incorrect responses and ensures the participant’s or their parents/guardians’ understanding. This process is documented in the progress note.

2. If the participant is a child or adolescent, then the Assessment of Understanding may be conducted with their parent(s) and/or guardian(s). 
C. Documentation of the Process

1. Staff members administering informed consent document the process in progress notes or an informed consent checklist, if one is available. Documentation includes:

a. The name of the person obtaining the consent.

b. Any questions asked by the participant and responses given.

c. Any verbal statements by the participant that indicate that the participant understands the protocol.

d. Any areas of concern or plans for future education/review of information.

2. For documentation of an illiterate or low literate participant, see section D below.

3. For documentation of children or adolescent participants, see section E below.

D. Illiterate Participants

1. Study staff follow the HVTN MOP, section on Informed Consent in HVTN Studies when obtaining informed consent from a person deemed illiterate. This section of the MOP involves having an impartial witness to the consent process other than the staff person obtaining consent, reading the consent documents to the participant in front of the witness, and having the illiterate person sign or “make their mark” on the consent form, in addition to the witness signature.

2. Documentation for consent in the case of an illiterate or low literate participant includes items in section C above, in addition to information about the witness being present and witnessing the participant’s understanding of the study.
E. Children or Adolescent Participants

1. Staff members administering informed consent document the process in progress notes or an informed consent checklist, if one is available. Documentation includes:

a. The name of the person obtaining the consent.

b. Any questions asked by the participant and/or participant’s parent(s) and/or guardian(s) and responses given.

c. Any verbal statements by the participant and/or participant’s parent(s) and/or guardian(s) that indicate that they understand the information presented in the consent document.

d. Any areas of concern or plans for future education/review of information.
e. If the IRB/EC determines that the child or adolescent’s assent can be obtained, it is documented per the IRB/EC’s determination.  

	Training

1. Each staff member receives or has direct access to applicable Standard Operating Procedures (SOPs).

2. Each staff member reviews the applicable SOPs MACROBUTTON NoMacro [Insert frequency of review]. 

3. All SOP training is documented and tracked MACROBUTTON NoMacro [Insert where the documentation is kept].

4. New staff is trained on applicable SOPs within MACROBUTTON NoMacro [Insert # of days] days of employment.

5. Staff members whose duties fall within this SOP scope are retrained within MACROBUTTON NoMacro [Insert # of days] days of the approval of each SOP revision.
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