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I.
PURPOSE


This Standard Operating Procedure describes how the informed consent process will be administered at this research site, who will be responsible for administering informed consent, and under what circumstances informed consent will be obtained.
II.
APPLIES TO
This Standard Operating Procedure applies to all staff at this study site who are permitted to obtain informed consent from study participants.  These staff will be identified in the Delegation of Responsibilities Log.
The Investigator of Record has ultimate responsibility for ensuring that all applicable study site staff members follow this SOP.
III.
RESPONSIBILITIES

Staff who administer the informed consent process to study participants or to their legally authorized representatives, will be trained in Research Ethics, Good Clinical Practices, and study specific procedures so that they may fully explain the study to prospective participants, and do so in a respectful manner.  The prospective participant must fully understand that participation in the research study is voluntary, and the staff who administers informed consent must be able to judge that the prospective participant comprehends the study procedures and is able to freely give consent to join the study.  
IV.
PROCEDURES

· When a patient is identified by hospital or study staff as a candidate for participation in the study, the staff responsible for administering informed consent will visit the patient prior to research procedures and explain the study to the patient.  
· If the patient is a child or an adult unable to discuss the study, the study staff will discuss the study with a legally qualified representative, which may be the parent or other family member.

· The study staff will ensure that informed consent is obtained in a setting free of coercion and undue influence. 
· The study staff will provide as much time as needed in the informed consent discussion to address all questions and concerns.  
· After completing the informed consent discussion, the study staff member will ensure that the patient understands the information provided in the informed consent form and the discussion by asking the patient or guardian a set of comprehension questions about the form, based on the Comprehension Assessment Form (see Appendix I). If the answers indicate any misunderstandings of study-related information, the study staff member will review and explain that information again to correct the misunderstandings.  
· When the study staff believes the patient understands fully about the study, the staff may ask the patient if he or she accepts to be screened or enrolled in the study.

· If the patient agrees to be in the study:

· the study staff will obtain the patient’s signature on the consent form, and ask the patient to write the date on the consent form

· the study staff will sign his or her own name on the consent form, and write the day’s date on the consent form

· if a parent or other legally authorized representative is required to sign, the study staff will obtain that person’s signature, and have that person write the day’s date on the consent form
· a copy of the consent form will be offered to the patient or to his or her legally authorized representative.

· If the patient does not agree to be in the study:

· The study staff will end the discussion, and thank the patient for his or her time.

· The patient will not be screened or enrolled in the study

· The study staff will emphasize that the patient’s access to medical care and/or other services provided will not be affected by his or her decision whether or not to screen for or take part in the study. 
· If the patient has signed the consent, the study staff will assign a Participant Number to the participant, and write it on the consent form, and the Master Log [and other forms/logs as needed]
DEFINITIONS
· Legally authorized representative: xxx
· Participant number:  xxx
· Master Log:  xxx
· SOP:  Standard Operating Procedure
APPENDICES

Comprehension Assessment Form
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Appendix I - Comprehension Assessment Form

Questions to be asked to the patient at the end of the consent process and assess his/her understanding: read the questions/statements below and circle the answer the patient gives. Repeat the information from the consent for which he/she gives a wrong answer:

1. All patients in this study will be given the same dose of oseltamivir.
CORRECT/INCORRECT

2. It is possible that oseltamivir will not work in severe human influenza/avian influenza. 
CORRECT/INCORRECT

3. I will not be told which dose of oseltamivir I/my child will receive.
CORRECT/INCORRECT

4. The staff knows which dose of oseltamivir I/my child will receive.
CORRECT/INCORRECT

5. There are no risks related to taking part in the study.
CORRECT/INCORRECT
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