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Lebanese American University / Lebanese American University Medical Center – Rizk Hospital
	Informed Consent Form To Participate in a Research Study

	Title of Study:



Principal Investigator:  (name, University affiliation and address)

Telephone and E-mail: 

Co-Investigator (s) or Advisor: (name, University affiliation and address)

Telephone and E-mail: 

Location where the study will be conducted: 
Why are you being asked to take part in this study?

You are being asked to take part in a research study to (simplified title of the study).

This section should also briefly summarize the purpose of the research and expected duration. Whether the study is experimental and which component is experimental.  Also add approximate number of participants to be included in the research. 
Please take the time to read the following information carefully before you decide whether or not you want to participate in the research study. You may ask for further clarification or information regarding this study from the investigators noted above.
Why is this research study being done? 
The purpose of this study is to (Simplified Description – please use the Lay terminology glossary to simplify medical terms, also include the total number of participants to be included in the study) 
What is the duration of the research study?

(e.g. “The study will take three years to be completed. Your participation will require only one visit from you”)
What will happen during the study?

If you take part in this study, you will be asked to:
· Detailed description and explanation of the procedures to be done as part of the research, including the frequency of those procedures
· If audio or video recording will be used, provide a detailed description of the process done and an option for agreeing to the recording.  For how long the recordings will be maintained and how they will be destroyed
What will happen to the samples collected from me?
 (If Sampling is applicable to your study) 
“Samples will be stored in the laboratory at the Lebanese American University. The samples will not be used for any other purpose but this study. You may at any moment ask to withdraw your samples from the study”
1. Statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies based thereon, without additional informed consent from the participant or the Legally Authorized Representative (LAR), if this might be a possibility - OR –

2. Statement that the participant’s information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies

Statement that the participant’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the participant will or will not share in this commercial profit

Statement regarding whether clinically relevant research results, including individual research results, will be disclosed to participants, and if so, under what conditions; and

For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen)

What are other alternatives?

You have the alternative to choose not to participate in this research study. If you decide not to participate in this research study, you will still be followed up by your docotor under the standard of care.  Deciding not to take part in the study will not result in any loss of benefits or medical care to which you are otherwsie entitled to receive.
(If there is an alternative, describe the procedure / treatment / interventions that the participant could receive)
What are the potential benefits if you decide to take part in this study?
“Although you may not receive direct benefit from your participation, others may ultimately benefit from the knowledge obtained in this study.” 

Or

“There are no direct benefits to you from the study.  However, the information obtained in this study should help us understand and better diagnose the disease. If there are new findings that may affect whether you want to continue to take part in this research study, you will be told about them as soon as possible.”
Or

The potential benefits to you are:

What are the potential risks and/or discomfort if you decide to take part in this study?
“This research study is considered to be minimal risk.  That means that the risks associated with this study are the same as those you face every day / or under standard of care or treatment (amend as applicable).  There are no additional risks to the participants as a result of their participation to the study”

Or

The following risks or discomforts may occur as a result of your participation in the study:

For Blood withdrawal / Urine sample: “There is no risk or harm to you for obtaining your blood however, the drawing of blood from you can be painful; a bruise at the site of the needle prick may develop that may last a few days. You may develop lightheadedness, dizziness or fainting from having your blood drawn.  For these reasons, we will try to take your blood when you are undergoing a routine medical examination / procedure. 
There are no risks associated with donation of the urine sample”
Statement regarding insurance coverage of adverse events related to the study or study procedures such as “ There will be an insurance that will cover the costs of treating, on its premises, any medical adverse events resulting directly from the medications used and/or medical procedures of this research study. Otherwise, it will not cover for the costs of any medical care or condition or issue.”
What will it cost you if you take part in this study?
There will be no cost to you from taking part in this study. All examinations related to this study will be provided at no cost. (Or amend as needed)
Will you be paid for taking part in this study?
 You will not be paid to participate in this study. (Or amend as needed such as reimbursement for parking or travel costs if number of visits is more than normal)
How will you keep my information confidential?

We will keep your study records as confidential as possible.  We will carefully protect the information you provide about yourself (and your family).  What we learn from (your samples, surveys, medical exams, medical surveys…) will be described only in a way that does not identify you. To protect your privacy, (samples, surveys, medical exams, medical surveys…) will be linked to a secret code.  Your name will only be recorded on the informed consent form.  We will keep the informed consent and the secret code carefully protected in a locked file. The (samples, surveys, medical exams, medical surveys…) will be stored (include for approximately how long / for medical related studies archiving must be at least for 10 years) unless you ask to have them destroyed after the study is completed. Access thereto is only by the principal investigator of the study and authorized personnel.  In addition, study records may be reviewed by the Institutional Review Board at the Lebanese American University / Lebanese American University Medical Center – Rizk Hospital. Your records will be monitored and may be audited without violating confidentiality. We may publish what we learn from this study.  If we do, any published information resulting from the study will not mention the names of the people who participated in this study. 
Voluntary Participation or Withdrawal
You should only take part in this study if you want to volunteer.  You are free to participate in this study or withdraw at any time. If you choose not to be in the study or to withdraw later on from the study, this will not affect you in any way.  There will be no penalty or loss of benefits you are entitled to receive if you stop taking part in the study. If you wish to withdraw from the study, you can contact the investigator (s) noted on the first page of this document. The investigator may decide to discontinue your participation in this study without your permission if they deem so appropriate. 
Whom to contact to get answers to your questions, concerns and complaints.

If you have any questions, concerns or complaints, please call the Investigator (s) of the study, listed on the first page of this informed consent document.
If you have any questions about your rights or welfare as a participant in this study, or you want to talk to someone outside the research group, please contact the Institutional Review Board Office at the Lebanese American University / LAU Medical Center Risk Hospital at (01-786456 ext. 2546).
If you have any questions regarding the study, please contact any of the investigator (s) listed on the first page of this informed consent document.
CONSENT TO TAKE PART IN THE STUDY

I have carefully read the above information about this study.  All of my questions have been answered to my satisfaction.  I know that I may refuse to take part in or withdraw from the study at any time.  I freely approve the content of this form and give my consent to take part in this study.  I understand that by signing this form I am agreeing to take part in the study.  I have received a copy of this form to take with me.
___________________________________



Name of Participant






___________________________________

______________

Signature of Participant




Date (dated by the participant)
___________________________________

______________

Name of Legal Representative 


            Date (dated by the parent/guardian)
Or Parent/Guardian (If applicable)

 




___________________________________

______________

Name and signature of Witness 
(If applicable)

Date (dated by the Witness)
STATEMENT OF PERSON OBTAINING CONSENT

I certify that I have fully explained to the person taking part in the study the nature of the above research study, the potential risks and benefits and I have offered to answer any question that he/she may have.
____________________________________


_______________

Signature of Principal Investigator/Designate



Date

Name of Principal Investigator/Designate
This is an informed consent Template for minimal risk research – please DELETE this box and all instructions in red / italics from the final consent form
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