2.
Informed Consent Form for a Genetic Trial
(Consent to participate in a trial that entails the collection, storage, or testing of DNA)
You are hereby being asked to participate in a genetic trial. The details and objectives of the trial will be explained below in order for you to be able to give your informed consent to participate in it. 
1. Overview
The purpose of any medical scientific study is to broaden and develop existing knowledge in an attempt to prevent diseases, find a cure for them, or alleviate patient suffering. Clinical trials in human subjects, including genetic studies that entail DNA testing, are approved by law only if they protect the participants’ rights, including their privacy. The trial in which you are being asked to participate has received such approval. 
It is important to us that you understand the details and objectives of the trial so that you give your consent to participate in it out of knowledge and understanding.
Please carefully read the explanation below and do not hesitate to request further explanation or clarification from the staff member that contacted you. Should you decide to consent to participate in the trial, please fill in your details and sign in the designated place at the end of the form.
2.
The Trial
The trial title: Connection between the tissue classification system and lichen planopilaris (LLP) ______________________________________________________
Description of the trial: 
1. Objectives of the trial; 
You suffer from lichen planopilaris skin disease. We have observed that most patients are Jews from Persia and Iraq. This observation has not yet been reported in the literature and there are no other known ethnic groups in the world that are more prone to develop the disease. Lichen planopilaris is a subgroup of a disease called lichen planus. There is a known connection between lichen planus disease and expression of the MHC group of genes, which are responsible for immune system functioning. The objective of the current trial:
To characterize whether lichen planopilaris is more prevalent among patients from a specific ethnicity /geographical origin, and to test whether there is a connection between the disease and the tissue classification system profile.
2. The expected duration for participation in the trial and the approximate number of participants in the trial; 
The participation period for each patient will be one day. Approximately 20 patients are expected to participate in the trial.
3. A description of the various procedures during the trial period, with a clear distinction between the research procedures and the standard medical procedures;
A patient that participates in the trial will be summoned to a medical interview, where he will be asked about his ethnic background, among other things. On the day of the interview, approx. 20 ml of peripheral blood will be taken.
4. The anticipated benefits to the participant or to others, as a result of the trial;
Understanding the mechanism of the disease the patient suffers from may indicate whether there is a risk that people from his ethnic background develop the disease, and perhaps indicate new future drug development directions for his disease.
The medical institution where the trial is being conducted: Rabin Medical Center.
__________________________________________________________
The Principal Investigator of the trial: Dr. Lev Pavlovsky, M.D.
__________________________________________________________
The trial Sponsor: 
__________________________________________________________
If the trial Sponsor is an entity with commercial objectives, the Investigator/s: have/do not have an affinity* to the trial Sponsor.
3.
The Participants 
You have been chosen to participate in this trial, as an individual out of a group of 20 patients with the investigated disease - LPP.   

Your participation in the trial is voluntary, and you will not receive any financial compensation or proprietary rights on behalf of your consent to participate in it. (Please delete if incorrect)

The consent, or refusal to participate in the trial, will not in any way affect the quality of medical care you will receive, or how the professionals treat you. 

Your personal details and the details of the sample you have provided will be kept confidential to protect your privacy and will be used by authorized trial staff alone.

You are entitled to choose not to participate in the trial, or to discontinue your participation at any time, as long as the identifying details of your DNA sample have not been destroyed.
For any question or problem associated with the trial, you can contact the physician in charge of the trial-Dr. Lev Pavlovsky, Tel. 03-9376653.  
4. The Samples
Participation in the trial entails providing a blood sample for the purpose of producing your DNA. A skilled professional will take 20 ml of your blood (equivalent to around 4 tablespoons). You may feel a prick or experience mild bruising.  
The trial also entails a personal interview. Someone from the trial team will ask you about your medical condition, the medical treatments that you have undergone, your medical history or that of your family, and about your ethnicity. This is personal medical information and the trial team has undertaken to keep it completely confidential.
The investigators are entitled to use your DNA for research purposes alone, unless you give your consent that they use it for additional studies related to the disease you suffer from, or for future studies on any topic. If you have consented to your DNA being used for the purpose of this trial alone, and the investigators ask to use it for additional research purposes, they must contact you again and request your additional consent regarding your identified sample.
To reiterate, any additional research that will be conducted on the sample requires Ministry of Health approval, as it applies to this trial.
In accordance with the explanation you will receive regarding other potential uses of your blood sample, please sign only one of the options to which you consent:
A.
I consent that my DNA sample will be used only for the current trial. __________.
B.
I consent that my DNA sample will be used for any trial that pertains to researching the LPP disease, and which has been legally approved. _________.
C.
I consent that my DNA sample will be used for any trial that has been legally approved. _________.                      
Separately, please sign below if you consent that the investigators prepare immortalized cell lines from your blood sample (meaning they grow some of the blood cells you gave at the lab in order to continue using the samples as needed). No cell lines will be prepared.
How will the samples be stored and what will be done with them?
The samples will be stored as identified samples for _____4____ years from the date collection has ended / the trial results have been received* at the tissue classification lab (7th floor of Gur Shasha Building) and under the responsibility of Dr. Theresa Klein. 
When this period has elapsed the identifying details will be separated from the samples / the samples will be destroyed* 
When the trial has ended and according to the guidelines determined by the Ministry of Health, the identifying details will be separated from the samples that were taken from me and from the genetic test results, unless I gave my consent for identified storage of the test.
If you consent that your DNA will be stored as an identified sample when the trial has ended and that it will be possible to link it to the results of the trial, please sign here ________________.
(An identified sample, by law, is a sample whose host can be identified, even if it is marked with a code and not with the participant’s name).
 Should you decide for any reason to withdraw from the trial, and if the sample that was taken from you is identified, and can be located, it and the information associated with it will be destroyed. The investigators will be entitled to use only unidentified information that was collected using the sample up to that stage of the trial.
5. Benefits and Risks
Are there any benefits to the trial participants?
Since the results of this trial are still unknown, there is no guarantee that they will have any significance with regards to the medical treatment, with regards to discovering a connection between a specific gene and the disease, or that they will make it possible to inform the participants whether or not they carry the gene for a disease. 
However, the investigators hope that the trial will enable scientists to determine the connection between disease, manifestation, or characteristic, and certain genes. This will enable the development of better tools to diagnose or treat in these cases, in order to help people in the future.
    
Genetic Counseling and Medical Tests
If, in this trial, the investigators identify medically significant information pertaining to you or your family, you will be informed of such (if the trial was conducted with identified samples), if necessary as part of genetic counseling.  
According to the genetic counseling, you will be able to choose to undergo a clinical genetic test to confirm the trial results.
In such a case, where an identified clinical genetic test, or other medical test that may be medically significant to you is conducted, or you receive medical treatment, as part of the trial, information about the actual test (and not its results), or the provision of treatment, will be forwarded in accordance to the law to your attending physician at the HMO you are insured with. With your consent to participate in the trial and with your signature on this form, you are hereby also consenting to having this information forwarded to the attending physician.
If you refuse to receive such information, please state this here.
I am not interested in receiving personal genetic information that may be discovered during the trial: _______________.
Are there any risks entailed in the participation in the trial?
As it was explained to you, there is no direct medical risk to the participants in this genetic trial.
(If there is a direct risk, the investigators must state it.)
The information that will be collected during the trial, especially the personal information about the trial participants, is confidential and protected by law, specifically by the Privacy Protection Law and the Genetic Information Law. The investigators are required to make all the information confidentiality protection arrangements that were detailed above and to ensure that no entity other than the trial team and/or the trial Sponsor, and/or those responsible for conducting the trial at the Ministry of Health (who have access to your medical file for the purpose of the trial, verifying the trial methods, and the clinical data), will not be able to peruse it or to use it in a way that will disclose any of your identifying details, unless you have given your direct consent for such.
As a patient in any medical institution in the present or future, your medical file will not contain the results of this trial.
Consent to Participate in the Trial:
By signing, you are hereby confirming that you have read the Informed Consent Form and that you are prepared to participate in this trial subsequent to understanding its details and significance.
The participant’s details and signature:
First name: ________________ Surname: ______________.
ID no.: ________________.
Date: ________________.
Signature:______________.
Details and signature of the individual obtaining the informed consent:
I received the aforementioned consent after I explained to the trial participant the information stated above and verified that they understood my explanation.
First name: ____________ Surname: _____________.
Date: ___________.
Signature and stamp: _______________.
Declaration of the Principal Investigator
I undertake to meet all the legal guidelines associated with clinical trials in human subjects and to ensure that all the ethical safeguards are met, especially the principles appearing in the Helsinki Declaration and in the Physician’s Oath.
Signature: ______________
3.
Explanation to the Participant by the Physician/Investigator
[To the investigators: This explanation sheet must be adapted to the specific trial you are proposing to conduct.]
This sheet will explain to you the various aspects of the trial you are being asked to participate in.
1.  
The objective of the trial -To characterize whether lichen planopilaris is more prevalent among patients from a certain ethnicity / geographical origin, and to test whether there is a connection between the disease and the tissue classification system profile.
2. 
What do the participants need to do? A patient that participates in the trial will be summoned to a medical interview, where he will be asked about his ethnic background, among other things. On the day of the interview, approx. 20 ml of peripheral blood will be taken.
3. 
We will use identified samples in this trial 
Identified samples 
In this trial, identified samples are used, which contain identifying details that can be linked to you, for example: name, ID number, or the code number given to the sample.
4.  

Discomfort from taking the sample
You may feel some minor discomfort in the area from which the blood was taken, including bruising. In rare cases, you may get a local infection. If this happens, see a doctor.
 (Investigator: Please give an appropriate description if the sample taken is not blood, for example: skin, the lining of the cheek, hair, or other source.)
5.  

Risks
The risks entailed in a genetic trial stem mainly from the fact that you may learn genetic information about yourself, your family, and about your community from the test results from your sample, which may have personal, psychological, or social implications. 
Such information is partially experimental, and therefore may not yet lead to a better diagnosis or treatment of the medical condition that will be discovered, if it is discovered.
In many cases, the information that is obtained is probabilistic, meaning that the results of the test show that you have a greater chance than the average person (most people) to contract a specific disease, but it is not possible to know this with certainty. In addition to these test results, it depends on many other factors such as the effect of other genes, your lifestyle (nutrition, exercise), and environmental influences.
You may learn from the test results that some of your family members are at higher than average risk to contract a specific disease. This information may cause you to worry and may impact relationships in the extended family.
By law, an employer cannot request an employee or job candidate to provide genetic information or to ask him to undergo genetic testing, and he is forbidden from harming the employee as a result of his refusal to provide genetic information or to conduct such a test, with anything pertaining to being hired, promotion, working conditions, or dismissal. Rare cases of this may be specific places of employment where a concern for the employee’s health requires genetic testing to be conducted, as determined by the Minister of Health in the regulations. 
By law, an insurer will not ask an insured or candidate for insurance whether he underwent genetic testing and will not ask the insured for the results of genetic tests or to undergo genetic tests, and will not be able to stipulate the person’s insurance coverage or refuse to insure him while using identified genetic information.
6.  

Patents and Future Rights
The results of a genetic trial may be of value, and can be used as part of a patent, or development of drugs, medical preparations, and so forth. The trial participants do not usually have rights pertaining to the patents, drugs, or preparations that will be developed as a result of the trial they participated in. 
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