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	Informed Consent form for Subjects in a Medical Study on Human Beings without a study product



The application number in the Helsinki committee (to be filled in by the secretariat of the committee): 


I, the undersigned:
	Surname and given name:

	

	Identity card number:

	

	Address:

	ZIP code:



A) Hereby declare that I agree to take part in the medical trial as specified in this document. 
B) Hereby declare that I am not participating, as of the time of signing this document, in any other medical trial involving the use of any trial product, and that I undertake not to participate in any other medical trial involving the use of any trial product throughout the term of this trial.
C) Hereby declare that it has been explained to me by:
	Name of explaining investigator / sub-investigator:



1. That the principal investigator (name of physician): 
Prof. Emmilia Hodak has received from the director of the medical institute at which the trial will be conducted approval for performing the medical trial on human beings as defined in the Public Health Regulations (Medical Experiments on Human Beings) of 5741 – -1980 (hereinafter: “the Medical Trial”): 
2. That the chief investigator and the associate investigators have / have no 
affiliation
in the sponsor of the trial.
If so, elaborate: Prof. Michael David one of  the sub investigators, 
the principal investigator
, is the sponsor of the trial.
3. That the medical trial is being performed on the issue of:  

A characterization of the skin microbiome in Atopic Dermatitis, Psoriasis and
, Mycosis Fungoides, Darier's disease, folliculitis of the scalp, skin infections 
and the relationship between microbiome and disease severity and the response to climatotherapy in the Dead Sea and Phototherapy or additional treatments
.
4. That I am free to opt not to participate in the medical trial, and that I am free to discontinue my participation in the trial at any time, without prejudice to my rights to receive the standard treatment.
5. That in the case of filling in a questionnaire – I am allowed not to answer some or any of the questions in the questionnaire. 
6. That I am guaranteed that my personal identity will be kept confidential by all persons engaged and involved in the study and will not be published in any publication, including scientific publications.
7. That the medical institute has acted to arrange adequate insurance coverage of the researchers, physicians and medical personnel engaging in the clinical trail against claims filed by clinical trial subjects and/or claims of third parties related to the clinical trial, whether during or after the trial execution term. The foregoing does not serve to prejudice my statutory rights.
8. That I am guaranteed willingness to answer questions raised by me and an opportunity to consult another party (e.g. a family physician, relatives, etc.) regarding the making of a decision to participate in the medical trial and/or continue therein.
9. That for any problem related to the medical trial, I may contact Prof Emmilia Hodak

Telephone / answering machine number:  03-9376653  054-4895189
, 24 hours a day.
D) I declare that I have been given detailed information on the medical trial, concerning the issues specified below: 
1. Objectives of the trial:
You have an inflammatory disease: psoriasis, mycosis fungoides fungoides Darier's disease, folliculitis of the scalp
 or atopic dermatitis, or an infection of the skin
 and you have arrived at the Dead Sea for climatic treatment or you are treated in other clinics, or you have no indication of a dermatological disease. To date there is no laboratory non-invasive tool that allows for a diagnosis or monitoring of the condition of the disease. The purpose of this study is to develop a new non-invasive method that would provide data in a short period of time about the patient's condition. We are proposing the development of a non-invasive method that would facilitate the diagnosis of various types of skin diseases and monitor the patient's response to treatments as well as assess the mode and expected success of the treatment.

The method will be based on the collection of microorganisms from affected and unaffected skin areas. This will be followed by a thorough analysis of the skin microorganisms in order to understand their association with the severity of the disease and the success of the treatment. This will enable the prediction of the best course of treatment and its results by non invasive means.
2. The expected term for the duration of the participation in the trial;
The procedures required by this study are for research purposes only and are not related to the standard treatment of the patients. 

During the study we will perform samples’ collection within a period of several months. The study will include a total of 300 psoriasis patients, 300 atopic dermatitis patients, 100 mycosis fungoides, , 100 Darier's patients, 100 Folliculitis of the scalp patients, 
100 skin infections patients,  patients and 50 volunteers with no history of dermatologic diseases.
3. Methods: Description of the various procedures during the trial period (treatment and follow-up), clearly differentiating between study procedures and standard medical procedures; 
The trial will involve samples’ collection by gentle swabbing of skin areas with a cotton-tipped applicator, or using an adhesive tape, or by gently scraping the upper layer of the skin with a sterile blade.. Samples will be collected from the same skin areas of each patient before in between 
and after the treatment. During the study more sampels can be collected if necessary In 
the control group similar number of samples will be collected from similar skin areas. These procedures are non invasive and do not cause pain or any exacerbation of skin conditions. 
In some of the patients we will perform longitudinal sampling. In such cases, samples will be collected on a monthly basis during the remission stage in addition to the samples collected during treatment.

In some of the patients we will perform a quantitative analysis of the expression of antimicrobial peptides form the human skin. This will be performed by extracting RNA molecules from the swab/ tape samples, or in the case of mycosis fungoides, Darier and Folliculitis of the scalp 
patients by using the biopsy sample that was originally obtained for the initial diagnostic procedure.

The collected samples will be sent to the skin microbiology laboratory in the Dead Sea for the characterization and quantification of skin microorganisms using molecular biology and DNA and RNA sequencing techniques.
In patients with skin infections: blood will be collected in order to analyze the presence of bacterial DNA in the patients' blood. This will be performed by sequencing of specific regions of the bacterial DNA.

4. The expected advantages for the subject or others as a result of the trial;
There is no guarantee you would benefit from your participation in this study. However, this study may help in the development of a method that would facilitate better treatment compatibility for patients suffering from these diseases as well as in the development of personalized treament protocols. Data accumulated from studies in recent years point to the importance of  microorganisms inhabiting different niches of the human body, and on the roles they play in health and disease. It has been postulated that microorganisms inhabiting the human skin play important role in the pathogenesis, development of, as well as in the recovery for different skin conditions. This study aims at characterizing the populations of microorganisms inhabiting areas of the skin that are affected or not affected by dermatoses. Additionally, we will characterize the effect of the treatment of the disease on the different populations of skin microorganisms in an attempt to understand their importance to the processes of recovery and remission of inflammatory skin diseases.
5. The known risks and/or discomfort that may be predicted for the trial subject;
If the medical trial involves a risk for the subject – an explanation of the medical treatment he is to receive in the case of injury to his health and the responsibility for its administration;

Since these are non-invasive tests, no risks or discomfort are anticipated.
6. Other relevant information (as given by the trial sponsor):
None

E) I hereby declare that I have given my above consent by my own free will and that I have understood all the foregoing. In addition, I have received a copy of the informed consent form, duly dated and signed. 

F) Upon my signing this informed consent form, I permit the sponsor of the medical trial, the institutional Helsinki committee, the auditing body of the medical institute and the Ministry of Health direct access to my medical records for the purpose of verifying the medical trial methods and clinical data. This access to my medical information will be performed while maintaining secrecy, in accordance with the secrecy laws and procedures.
	Name of medical trial subject
	Signature of trial subject
	Date

	
	
	


If need be2
	Name of independent witness
	Identity card number
	Signature of witness
	Date

	
	
	
	


Declaration of investigator / sub-investigator:
I have received the above consent after having explained all the foregoing to the participant in the trial and ensuring that he / she has understood all my explanations.
	Name of the explaining investigator / sub-investigator
	Signature
	Date

	
	
	


� 	A Relationship of employment for wages, or a commercial or business relationship, including job subordination, or a family or proposal relationship, or any other relationship that may cause concern of there being a conflict of interests or dependence, apart from reimbursement of expenses or payment for participating in committees according to this procedure.


� 	Delete the inappropriate


2  	In the case of the trial subject or the legal representative thereof being unable to read the informed consent form, an independent witness must be present during the explanation of the essence of the medical trial. After the subject or the legal representative orally expresses his consent to participating in the trial, the witness is to sign the consent 
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