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Date: Kislev 19th, 5780

December  17, 2019
To: Ms. Catalina Devandas Aguilar, Special Rapporteur on the Rights of Persons with Disabilities

Dear Ms. Devandas Aguilar,

Re: Israel Submission in Response to the Questionnaire on Bioethics and Disability
Further to your letter dated August 23, 2019 we would like to elaborate on the relevant issues raised therein. We hope you will find this information useful. 
1. Question 1 (a) – The legal framework and the implemented policy regarding genetic testing and prenatal genetic diagnosis:

1.1 The Genetic Information Law 5761 – 2000: This law regulates the right to privacy in matters of genetics, the need for informed consent for genetic testing of various types, and the cases in which genetic testing of minors and of persons for whom guardians were appointed, is permitted or prohibited.

1.2 The Public Health Regulations (Invasive Prenatal Diagnostic Testing) 5771-2011 - This law Regulates the conditions for performing amniocentesis, Chorionic villus sampling and in utero blood testing: The conditions for conducting the tests from a clinical standpoint, the issue of informed consent and the like. In the National Health Insurance Law 5754-1994, as well as in Section 63 of the National Insurance Law [Consolidated Version] 5755-1995 - Provisions are made regarding public funding of prenatal testing. The responsibility for financing the tests available to the public is divided between the patient's HMO and the State (the Ministry of Health and the National Insurance Institute), according to the indications and the age of the woman – see further details in the answer to question 2.

2. Question 1 (b) – regarding abortions due to fetal malformation:

2.1 Chapter 10, Article B of the Penal Law 5737 – 1977 (Sections 312 - 321 of the Law) regulates the subject of pregnancy termination in Israel. Under the Law, termination of pregnancy is prohibited unless approved by a special committee defined in Section 315 of the Law, for the permitted grounds set forth in Section 316 of the Law, and in a medical institution recognized for this purpose.

2.2 One of the grounds for permitting a termination of pregnancy is that "the baby may have physical or mental defects;" (Section 316 (a)(3)).

2.3 The Penal Regulations (Termination of Pregnancy) 5738-1978:  Regulate the procedure and conditions for the approval of a medical institution to carry out certain pregnancy terminations and instructions regarding the process for the application and obtaining the required approvals.

2.4 Pursuant to the National Health Insurance Law 5754 – 1994, termination of pregnancy due to fear of birth defect is included in the health coverage.

2.5 A number of Ministry of Health circulars detail the guidelines and special procedure provisions regarding pregnancy termination committees, and some refer to the issue of termination of pregnancy due to fetal malformations or taking medications (drugs) that may endanger the fetus during pregnancy (teratogenic). Director General Circular 23/2007 on: Termination of Pregnancy in the Viable Stage – https://www.health.gov.il/hozer/mk23_2007.pdf which deals with the more complex issue of pregnancy termination at the stage where the fetus may have already be born viable and live outside the womb (advanced stages of the pregnancy).

3. Regarding Question 2, National trends in invasive testing:
3.1 All Israeli residents are eligible for state health insurance. Every woman over the age of 35 is eligible for diagnostic testing during pregnancy such as amniocentesis or CVS, at the expense of the Ministry of Health.

3.2 Every woman with a high risk of Down syndrome (score of 1:380 in the screening test) is eligible for a diagnostic examination during pregnancy which is covered by the HMO.

3.3 Every woman with abnormal ultrasound findings when pregnant – is eligible for diagnostic testing covered by the Ministry of Health.

3.4 Every couple with a child (living or dead) with a diagnosed genetic disease – is eligible for diagnostic testing during pregnancy covered by the Ministry of Health, or for a pre-implantation diagnostic testing PGD – covered by the HMO.

3.5 A system of Genetic Carrier Screening is implemented in Israel to identify a long series of genetic diseases (some for the general population and some according to the parents' origin). Couples who are found in the screening test to have a 25% risk of having a sick fetus (recessive diseases) – are eligible for a diagnostic or pre-implantation test.

	Year
	2014
	2015
	2016
	2017

	
	N [%]
	N [%]
	N [%]
	N [%]

	Births per year
	176,427
	178,723
	181,405
	183,648

	Overall
	20,996 [11.9]
	21,658 [12.1]
	21,133 [11.6]
	21,418 [11.7]


3.6 As of 2019 – Every woman who performs a prenatal diagnostic test – The lab test is performed using the advanced CMA-Chromosomal Micro-Array genetic chip method.

3.7 Genetic counseling is provided to all policyholders under the National Health Insurance Law – at the HMOs or hospitals. Diagnostic testing is done according to individual recommendation in the public hospitals or in licensed surgical facilities (in accordance with the Medical Administration Circular 47/2011 published following the introduction of the Public Health Regulations (Invasive Prenatal Diagnostic Testing) 5771 – 2011 and clarified their provisions).

3.8 Great care is exercised when obtaining informed consent – both for genetic testing according to the provisions of the Genetic Information Law, and with respect to termination of pregnancy, including for medical treatment and medical research. Informed consent for termination of pregnancy as well as for medical research, and for genetic testing in minors or research, must be given in writing.

3.9 The Penal Law allows termination of pregnancy without a set limit on the number of weeks. According to the Ministry of Health's directives, which are detailed, inter alia, in Circular 23/2007 mentioned above, up to week 23 + 6/7 the approval can be given in a the committee for pregnancy termination, according to the criteria specified in the law. Beyond that (as of week 24), the approval of a senior committee is required, and a committee for pregnancy termination during the viable stage (also called "supra-regional committees"). According to the circular, the more advanced a pregnancy is, a higher chance of a more severe functional limitation must be demonstrated, as a condition of approval.

4. Quantitative and statistical data: The following is data on pregnancy terminations for reason of fetus malformations, in accordance with the reporting of the pregnancy termination committees operating in the hospitals, (many statistics on these issues are published periodically on the Ministry website and in health-care brochures distributed to the entire health system):

	Week of pregnancy
	2017

	Total
	Total pregnancy terminations
	18,120

	
	Pregnancy terminations – physical malformation of the fetus
	3,375

	Up to 7
	Total pregnancy terminations
	11,353

	
	Pregnancy terminations – physical malformation of the fetus
	1,020

	8 – 12
	Total pregnancy terminations
	4,321

	
	Pregnancy terminations – physical malformation of the fetus
	634

	13 – 23
	Total pregnancy terminations
	2,128

	
	Pregnancy terminations – physical malformation of the fetus
	1,419

	24 – 26
	Total pregnancy terminations
	140

	
	Pregnancy terminations – physical malformation of the fetus
	129

	27 – 31
	Total pregnancy terminations
	92

	
	Pregnancy terminations – physical malformation of the fetus
	88

	32+
	Total pregnancy terminations
	86

	
	Pregnancy terminations – physical malformation of the fetus
	85


5. Question 2 (e) – 

5.1 The issue of medical trials is regulated in the Public Health Regulations (Medical Trials in Human Subjects) 5741 – 1981, which adopt the accepted international rules, such as the Helsinki Declaration. Accordingly, the general rule is that every medical trial requires the approval of an ethical committee (the "Helsinki Committee"). Experimental treatments are approved if there is an expected benefit that exceeds the best-known treatment, and with the informed consent of the participant or his/her legal representative. With regards to people whose ability to make decisions is diminished – studies are only approved if there is a potential benefit to the participant or the population group to which he or she belongs.

5.2 The importance of not excluding people with disabilities from participating in studies that can advance their treatment is recognized, and there is a great deal of effort to advance studies into rare diseases. For example, an international conference on rare diseases was held on November 11th – 13th 2019 in Israel (The 14th Meeting of the International Conference on Rare Diseases and Orphan Drugs (ICORD) - https://www.icord2019.org/).

6. Question 3 - The ethical committees approving research on "vulnerable populations" do so in accordance with existing international guidelines in the field of medical research – E6-GCP. In addition, Israel has a dedicated informed consent form for this population.

7. Questions 4, 5, 6 – Ethics Committees – Ethics committees operate in the health system according to Section 24 of the Patient Rights Law. Their role is deciding on special cases, as defined in the Patient Rights Law.

The Patient Rights Regulations (Methods of Appointment, Term of Office, and Work Procedures for Ethics Committees) and the Medical Division at the Ministry of Health's circular number 9/18 – "Operation of Ethics Committee at the Ministry of Health" – regulate their work.

One of the goals of the committee members' forum is open discussion and mediation of ethical issues arising from the work of therapists in a medical institution, alongside other professional and therapeutic procedures.

Predictably, and in light of the organizational environment in which the committee operates, maintaining the rights of persons with disabilities is the cornerstone of the committee's activities.

Needless to mention in this context the important work of the National Council on Bioethics, which advises all authorities on ethical matters arising from developments in research and developments in biology, biotechnology, medicine, genetics and their social and constitutional implications, including the rights of persons with disabilities.

8. We remain at your disposal for any further questions you might have.



           Yours Sincerely,

__________________________________________________________

29 Tzalach A-Din St., P.O.B. 49029, Zip Code 91490 Tel. 02-6466569 Fax. 02-6261862
E-Mail: international@justice.gov.il
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