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Helsinki Declaration

The Helsinki committee of Assuta Medical Center, Ashdod, acts in accordance with
the "Public Health Regulations (Medical Experiments Involving Human Subjegts-
1980) Including all subsequent amendments until 1999" and according to the
"procedure of conducting clinical trials on human subjects-2016-2021" of the
Pharmaceutical department of the Ministry of Health, based on ICH guidelines for
Good Clinical Practice: ICH-GCP (E6),Harmonized Tripartite Guideline, of Clinical
Practice and the standard instructions for conducting clinical trials on human
subjects and Medical Devices EN540, International Standard Organization (ISO}; 1SO
14155-1; 1ISO 14155-2: Clinical investigation of Medical Devices for Human Subjects;

The full compliance with the requirements of the above mentioned procedures,
aiming to ensure the rights, safety and good being of the subjects participating in the
study, with compliance with The Helsinki Declaration, and data collected during the

study will be reliable.

Sincerely,

Chairman of the Helsinki Committee
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