
ARTICLE	  8	  −	  Fundamental	  Law	  #3359	  on	  Health	  Services	  of	  07.05.1987	  is	  appended	  with	  the	  
following	  article:	  	  
             “SUPPLEMENTAL ARTICLE 10 − For any therapeutic tools or methods, or medicinal 
products or preparations, traditional herbal medicinal products or medical devices to be used in 
humans for scientific research purposes, even if licensed or authorized,  the permission of the Ministry 
of Health must be obtained, and the following conditions must be satisfied:  
             a) The study is first performed in a nonhuman laboratory environment, or in a sufficient 
number of animals; 
             b) Scientific data derived in a nonhuman laboratory environment or from testing in animals 
justify repeating the tests in humans to obtain the intended objective;  
             c) The study has no foreseeable harmful and permanent effect on human health;  
             ç) The study does not involve procedures that inflict pain on the person to a degree that would 
be incompatible with human dignity;  
             d) The intended benefit of research overweighs the burden and health risks to the person, 
             e) The person in whom research will be conducted has given his or her written consent based 
on sufficient information as to the nature and consequences of the study, and such consent is not 
linked with any material benefits;  and 
             f) The proposed study is approved by the relevant ethics committee.  
              
            Such research will be conducted at university centers for application and research in health, 
accredited centers for research and development affiliated with universities, Refik Saydam National 
Public Health Agency, and teaching and research hospitals of the Ministry of Health, affording 
personnel, equipment and laboratory resources appropriate to and compatible with research, enabling 
robust conduct and monitoring of research, and when necessary allowing urgent medical interventions 
to uphold the safety of study subjects. 
             In research, protecting the rights and wellbeing of subjects prevails over anything else. 
             A study subject or subject candidate is entitled to withdraw his or her consent at any stage of 
research without any conditions.  
             No compelling incentive or pecuniary benefit may be offered to subjects, other than insurance, 
to convince them to enroll or remain in the study. However, costs arising in connection with a subject's 
participation in the study, and loss of income incurred by a healthy subject due to missed workdays 
will be specified in and covered from the study budget. 
             If data obtained from the study are published, the identity of subjects must not be disclosed.  
             If during conduct of a study it is determined that any of the conditions that had been satisfied 
at the time a permission was granted is no longer met, the Ministry of Health will immediately cease 
the study. If such conditions are not met, or it is determined that cannot be met, within a specified 
timeframe, or subjects' safety is imperiled, the study will be terminated directly.  
             The Ministry of Health will establish ethics committees to evaluate clinical trials from an 
ethical perspective and to protect the rights, safety and wellbeing of subjects who will take part in 
clinical research in humans; a Advisory Committee for Clinical Research will also be established to 
advise the Ministry on matters relevant to clinical research.  
            Ethics committees are composed of not less than seven and not more than fifteen members, 
including at least one member of a non-medical profession and one lawyer, and the majority consisting 
of health-care professionals who are specialized or holding a postdoctoral degree in a branch of 
medicine. Ethics committee members will serve for two years. Any member who fails to attend three 
consecutive meetings or five inconsecutive meetings without an excuse will be removed from 
committee membership. 
            The Advisory Committee for Clinical Research is composed of a chairman, either the 
Undersecretary of Health or a Deputy Undersecretary assigned by him or her, three members 
appointed by the Ministry who are specialized  or holding a postdoctoral degree in surgery, internal 
medicine or essential sciences, a clinical psychologist, a theologist, the Senior Counsel of the Ministry, 
or a deputy counsel appointed by him or her. In the first meeting, the Committee will appoint a deputy 
chairman among its members. If the need exists, the Committee may consult the view of relevant 
experts and invite them to attend meetings for hearing their opinion. Members will be appointed for a 
two-year term, with possibility of reappointment at expiry. Any member who fails to attend three 



consecutive meetings, or five inconsecutive meetings without an excuse will be removed from 
membership.  
             Ethics committees and the Advisory Committee for Clinical Research will meet with two 
thirds of its full membership, and adopt decisions by the vote of absolute majority of its full 
membership. 
             The Ministry of Health will issue a regulation to lay down the principles and procedures for 
scientific research in humans, as well as the establishment, mandate, and operating principles and 
procedures of the Advisory Committee for Clinical Research and ethics committees to be assembled in 
relevant areas of clinical research.” 
	  
	  
	  


